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Fees, Patient Contributions and 
Safety Net Thresholds 
The following fees, patient contributions and safety net thresholds apply as at 1 May 2018 and are included, where applicable, 
in prices published in the Schedule — 
  

Dispensing Fees: Ready-prepared $7.15 

 Dangerous drug fee $3.01 

 Extemporaneously-prepared $9.19 

 Allowable additional patient charge* $4.45 

   

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

 Extemporaneously-prepared $1.57 

   

Patient Co-payments: General $39.50 

 Concessional $6.40 

   

Safety Net Thresholds: General $1521.80 

 Concessional $384.00 

   

Safety Net Card Issue Fee:  $9.91 
  
* 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 May 2018. The Schedule is updated on the first 
day of each month and is available on the internet at www.pbs.gov.au. 

Prescriber Bag 
Additions 
Addition – Brand 
3484J Tramadol AN, JU – TRAMADOL, tramadol hydrochloride 100 mg/2 mL injection, 5 x 2 mL ampoules 

Alterations 
Alteration – Item Description 
From 

3478C CLONAZEPAM, clonazepam 2.5 mg/mL oral liquid, 10 mL (Rivotril) 

To 

3478C CLONAZEPAM, clonazepam 2.5 mg/mL (0.1 mg/drop) oral liquid, 10 mL (Rivotril) 

Alteration – Manufacturer Code 
  From To 

3484J Tramadol ACT – TRAMADOL, tramadol hydrochloride 100 mg/2 mL injection, 5 x 2 mL 
ampoules 

EA JO 

Advance Notices 
1 August 2018 
Deletion – Brand 
10244E MassBiologics tetanus and diphtheria toxoids adsorbed, CS – DIPHTHERIA TOXOID + TETANUS TOXOID, 

diphtheria toxoid 2 Lf/0.5 mL + tetanus toxoid 2 Lf/0.5 mL injection, 10 x 0.5 mL vials 

General Pharmaceutical Benefits 
Additions 
Addition – Item 
11335N AFATINIB, afatinib 20 mg tablet, 28 (Giotrif) 

11336P AFATINIB, afatinib 20 mg tablet, 28 (Giotrif) 

11341X AFATINIB, afatinib 30 mg tablet, 28 (Giotrif) 

11348G AFATINIB, afatinib 30 mg tablet, 28 (Giotrif) 

11347F AFATINIB, afatinib 40 mg tablet, 28 (Giotrif) 

11359W AFATINIB, afatinib 40 mg tablet, 28 (Giotrif) 

11329G AFATINIB, afatinib 50 mg tablet, 28 (Giotrif) 

11342Y AFATINIB, afatinib 50 mg tablet, 28 (Giotrif) 

11331J AMINO ACID FORMULA SUPPLEMENTED WITH PREBIOTICS, PROBIOTICS AND LONG CHAIN 
POLYUNSATURATED FATTY ACIDS, amino acid formula supplemented with prebiotics, probiotics and long chain 
polyunsaturated fatty acids powder for oral liquid, 400 g (Neocate Syneo) 

http://www.pbs.gov.au/
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11340W AMINO ACID FORMULA SUPPLEMENTED WITH PREBIOTICS, PROBIOTICS AND LONG CHAIN 
POLYUNSATURATED FATTY ACIDS, amino acid formula supplemented with prebiotics, probiotics and long chain 
polyunsaturated fatty acids powder for oral liquid, 400 g (Neocate Syneo) 

11343B AMINO ACID FORMULA SUPPLEMENTED WITH PREBIOTICS, PROBIOTICS AND LONG CHAIN 
POLYUNSATURATED FATTY ACIDS, amino acid formula supplemented with prebiotics, probiotics and long chain 
polyunsaturated fatty acids powder for oral liquid, 400 g (Neocate Syneo) 

11351K BALSALAZIDE, balsalazide sodium 750 mg capsule, 280 (Colazide) 

11349H BRIVARACETAM, brivaracetam 10 mg/mL oral liquid, 300 mL (Briviact) 

11358T BRIVARACETAM, brivaracetam 10 mg/mL oral liquid, 300 mL (Briviact) 

11327E BRIVARACETAM, brivaracetam 25 mg tablet, 56 (Briviact) 

11328F BRIVARACETAM, brivaracetam 25 mg tablet, 56 (Briviact) 

11334M BRIVARACETAM, brivaracetam 50 mg tablet, 56 (Briviact) 

11338R BRIVARACETAM, brivaracetam 50 mg tablet, 56 (Briviact) 

11350J BRIVARACETAM, brivaracetam 75 mg tablet, 56 (Briviact) 

11356Q BRIVARACETAM, brivaracetam 75 mg tablet, 56 (Briviact) 

11339T BRIVARACETAM, brivaracetam 100 mg tablet, 56 (Briviact) 

11357R BRIVARACETAM, brivaracetam 100 mg tablet, 56 (Briviact) 

Addition – Brand 
9375K Valsartan/Amlodipine Novartis 80/5, NM – AMLODIPINE + VALSARTAN, amlodipine 5 mg + valsartan 80 mg 

tablet, 28 

9376L Valsartan/Amlodipine Novartis 160/5, NM – AMLODIPINE + VALSARTAN, amlodipine 5 mg + valsartan 160 mg 
tablet, 28 

5459H Valsartan/Amlodipine Novartis 320/5, NM – AMLODIPINE + VALSARTAN, amlodipine 5 mg + valsartan 320 mg 
tablet, 28 

9377M Valsartan/Amlodipine Novartis 160/10, NM – AMLODIPINE + VALSARTAN, amlodipine 10 mg + valsartan 160 mg 
tablet, 28 

5460J Valsartan/Amlodipine Novartis 320/10, NM – AMLODIPINE + VALSARTAN, amlodipine 10 mg + valsartan 320 mg 
tablet, 28 

5285E Valsartan/Amlodipine/HCT Novartis 160/5/12.5, NM – AMLODIPINE + VALSARTAN + 
HYDROCHLOROTHIAZIDE, amlodipine 5 mg + valsartan 160 mg + hydrochlorothiazide 12.5 mg tablet, 28 

5286F Valsartan/Amlodipine/HCT Novartis 160/5/25, NM – AMLODIPINE + VALSARTAN + HYDROCHLOROTHIAZIDE, 
amlodipine 5 mg + valsartan 160 mg + hydrochlorothiazide 25 mg tablet, 28 

5287G Valsartan/Amlodipine/HCT Novartis 160/10/12.5, NM – AMLODIPINE + VALSARTAN + 
HYDROCHLOROTHIAZIDE, amlodipine 10 mg + valsartan 160 mg + hydrochlorothiazide 12.5 mg tablet, 28 

5288H Valsartan/Amlodipine/HCT Novartis 160/10/25, NM – AMLODIPINE + VALSARTAN + 
HYDROCHLOROTHIAZIDE, amlodipine 10 mg + valsartan 160 mg + hydrochlorothiazide 25 mg tablet, 28 

5289J Valsartan/Amlodipine/HCT Novartis 320/10/25, NM – AMLODIPINE + VALSARTAN + 
HYDROCHLOROTHIAZIDE, amlodipine 10 mg + valsartan 320 mg + hydrochlorothiazide 25 mg tablet, 28 

8200N ZITHRO, RW – AZITHROMYCIN, azithromycin 500 mg tablet, 2 

8336R ZITHRO, RW – AZITHROMYCIN, azithromycin 500 mg tablet, 2 

2532G Donepezil GH, HQ – DONEPEZIL, donepezil hydrochloride 5 mg tablet, 28 

8495D Donepezil GH, HQ – DONEPEZIL, donepezil hydrochloride 5 mg tablet, 28 

2479L Donepezil GH, HQ – DONEPEZIL, donepezil hydrochloride 10 mg tablet, 28 

8496E Donepezil GH, HQ – DONEPEZIL, donepezil hydrochloride 10 mg tablet, 28 

5449T Leflunomide generichealth, HQ – LEFLUNOMIDE, leflunomide 10 mg tablet, 30 

8374R Leflunomide generichealth, HQ – LEFLUNOMIDE, leflunomide 10 mg tablet, 30 

5450W Leflunomide generichealth, HQ – LEFLUNOMIDE, leflunomide 20 mg tablet, 30 

8375T Leflunomide generichealth, HQ – LEFLUNOMIDE, leflunomide 20 mg tablet, 30 

8399C Pantoprazole generichealth, HQ – PANTOPRAZOLE, pantoprazole 20 mg enteric tablet, 30 
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8007K Pantoprazole generichealth, HQ – PANTOPRAZOLE, pantoprazole 40 mg enteric tablet, 30 

8008L Pantoprazole generichealth, HQ – PANTOPRAZOLE, pantoprazole 40 mg enteric tablet, 30 

2590H Rostor 5, DO – ROSUVASTATIN, rosuvastatin 5 mg tablet, 30 

2590H Rosuvastatin RBX, RA – ROSUVASTATIN, rosuvastatin 5 mg tablet, 30 

2590H Rosuvastatin Sandoz, SZ – ROSUVASTATIN, rosuvastatin 5 mg tablet, 30 

2606E Rostor 5, DO – ROSUVASTATIN, rosuvastatin 5 mg tablet, 30 

2606E Rosuvastatin RBX, RA – ROSUVASTATIN, rosuvastatin 5 mg tablet, 30 

2606E Rosuvastatin Sandoz, SZ – ROSUVASTATIN, rosuvastatin 5 mg tablet, 30 

2584B Rostor 10, DO – ROSUVASTATIN, rosuvastatin 10 mg tablet, 30 

2584B Rosuvastatin RBX, RA – ROSUVASTATIN, rosuvastatin 10 mg tablet, 30 

2584B Rosuvastatin Sandoz, SZ – ROSUVASTATIN, rosuvastatin 10 mg tablet, 30 

2628H Rostor 10, DO – ROSUVASTATIN, rosuvastatin 10 mg tablet, 30 

2628H Rosuvastatin RBX, RA – ROSUVASTATIN, rosuvastatin 10 mg tablet, 30 

2628H Rosuvastatin Sandoz, SZ – ROSUVASTATIN, rosuvastatin 10 mg tablet, 30 

2574L Rostor 20, DO – ROSUVASTATIN, rosuvastatin 20 mg tablet, 30 

2574L Rosuvastatin RBX, RA – ROSUVASTATIN, rosuvastatin 20 mg tablet, 30 

2574L Rosuvastatin Sandoz, SZ – ROSUVASTATIN, rosuvastatin 20 mg tablet, 30 

2609H Rostor 20, DO – ROSUVASTATIN, rosuvastatin 20 mg tablet, 30 

2609H Rosuvastatin RBX, RA – ROSUVASTATIN, rosuvastatin 20 mg tablet, 30 

2609H Rosuvastatin Sandoz, SZ – ROSUVASTATIN, rosuvastatin 20 mg tablet, 30 

2594M Rostor 40, DO – ROSUVASTATIN, rosuvastatin 40 mg tablet, 30 

2594M Rosuvastatin RBX, RA – ROSUVASTATIN, rosuvastatin 40 mg tablet, 30 

2594M Rosuvastatin Sandoz, SZ – ROSUVASTATIN, rosuvastatin 40 mg tablet, 30 

2636R Rostor 40, DO – ROSUVASTATIN, rosuvastatin 40 mg tablet, 30 

2636R Rosuvastatin RBX, RA – ROSUVASTATIN, rosuvastatin 40 mg tablet, 30 

2636R Rosuvastatin Sandoz, SZ – ROSUVASTATIN, rosuvastatin 40 mg tablet, 30 

8978M APO-Telmisartan/Amlodipine 40/5, TX – TELMISARTAN + AMLODIPINE, telmisartan 40 mg + amlodipine 5 mg 
tablet, 28 

8979N APO-Telmisartan/Amlodipine 40/10, TX – TELMISARTAN + AMLODIPINE, telmisartan 40 mg + amlodipine 10 mg 
tablet, 28 

8980P APO-Telmisartan/Amlodipine 80/5, TX – TELMISARTAN + AMLODIPINE, telmisartan 80 mg + amlodipine 5 mg 
tablet, 28 

8981Q APO-Telmisartan/Amlodipine 80/10, TX – TELMISARTAN + AMLODIPINE, telmisartan 80 mg + amlodipine 10 mg 
tablet, 28 

5231H Tramadol AN, JU – TRAMADOL, tramadol hydrochloride 100 mg/2 mL injection, 5 x 2 mL ampoules 

8582Q Tramadol AN, JU – TRAMADOL, tramadol hydrochloride 100 mg/2 mL injection, 5 x 2 mL ampoules 

Addition – Equivalence Indicator 
9376L Exforge 5/160, NV – AMLODIPINE + VALSARTAN, amlodipine 5 mg + valsartan 160 mg tablet, 28 

5459H Exforge 5/320, NV – AMLODIPINE + VALSARTAN, amlodipine 5 mg + valsartan 320 mg tablet, 28 

9377M Exforge 10/160, NV – AMLODIPINE + VALSARTAN, amlodipine 10 mg + valsartan 160 mg tablet, 28 

5460J Exforge 10/320, NV – AMLODIPINE + VALSARTAN, amlodipine 10 mg + valsartan 320 mg tablet, 28 

5286F Exforge HCT 5/160/25, NV – AMLODIPINE + VALSARTAN + HYDROCHLOROTHIAZIDE, amlodipine 5 mg + 
valsartan 160 mg + hydrochlorothiazide 25 mg tablet, 28 

5287G Exforge HCT 10/160/12.5, NV – AMLODIPINE + VALSARTAN + HYDROCHLOROTHIAZIDE, amlodipine 10 mg + 
valsartan 160 mg + hydrochlorothiazide 12.5 mg tablet, 28 

5288H Exforge HCT 10/160/25, NV – AMLODIPINE + VALSARTAN + HYDROCHLOROTHIAZIDE, amlodipine 10 mg + 
valsartan 160 mg + hydrochlorothiazide 25 mg tablet, 28 
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5289J Exforge HCT 10/320/25, NV – AMLODIPINE + VALSARTAN + HYDROCHLOROTHIAZIDE, amlodipine 10 mg + 
valsartan 320 mg + hydrochlorothiazide 25 mg tablet, 28 

Deletions 
Deletion – Item 
2742H FLUTAMIDE, flutamide 250 mg tablet, 30 (Flutamide MYLAN) 

8974H RISEDRONATE (&) CALCIUM CARBONATE + COLECALCIFEROL, RISEDRONATE SODIUM and CALCIUM 
CARBONATE with COLECALCIFEROL Pack containing 4 enteric coated tablets risedronate sodium 35 mg and 24 
sachets containing granules of calcium carbonate 2.5 g (equivalent to 1 g calcium) with colecalciferol 22 
micrograms, 1 (Actonel EC Combi D) 

3402C ROSUVASTATIN, rosuvastatin 5 mg tablet, 30 (APO-Rosuvastatin, Blooms the Chemist Rosuvastatin, Cavstat, 
Chem mart Rosuvastatin, Crestor, Crosuva 5, Pharmacor Rosuvastatin 5, Rostor 5, Rosuvastatin AMNEAL, 
Rosuvastatin RBX, Rosuvastatin Sandoz, Rosuvastatin generichealth, Rosuvastatin-DRLA, Terry White Chemists 
Rosuvastatin) 

9042X ROSUVASTATIN, rosuvastatin 5 mg tablet, 30 (APO-Rosuvastatin, Blooms the Chemist Rosuvastatin, Cavstat, 
Chem mart Rosuvastatin, Crestor, Crosuva 5, Pharmacor Rosuvastatin 5, Rostor 5, Rosuvastatin AMNEAL, 
Rosuvastatin RBX, Rosuvastatin Sandoz, Rosuvastatin generichealth, Rosuvastatin-DRLA, Terry White Chemists 
Rosuvastatin) 

3403D ROSUVASTATIN, rosuvastatin 10 mg tablet, 30 (APO-Rosuvastatin, Blooms the Chemist Rosuvastatin, Cavstat, 
Chem mart Rosuvastatin, Crestor, Crosuva 10, Pharmacor Rosuvastatin 10, Rostor 10, Rosuvastatin AMNEAL, 
Rosuvastatin RBX, Rosuvastatin Sandoz, Rosuvastatin generichealth, Rosuvastatin-DRLA, Terry White Chemists 
Rosuvastatin) 

9043Y ROSUVASTATIN, rosuvastatin 10 mg tablet, 30 (APO-Rosuvastatin, Blooms the Chemist Rosuvastatin, Cavstat, 
Chem mart Rosuvastatin, Crestor, Crosuva 10, Pharmacor Rosuvastatin 10, Rostor 10, Rosuvastatin AMNEAL, 
Rosuvastatin RBX, Rosuvastatin Sandoz, Rosuvastatin generichealth, Rosuvastatin-DRLA, Terry White Chemists 
Rosuvastatin) 

3404E ROSUVASTATIN, rosuvastatin 20 mg tablet, 30 (APO-Rosuvastatin, Blooms the Chemist Rosuvastatin, Cavstat, 
Chem mart Rosuvastatin, Crestor, Crosuva 20, Pharmacor Rosuvastatin 20, Rostor 20, Rosuvastatin AMNEAL, 
Rosuvastatin RBX, Rosuvastatin Sandoz, Rosuvastatin generichealth, Rosuvastatin-DRLA, Terry White Chemists 
Rosuvastatin) 

9044B ROSUVASTATIN, rosuvastatin 20 mg tablet, 30 (APO-Rosuvastatin, Blooms the Chemist Rosuvastatin, Cavstat, 
Chem mart Rosuvastatin, Crestor, Crosuva 20, Pharmacor Rosuvastatin 20, Rostor 20, Rosuvastatin AMNEAL, 
Rosuvastatin RBX, Rosuvastatin Sandoz, Rosuvastatin generichealth, Rosuvastatin-DRLA, Terry White Chemists 
Rosuvastatin) 

3405F ROSUVASTATIN, rosuvastatin 40 mg tablet, 30 (APO-Rosuvastatin, Blooms the Chemist Rosuvastatin, Cavstat, 
Chem mart Rosuvastatin, Crestor, Crosuva 40, Pharmacor Rosuvastatin 40, Rostor 40, Rosuvastatin AMNEAL, 
Rosuvastatin RBX, Rosuvastatin Sandoz, Rosuvastatin generichealth, Rosuvastatin-DRLA, Terry White Chemists 
Rosuvastatin) 

9045C ROSUVASTATIN, rosuvastatin 40 mg tablet, 30 (APO-Rosuvastatin, Blooms the Chemist Rosuvastatin, Cavstat, 
Chem mart Rosuvastatin, Crestor, Crosuva 40, Pharmacor Rosuvastatin 40, Rostor 40, Rosuvastatin AMNEAL, 
Rosuvastatin RBX, Rosuvastatin Sandoz, Rosuvastatin generichealth, Rosuvastatin-DRLA, Terry White Chemists 
Rosuvastatin) 

Deletion – Brand 
9049G Caduet 5/10, PF – AMLODIPINE + ATORVASTATIN, amlodipine 5 mg + atorvastatin 10 mg tablet, 30 

9050H Caduet 5/20, PF – AMLODIPINE + ATORVASTATIN, amlodipine 5 mg + atorvastatin 20 mg tablet, 30 

9375K Valsartan/Amlodipine Sandoz 80/5, NM – AMLODIPINE + VALSARTAN, amlodipine 5 mg + valsartan 80 mg 
tablet, 28 

5285E Valsartan/Amlodipine/HCT Sandoz 160/5/12.5, NM – AMLODIPINE + VALSARTAN + 
HYDROCHLOROTHIAZIDE, amlodipine 5 mg + valsartan 160 mg + hydrochlorothiazide 12.5 mg tablet, 28 

1886G Ranmoxy, RA – AMOXICILLIN, amoxicillin 125 mg/5 mL powder for oral liquid, 100 mL 

3302T Ranmoxy, RA – AMOXICILLIN, amoxicillin 125 mg/5 mL powder for oral liquid, 100 mL 

1887H Ranmoxy, RA – AMOXICILLIN, amoxicillin 250 mg/5 mL powder for oral liquid, 100 mL 

3393N Ranmoxy, RA – AMOXICILLIN, amoxicillin 250 mg/5 mL powder for oral liquid, 100 mL 

10551H MAXATAN, RW – RIZATRIPTAN, rizatriptan 10 mg orally disintegrating tablet, 2 
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Alterations 
Alteration – Item Description 
From 
1808E CLONAZEPAM, clonazepam 2.5 mg/mL oral liquid, 10 mL (Rivotril) 
To 
1808E CLONAZEPAM, clonazepam 2.5 mg/mL (0.1 mg/drop) oral liquid, 10 mL (Rivotril) 

From 
11245W GLYCOMACROPEPTIDE FORMULA WITH LONG CHAIN POLYUNSATURATED FATTY ACID AND 

DOCOSAHEXAENOIC ACID AND LOW PHENYLALANINE, glycomacropeptide formula with long chain 
polyunsaturated fatty acid and docosahexaenoic acid and low phenylalanine powder for oral liquid, 30 x 27 g 
sachets (PKU Sphere15) 

To 
11245W GLYCOMACROPEPTIDE FORMULA WITH DOCOSAHEXAENOIC ACID AND LOW PHENYLALANINE, 

glycomacropeptide formula with docosahexaenoic acid and low phenylalanine powder for oral liquid, 30 x 27 g 
sachets (PKU Sphere15) 

From 
11071Q GLYCOMACROPEPTIDE FORMULA WITH LONG CHAIN POLYUNSATURATED FATTY ACID AND 

DOCOSAHEXAENOIC ACID AND LOW PHENYLALANINE, glycomacropeptide formula with long chain 
polyunsaturated fatty acid and docosahexaenoic acid and low phenylalanine powder for oral liquid, 30 x 35 g 
sachets (PKU Sphere20) 

To 
11071Q GLYCOMACROPEPTIDE FORMULA WITH DOCOSAHEXAENOIC ACID AND LOW PHENYLALANINE, 

glycomacropeptide formula with docosahexaenoic acid and low phenylalanine powder for oral liquid, 30 x 35 g 
sachets (PKU Sphere20) 

From 
8598M MESALAZINE, mesalazine 500 mg granules, 100 sachets (Salofalk) 
To 
8598M MESALAZINE, mesalazine 500 mg modified release granules, 100 sachets (Salofalk) 

From 
9206M MESALAZINE, mesalazine 1.5 g granules, 60 sachets (Salofalk) 
To 
9206M MESALAZINE, mesalazine 1.5 g modified release granules, 60 sachets (Salofalk) 

From 
10257W MESALAZINE, mesalazine 3 g granules, 30 sachets (Salofalk) 
To 
10257W MESALAZINE, mesalazine 3 g modified release granules, 30 sachets (Salofalk) 

From 
11077B NALOXONE, naloxone hydrochloride 1 mg/ mL injection, 1 x 2 mL syringe (Prenoxad) 
To 
11077B NALOXONE, naloxone hydrochloride 1 mg/mL injection, 2 mL syringe (Prenoxad) 

From 
11078C NALOXONE, naloxone hydrochloride 1 mg/ mL injection, 1 x 2 mL syringe (Prenoxad) 
To 
11078C NALOXONE, naloxone hydrochloride 1 mg/mL injection, 2 mL syringe (Prenoxad) 

From 
3381Y OLANZAPINE, OLANZAPINE Tablet 5 mg (orally disintegrating), 28 (APO-Olanzapine ODT, Olanzapine AN ODT, 

Olanzapine ODT-DRLA, Olanzapine ODT generichealth 5, Olanzapine Sandoz ODT 5, Ozin ODT 5, PRYZEX 
ODT) 

To 
3381Y OLANZAPINE, olanzapine 5 mg orally disintegrating tablet, 28 (APO-Olanzapine ODT, Olanzapine AN ODT, 

Olanzapine ODT-DRLA, Olanzapine ODT generichealth 5, Olanzapine Sandoz ODT 5, Ozin ODT 5, PRYZEX 
ODT) 

From 
3382B OLANZAPINE, OLANZAPINE Tablet 10 mg (orally disintegrating), 28 (APO-Olanzapine ODT, Olanzapine AN 

ODT, Olanzapine ODT-DRLA, Olanzapine ODT generichealth 10, Olanzapine Sandoz ODT 10, Ozin ODT 10, 
PRYZEX ODT) 

To 
3382B OLANZAPINE, olanzapine 10 mg orally disintegrating tablet, 28 (APO-Olanzapine ODT, Olanzapine AN ODT, 

Olanzapine ODT-DRLA, Olanzapine ODT generichealth 10, Olanzapine Sandoz ODT 10, Ozin ODT 10, PRYZEX 
ODT) 

From 
3384D OLANZAPINE, olanzapine 15 mg tablet, 28 (APO-Olanzapine ODT, Olanzapine AN ODT, Olanzapine Sandoz 

ODT 15, Ozin ODT 15) 
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To 
3384D OLANZAPINE, olanzapine 15 mg orally disintegrating tablet, 28 (APO-Olanzapine ODT, Olanzapine AN ODT, 

Olanzapine Sandoz ODT 15, Ozin ODT 15) 

From 
3385E OLANZAPINE, olanzapine 20 mg tablet, 28 (APO-Olanzapine ODT, Olanzapine AN ODT, Olanzapine Sandoz 

ODT 20, Ozin ODT 20) 
To 
3385E OLANZAPINE, olanzapine 20 mg orally disintegrating tablet, 28 (APO-Olanzapine ODT, Olanzapine AN ODT, 

Olanzapine Sandoz ODT 20, Ozin ODT 20) 

Alteration – Restriction 
9230T ATORVASTATIN, atorvastatin 10 mg tablet, 30 (APO-Atorvastatin, Atorvastatin Amneal, Atorvastatin GH, 

Atorvastatin SCP 10, Atorvastatin SZ, Atorvastatin Sandoz, Blooms the Chemist Atorvastatin, Chem mart 
Atorvastatin, Lipitor, Lorstat 10, Pharmacor Atorvastatin, Terry White Chemists Atorvastatin, Torvastat 10, Trovas) 

9231W ATORVASTATIN, atorvastatin 20 mg tablet, 30 (APO-Atorvastatin, Atorvastatin Amneal, Atorvastatin GH, 
Atorvastatin SCP 20, Atorvastatin SZ, Atorvastatin Sandoz, Blooms the Chemist Atorvastatin, Chem mart 
Atorvastatin, Lipitor, Lorstat 20, Pharmacor Atorvastatin, Terry White Chemists Atorvastatin, Torvastat 20, Trovas) 

9232X ATORVASTATIN, atorvastatin 40 mg tablet, 30 (APO-Atorvastatin, Atorvastatin Amneal, Atorvastatin GH, 
Atorvastatin SCP 40, Atorvastatin SZ, Atorvastatin Sandoz, Blooms the Chemist Atorvastatin, Chem mart 
Atorvastatin, Lipitor, Lorstat 40, Pharmacor Atorvastatin, Terry White Chemists Atorvastatin, Torvastat 40, Trovas) 

9233Y ATORVASTATIN, atorvastatin 80 mg tablet, 30 (APO-Atorvastatin, Atorvastatin Amneal, Atorvastatin GH, 
Atorvastatin SCP 80, Atorvastatin SZ, Atorvastatin Sandoz, Blooms the Chemist Atorvastatin, Chem mart 
Atorvastatin, Lipitor, Lorstat 80, Pharmacor Atorvastatin, Terry White Chemists Atorvastatin, Torvastat 80, Trovas) 

9236D FLUVASTATIN, fluvastatin 80 mg modified release tablet, 28 (Lescol XL) 

9169N LEVETIRACETAM, levetiracetam 100 mg/mL oral liquid, 300 mL (APO-Levetiracetam, Keppra, Kerron, 
Levetiracetam-AFT) 

8654L LEVETIRACETAM, levetiracetam 250 mg tablet, 60 (APO-Levetiracetam, Keppra, Kerron 250, Kevtam 250, 
Levactam, Levecetam 250, Levetiracetam AN, Levetiracetam GH, Levetiracetam SZ, Levi 250) 

8655M LEVETIRACETAM, levetiracetam 500 mg tablet, 60 (APO-Levetiracetam, Keppra, Kerron 500, Kevtam 500, 
Levactam, Levecetam 500, Levetiracetam AN, Levetiracetam GH, Levetiracetam SZ, Levi 500) 

8656N LEVETIRACETAM, levetiracetam 1 g tablet, 60 (APO-Levetiracetam, Keppra, Kerron 1000, Kevtam 1000, 
Levactam, Levecetam 1000, Levetiracetam AN, Levetiracetam GH, Levetiracetam SZ, Levi 1000, Levitaccord) 

9237E PRAVASTATIN, pravastatin sodium 10 mg tablet, 30 (APO-Pravastatin, Auro-Pravastatin 10, Chem mart 
Pravastatin, Cholstat 10, Lipostat 10, Pravachol, Pravastatin AN, Pravastatin Sandoz, Pravastatin generichealth, 
Terry White Chemists Pravastatin) 

9238F PRAVASTATIN, pravastatin sodium 20 mg tablet, 30 (APO-Pravastatin, Auro-Pravastatin 20, Chem mart 
Pravastatin, Cholstat 20, Cholvastin, Lipostat 20, Pravachol, Pravastatin AN, Pravastatin Sandoz, Pravastatin 
generichealth, Terry White Chemists Pravastatin) 

9239G PRAVASTATIN, pravastatin sodium 40 mg tablet, 30 (APO-Pravastatin, Auro-Pravastatin 40, Chem mart 
Pravastatin, Cholstat 40, Cholvastin, Lipostat 40, Pravachol, Pravastatin AN, Pravastatin Sandoz, Pravastatin 
generichealth, Terry White Chemists Pravastatin) 

9240H PRAVASTATIN, pravastatin sodium 80 mg tablet, 30 (APO-Pravastatin, Auro-Pravastatin 80, Chem mart 
Pravastatin, Lipostat 80, Pravachol, Pravastatin AN, Pravastatin Sandoz, Pravastatin generichealth, Terry White 
Chemists Pravastatin) 

2590H ROSUVASTATIN, rosuvastatin 5 mg tablet, 30 (APO-Rosuvastatin, Blooms the Chemist Rosuvastatin, Cavstat, 
Chem mart Rosuvastatin, Crestor, Crosuva 5, Pharmacor Rosuvastatin 5, Rostor 5, Rosuvastatin AMNEAL, 
Rosuvastatin RBX, Rosuvastatin Sandoz, Rosuvastatin generichealth, Rosuvastatin-DRLA, Terry White Chemists 
Rosuvastatin) 

2584B ROSUVASTATIN, rosuvastatin 10 mg tablet, 30 (APO-Rosuvastatin, Blooms the Chemist Rosuvastatin, Cavstat, 
Chem mart Rosuvastatin, Crestor, Crosuva 10, Pharmacor Rosuvastatin 10, Rostor 10, Rosuvastatin AMNEAL, 
Rosuvastatin RBX, Rosuvastatin Sandoz, Rosuvastatin generichealth, Rosuvastatin-DRLA, Terry White Chemists 
Rosuvastatin) 

2609H ROSUVASTATIN, rosuvastatin 20 mg tablet, 30 (APO-Rosuvastatin, Blooms the Chemist Rosuvastatin, Cavstat, 
Chem mart Rosuvastatin, Crestor, Crosuva 20, Pharmacor Rosuvastatin 20, Rostor 20, Rosuvastatin AMNEAL, 
Rosuvastatin RBX, Rosuvastatin Sandoz, Rosuvastatin generichealth, Rosuvastatin-DRLA, Terry White Chemists 
Rosuvastatin) 

2636R ROSUVASTATIN, rosuvastatin 40 mg tablet, 30 (APO-Rosuvastatin, Blooms the Chemist Rosuvastatin, Cavstat, 
Chem mart Rosuvastatin, Crestor, Crosuva 40, Pharmacor Rosuvastatin 40, Rostor 40, Rosuvastatin AMNEAL, 
Rosuvastatin RBX, Rosuvastatin Sandoz, Rosuvastatin generichealth, Rosuvastatin-DRLA, Terry White Chemists 
Rosuvastatin) 
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9241J SIMVASTATIN, simvastatin 5 mg tablet, 30 (Simvastatin Sandoz, Zimstat) 

9242K SIMVASTATIN, simvastatin 10 mg tablet, 30 (APO-Simvastatin, Auro-Simvastatin 10, Chem mart Simvastatin, 
Lipex 10, Ransim, Simvacor 10, Simvar 10, Simvastatin AN, Simvastatin Sandoz, Simvastatin generichealth, Terry 
White Chemists Simvastatin, Zimstat, Zocor) 

9243L SIMVASTATIN, simvastatin 20 mg tablet, 30 (APO-Simvastatin, Auro-Simvastatin 20, Chem mart Simvastatin, 
Lipex 20, Simvacor 20, Simvar 20, Simvastatin AN, Simvastatin Sandoz, Simvastatin generichealth, Terry White 
Chemists Simvastatin, Zimstat, Zocor) 

9244M SIMVASTATIN, simvastatin 40 mg tablet, 30 (APO-Simvastatin, Auro-Simvastatin 40, Chem mart Simvastatin, 
Lipex 40, Simvacor 40, Simvar 40, Simvastatin AN, Simvastatin Sandoz, Simvastatin generichealth, Terry White 
Chemists Simvastatin, Zimstat, Zocor) 

9245N SIMVASTATIN, simvastatin 80 mg tablet, 30 (APO-Simvastatin, Auro-Simvastatin 80, Chem mart Simvastatin, 
Lipex 80, Ransim, Simvacor 80, Simvar 80, Simvastatin AN, Simvastatin Sandoz, Simvastatin generichealth, Terry 
White Chemists Simvastatin, Zimstat, Zocor) 

Alteration – Manufacturer Code 
  From To 

8179L Anastrozole AN – ANASTROZOLE, anastrozole 1 mg tablet, 30 EA JO 

8094B Bicalutamide AN – BICALUTAMIDE, bicalutamide 50 mg tablet, 28 EA JO 

8361C Capecitabine AN – CAPECITABINE, capecitabine 150 mg tablet, 60 EA JO 

8362D Capecitabine AN – CAPECITABINE, capecitabine 500 mg tablet, 120 EA JO 

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

IM UO 

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

IM UO 

5503P PAA – CARBOMER-980, carbomer-980 0.2% eye gel, 10 g IL UL 

5503P Viscotears – CARBOMER-980, carbomer-980 0.2% eye gel, 10 g IM UO 

8384G PAA – CARBOMER-980, carbomer-980 0.2% eye gel, 10 g IL UL 

8384G Viscotears – CARBOMER-980, carbomer-980 0.2% eye gel, 10 g IM UO 

9210R PAA – CARBOMER-980, carbomer-980 0.2% eye gel, 10 g IL UL 

9210R Viscotears – CARBOMER-980, carbomer-980 0.2% eye gel, 10 g IM UO 

5542Q DORZOLAMIDE/TIMOLOL AN 20/5 – DORZOLAMIDE + TIMOLOL, dorzolamide 2% + 
timolol 0.5% eye drops, 5 mL 

EA JU 

8567X DORZOLAMIDE/TIMOLOL AN 20/5 – DORZOLAMIDE + TIMOLOL, dorzolamide 2% + 
timolol 0.5% eye drops, 5 mL 

EA JU 

10915L IMATINIB AN – IMATINIB, imatinib 100 mg capsule, 60 EA JO 

10918P IMATINIB AN – IMATINIB, imatinib 100 mg capsule, 60 EA JO 

10920R IMATINIB AN – IMATINIB, imatinib 100 mg capsule, 60 EA JO 

10924Y IMATINIB AN – IMATINIB, imatinib 100 mg capsule, 60 EA JO 

10940T IMATINIB AN – IMATINIB, imatinib 100 mg capsule, 60 EA JO 

10941W IMATINIB AN – IMATINIB, imatinib 100 mg capsule, 60 EA JO 

10942X IMATINIB AN – IMATINIB, imatinib 100 mg capsule, 60 EA JO 

10916M IMATINIB AN – IMATINIB, imatinib 400 mg capsule, 30 EA JO 

10917N IMATINIB AN – IMATINIB, imatinib 400 mg capsule, 30 EA JO 

10921T IMATINIB AN – IMATINIB, imatinib 400 mg capsule, 30 EA JO 

10925B IMATINIB AN – IMATINIB, imatinib 400 mg capsule, 30 EA JO 

10933K IMATINIB AN – IMATINIB, imatinib 400 mg capsule, 30 EA JO 

10935M IMATINIB AN – IMATINIB, imatinib 400 mg capsule, 30 EA JO 

10939R IMATINIB AN – IMATINIB, imatinib 400 mg capsule, 30 EA JO 

5553G Latanoprost/timolol AN 50/5 – LATANOPROST + TIMOLOL, latanoprost 0.005% + timolol 
0.5% eye drops, 2.5 mL 

EA JO 
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8895E Latanoprost/timolol AN 50/5 – LATANOPROST + TIMOLOL, latanoprost 0.005% + timolol 
0.5% eye drops, 2.5 mL 

EA JO 

8245Y Letrozole AN – LETROZOLE, letrozole 2.5 mg tablet, 30 EA JO 

8378Y Temozolomide Amneal – TEMOZOLOMIDE, temozolomide 5 mg capsule, 5 ED JO 

8819E Temozolomide Amneal – TEMOZOLOMIDE, temozolomide 5 mg capsule, 5 ED JO 

8379B Temozolomide Amneal – TEMOZOLOMIDE, temozolomide 20 mg capsule, 5 ED JO 

8820F Temozolomide Amneal – TEMOZOLOMIDE, temozolomide 20 mg capsule, 5 ED JO 

8380C Temozolomide Amneal – TEMOZOLOMIDE, temozolomide 100 mg capsule, 5 ED JO 

8821G Temozolomide Amneal – TEMOZOLOMIDE, temozolomide 100 mg capsule, 5 ED JO 

9361Q Temozolomide Amneal – TEMOZOLOMIDE, temozolomide 140 mg capsule, 5 ED JO 

9362R Temozolomide Amneal – TEMOZOLOMIDE, temozolomide 140 mg capsule, 5 ED JO 

10062N Temozolomide Amneal – TEMOZOLOMIDE, temozolomide 180 mg capsule, 5 ED JO 

2438H Temozolomide Amneal – TEMOZOLOMIDE, temozolomide 180 mg capsule, 5 ED JO 

8381D Temozolomide Amneal – TEMOZOLOMIDE, temozolomide 250 mg capsule, 5 ED JO 

5442K Tobramycin AN – TOBRAMYCIN, tobramycin 300 mg/5 mL inhalation solution, 56 x 5 mL 
ampoules 

EA JU 

5231H Tramadol ACT – TRAMADOL, tramadol hydrochloride 100 mg/2 mL injection, 5 x 2 mL 
ampoules 

EA JO 

8582Q Tramadol ACT – TRAMADOL, tramadol hydrochloride 100 mg/2 mL injection, 5 x 2 mL 
ampoules 

EA JO 

Advance Notices 
1 June 2018 
Deletion – Brand 
1007B Zovirax 200 mg, GK – ACICLOVIR, aciclovir 200 mg tablet, 90 

2130D Alprax 0.25, QA – ALPRAZOLAM, alprazolam 250 microgram tablet, 50 

2131E Alprax 0.5, QA – ALPRAZOLAM, alprazolam 500 microgram tablet, 50 

2132F Alprax 1, QA – ALPRAZOLAM, alprazolam 1 mg tablet, 50 

8439E Celecoxib RBX, RA – CELECOXIB, celecoxib 100 mg capsule, 60 

8440F Celecoxib RBX, RA – CELECOXIB, celecoxib 200 mg capsule, 30 

11101G Zinbryta, BD – DACLIZUMAB, daclizumab 150 mg/mL injection, 1 mL injection device 

2479L Donepezil generichealth, GQ – DONEPEZIL, donepezil hydrochloride 10 mg tablet, 28 

2532G Donepezil generichealth, GQ – DONEPEZIL, donepezil hydrochloride 5 mg tablet, 28 

8495D Donepezil generichealth, GQ – DONEPEZIL, donepezil hydrochloride 5 mg tablet, 28 

8496E Donepezil generichealth, GQ – DONEPEZIL, donepezil hydrochloride 10 mg tablet, 28 

2440K Melizide, AF – GLIPIZIDE, glipizide 5 mg tablet, 100 

1512N Hydroxychloroquine RBX, RA – HYDROXYCHLOROQUINE, hydroxychloroquine sulfate 200 mg tablet, 100 

8348J Intron A Redipen, MK – INTERFERON ALFA-2B, interferon alfa-2b 18 million units/1.2 mL injection, 1.2 mL 

8476D Intron A Redipen, MK – INTERFERON ALFA-2B, interferon alfa-2b 30 million units/1.2 mL injection, 1.2 mL 

8572E Intron A Redipen, MK – INTERFERON ALFA-2B, interferon alfa-2b 18 million units/1.2 mL injection, 1.2 mL 

1207M Metoclopramide RBX, RA – METOCLOPRAMIDE, metoclopramide hydrochloride 10 mg tablet, 25 

5151D Metoclopramide RBX, RA – METOCLOPRAMIDE, metoclopramide hydrochloride 10 mg tablet, 25 

1325R Metoprolol RBX, RA – METOPROLOL TARTRATE, METOPROLOL TARTRATE Tablet 100 mg, 60 

1024X Olanzapine generichealth 2.5, GQ – OLANZAPINE, olanzapine 2.5 mg tablet, 28 

8302Y Venla RBX, RA – VENLAFAXINE, venlafaxine 150 mg modified release capsule, 28 
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1 July 2018 
Deletion – Brand 
8845M Colazide, PK – BALSALAZIDE, balsalazide sodium 750 mg capsule, 180 

1 August 2018 
Deletion – Brand 
10261C MassBiologics tetanus and diphtheria toxoids adsorbed, CS – DIPHTHERIA TOXOID + TETANUS TOXOID, 

diphtheria toxoid 2 Lf/0.5 mL + tetanus toxoid 2 Lf/0.5 mL injection, 10 x 0.5 mL vials 

1 September 2018 
Deletion – Brand 
2130D Kalma 0.25, AF – ALPRAZOLAM, alprazolam 250 microgram tablet, 50 

2131E Kalma 0.5, AF – ALPRAZOLAM, alprazolam 500 microgram tablet, 50 

2132F Kalma 1, AF – ALPRAZOLAM, alprazolam 1 mg tablet, 50 

1 October 2018 
Deletion – Brand 
5546X Nyogel, AS – TIMOLOL, timolol 0.1% eye gel, 5 g 

8803H Nyogel, AS – TIMOLOL, timolol 0.1% eye gel, 5 g 

Palliative Care 
Alterations 
Alteration – Item Description 
From 

5339B 
CLONAZEPAM, clonazepam 2.5 mg/mL oral liquid, 10 mL (Rivotril) 

To 

5339B 
CLONAZEPAM, clonazepam 2.5 mg/mL (0.1 mg/drop) oral liquid, 10 mL (Rivotril) 

Highly Specialised Drugs Program (Private Hospital) 
Alterations 
Alteration – Manufacturer Code 
  From To 

6148N Imukin – INTERFERON GAMMA-1B, interferon gamma-1b 2 million units (100 
microgram)/0.5 mL injection, 6 x 0.5 mL vials 

BY EU 

6357N Valganciclovir AN – VALGANCICLOVIR, valganciclovir 450 mg tablet, 60 EA JO 

Advance Notices 
1 June 2018 
Deletion – Brand 
6218G Intron A, MK – INTERFERON ALFA-2B, interferon alfa-2b 18 million units/3 mL injection, 3 mL vial 

6219H Intron A, MK – INTERFERON ALFA-2B, interferon alfa-2b 25 million units/2.5 mL injection, 2.5 mL vial 

6246R Intron A, MK – INTERFERON ALFA-2B, interferon alfa-2b 10 million units/mL injection, 5 x 1 mL vials 

6253D Intron A Redipen, MK – INTERFERON ALFA-2B, interferon alfa-2b 18 million units/1.2 mL injection, 1.2 mL 

6254E Intron A Redipen, MK – INTERFERON ALFA-2B, interferon alfa-2b 30 million units/1.2 mL injection, 1.2 mL 

6255F Intron A Redipen, MK – INTERFERON ALFA-2B, interferon alfa-2b 60 million units/1.2 mL injection, 1.2 mL 

Highly Specialised Drugs Program (Public Hospital) 
Alterations 
Alteration – Manufacturer Code 
  From To 

5769P Imukin – INTERFERON GAMMA-1B, interferon gamma-1b 2 million units (100 
microgram)/0.5 mL injection, 6 x 0.5 mL vials 

BY EU 

9569P Valganciclovir AN – VALGANCICLOVIR, valganciclovir 450 mg tablet, 60 EA JO 
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Advance Notices 
1 June 2018 
Deletion – Brand 
5763H Intron A Redipen, MK – INTERFERON ALFA-2B, interferon alfa-2b 18 million units/1.2 mL injection, 1.2 mL 

5764J Intron A Redipen, MK – INTERFERON ALFA-2B, interferon alfa-2b 30 million units/1.2 mL injection, 1.2 mL 

5765K Intron A Redipen, MK – INTERFERON ALFA-2B, interferon alfa-2b 60 million units/1.2 mL injection, 1.2 mL 

5766L Intron A, MK – INTERFERON ALFA-2B, interferon alfa-2b 18 million units/3 mL injection, 3 mL vial 

5767M Intron A, MK – INTERFERON ALFA-2B, interferon alfa-2b 25 million units/2.5 mL injection, 2.5 mL vial 

5768N Intron A, MK – INTERFERON ALFA-2B, interferon alfa-2b 10 million units/mL injection, 5 x 1 mL vials 

Highly Specialised Drugs Program (Community Access) 
Alterations 
Alteration – Manufacturer Code 
  From To 

10306K Valganciclovir AN – VALGANCICLOVIR, valganciclovir 450 mg tablet, 60 EA JO 

Advance Notices 
1 June 2018 
Deletion – Brand 
10313T Videx EC, BQ – DIDANOSINE, didanosine 400 mg enteric capsule, 30 

10364L Videx EC, BQ – DIDANOSINE, didanosine 250 mg enteric capsule, 30 

10291P Intron A Redipen, MK – INTERFERON ALFA-2B, interferon alfa-2b 18 million units/1.2 mL injection, 1.2 mL 

10292Q Intron A Redipen, MK – INTERFERON ALFA-2B, interferon alfa-2b 60 million units/1.2 mL injection, 1.2 mL 

10316Y Intron A Redipen, MK – INTERFERON ALFA-2B, interferon alfa-2b 30 million units/1.2 mL injection, 1.2 mL 

10339E Intron A, MK – INTERFERON ALFA-2B, interferon alfa-2b 25 million units/2.5 mL injection, 2.5 mL vial 

10340F Intron A, MK – INTERFERON ALFA-2B, interferon alfa-2b 18 million units/3 mL injection, 3 mL vial 

10370T Intron A, MK – INTERFERON ALFA-2B, interferon alfa-2b 10 million units/mL injection, 5 x 1 mL vials 

10338D Zeffix, RW – LAMIVUDINE, lamivudine 5 mg/mL oral liquid, 240 mL 

10271N Zerit, BQ – STAVUDINE, stavudine 30 mg capsule, 60 

10312R Zerit, BQ – STAVUDINE, stavudine 40 mg capsule, 60 

Growth Hormone Program 
Additions 
Addition – Item 
10441M SOMATROPIN, somatropin 10 mg/1.5 mL injection, 1.5 mL cartridge (SciTropin A) 

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

6311E SOMATROPIN, somatropin 10 mg/1.5 mL injection, 1.5 mL cartridge (SciTropin A)   
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Repatriation Pharmaceutical Benefits 
Deletions 
Deletion – Item 
2254P RISEDRONATE (&) CALCIUM CARBONATE + COLECALCIFEROL, RISEDRONATE SODIUM and CALCIUM 

CARBONATE with COLECALCIFEROL Pack containing 4 enteric coated tablets risedronate sodium 35 mg and 24 
sachets containing granules of calcium carbonate 2.5 g (equivalent to 1 g calcium) with colecalciferol 22 
micrograms, 1 (Actonel EC Combi D) 

Advance Notices 
1 June 2018 
Deletion – Brand 
2273P APO-Alendronate Plus D3 and Calcium, TX – ALENDRONATE + COLECALCIFEROL (&) CALCIUM 

CARBONATE, alendronate 70 mg + colecalciferol 140 microgram tablet [4] (&) calcium (as carbonate) 500 mg 
tablet [48], 1 pack 
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General Pharmaceutical Benefits 
 AFATINIB 

Note Special Pricing Arrangements apply. 
 

Authority required 
Stage IIIB (locally advanced) or Stage IV (metastatic) non-small cell lung cancer (NSCLC) 
Treatment Phase: Initial treatment 
Clinical criteria: 
• The treatment must be as monotherapy, AND 
• The condition must be non-squamous type non-small cell lung cancer (NSCLC) or not otherwise specified type NSCLC, 
AND 
• Patient must not have received previous PBS-subsidised treatment with another epidermal growth factor receptor (EGFR) 

tyrosine kinase inhibitor (TKI); OR 
• Patient must have developed intolerance to another epidermal growth factor receptor (EGFR) tyrosine kinase inhibitor 

(TKI) of a severity necessitating permanent treatment withdrawal, AND 
• Patient must have a WHO performance status of 2 or less. 
Population criteria: 
• Patient must have evidence of an activating epidermal growth factor receptor (EGFR) gene mutation known to confer 

sensitivity to treatment with EGFR tyrosine kinase inhibitors in tumour material. 
afatinib 20 mg tablet, 28 
11335N 

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

1 3 .. 2873.52 39.50  Giotrif [BY]   

afatinib 30 mg tablet, 28 
11341X 

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

1 3 .. 2873.52 39.50  Giotrif [BY]   

afatinib 40 mg tablet, 28 
11359W 

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

1 3 .. 2873.52 39.50  Giotrif [BY]   

afatinib 50 mg tablet, 28 
11329G 

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

1 3 .. 2873.52 39.50  Giotrif [BY]   

 AFATINIB 
Note Special Pricing Arrangements apply. 

 

Authority required (STREAMLINED) 
7613 
Stage IIIB (locally advanced) or Stage IV (metastatic) non-small cell lung cancer (NSCLC) 
Treatment Phase: Continuing treatment 
Clinical criteria: 
• The treatment must be as monotherapy, AND 
• Patient must have previously received PBS-subsidised treatment with this drug for this condition, AND 
• Patient must not have progressive disease while receiving PBS-subsidised treatment with this drug for this condition. 
Population criteria: 
• Patient must have evidence of an activating epidermal growth factor receptor (EGFR) gene mutation known to confer 

sensitivity to treatment with EGFR tyrosine kinase inhibitors in tumour material. 
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afatinib 20 mg tablet, 28 
11336P 

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

1 3 .. 2873.52 39.50  Giotrif [BY]   

afatinib 30 mg tablet, 28 
11348G 

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

1 3 .. 2873.52 39.50  Giotrif [BY]   

afatinib 40 mg tablet, 28 
11347F 

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

1 3 .. 2873.52 39.50  Giotrif [BY]   

afatinib 50 mg tablet, 28 
11342Y 

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

1 3 .. 2873.52 39.50  Giotrif [BY]   

 AMINO ACID FORMULA SUPPLEMENTED WITH PREBIOTICS, PROBIOTICS AND LONG CHAIN 
POLYUNSATURATED FATTY ACIDS 

Note Authorities for increased maximum quantities, up to a maximum of 52, may be authorised. 
 

Authority required 
Eosinophilic oesophagitis 
Treatment Phase: Initial treatment for up to 3 months 
Treatment criteria: 
• Must be treated by a clinical immunologist, suitably qualified allergist or gastroenterologist. 
Clinical criteria: 
• Patient must require an amino acid based formula as a component of a dietary elimination program. 
Population criteria: 
• Patient must be 18 years of age or less. 
Treatment with oral steroids should not be commenced during the period of initial treatment. 
Eosinophilic oesophagitis is demonstrated by the following criteria: 
(i) Chronic symptoms of reflux that persisted despite a 2-month trial of a proton pump inhibitor or chronic dysphagia; and 
(ii) A lack of demonstrable anatomic abnormality with the exception of stricture, which can be attributable to eosinophilic 
oesophagitis; and 
(iii) Eosinophilic infiltration of the oesophagus, demonstrated by oesophageal biopsy specimens obtained by endoscopy and 
where the most densely involved oesophageal biopsy had 20 or more eosinophils in any single 400 x high powered field, 
along with normal antral and duodenal biopsies. 
The date of birth of the patient must be included in the authority application. 
Authority required 
Eosinophilic oesophagitis 
Treatment Phase: Continuing treatment 
Treatment criteria: 
• Must be treated by a clinical immunologist, suitably qualified allergist or gastroenterologist. 
Clinical criteria: 
• Patient must have responded to an initial course of PBS-subsidised treatment. 
Population criteria: 
• Patient must be 18 years of age or less. 
Response to initial treatment is demonstrated by oesophageal biopsy specimens obtained by endoscopy, where the most 
densely involved oesophageal biopsy had 5 or less eosinophils in any single 400 x high powered field, along with normal 
antral and duodenal biopsies. The response criteria will not be deemed to have been met if oral steroids were commenced 
during initial treatment. 

amino acid formula supplemented with prebiotics, probiotics and long chain polyunsaturated fatty acids 
powder for oral liquid, 400 g 
11343B 

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

12 5 .. *491.47 39.50  Neocate Syneo [SB]   

 AMINO ACID FORMULA SUPPLEMENTED WITH PREBIOTICS, PROBIOTICS AND LONG CHAIN 
POLYUNSATURATED FATTY ACIDS 

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 
Cows' milk protein enteropathy 
Treatment Phase: Initial treatment for up to 6 months 
Treatment criteria: 

 
NP 
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• Must be treated by a specialist allergist, clinical immunologist or specialist paediatric gastroenterologist and hepatologist, 
or in consultation with a specialist allergist, clinical immunologist or specialist paediatric gastroenterologist and 
hepatologist. 

Clinical criteria: 
• The condition must not be isolated infant colic or reflux, AND 
• Patient must be intolerant to both soy protein and protein hydrolysate formulae, as demonstrated when the child has 

failed to respond to a strict cows' milk protein free and strict soy protein free diet with a protein hydrolysate (with or 
without medium chain triglycerides) as the principal formula. 

Population criteria: 
• Patient must be up to the age of 24 months. 
The name of the specialist and the date of birth of the patient must be included in the authority application. 
Authority required 
Severe cows' milk protein enteropathy with failure to thrive 
Treatment Phase: Initial treatment for up to 6 months 
Treatment criteria: 
• Must be treated by a specialist allergist, clinical immunologist or specialist paediatric gastroenterologist and hepatologist, 

or in consultation with a specialist allergist, clinical immunologist or specialist paediatric gastroenterologist and 
hepatologist. 

Clinical criteria: 
• The condition must not be isolated infant colic or reflux. 
Population criteria: 
• Patient must be up to the age of 24 months. 
The name of the specialist and the date of birth of the patient must be included in the authority application. 
Authority required 
Combined intolerance to cows' milk protein, soy protein and protein hydrolysate formulae 
Treatment Phase: Initial treatment for up to 6 months 
Treatment criteria: 
• Must be treated by a specialist allergist, clinical immunologist or specialist paediatric gastroenterologist and hepatologist. 
Clinical criteria: 
• The condition must not be isolated infant colic or reflux. 
Population criteria: 
• Patient must be older than 24 months of age. 
The name of the specialist and the date of birth of the patient must be included in the authority application. 
Authority required 
Proven combined immunoglobulin E (IgE) mediated allergy to cows' milk protein and soy protein 
Treatment Phase: Initial treatment for up to 6 months 
Treatment criteria: 
• Must be treated by a specialist allergist, clinical immunologist or specialist paediatric gastroenterologist and hepatologist, 

or in consultation with a specialist allergist, clinical immunologist or specialist paediatric gastroenterologist and 
hepatologist. 

Clinical criteria: 
• Patient must have failed a trial of protein hydrolysate formulae (with or without medium chain triglycerides). 
Population criteria: 
• Patient must be up to the age of 24 months. 
The name of the specialist and the date of birth of the patient must be included in the authority application. 

amino acid formula supplemented with prebiotics, probiotics and long chain polyunsaturated fatty acids 
powder for oral liquid, 400 g 
11331J 

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

8 5 .. *329.31 39.50  Neocate Syneo [SB]   

 AMINO ACID FORMULA SUPPLEMENTED WITH PREBIOTICS, PROBIOTICS AND LONG CHAIN 
POLYUNSATURATED FATTY ACIDS 

Note Authorities for increased maximum quantities, up to a maximum of 20, may be authorised.  
 

Authority required 
Cows' milk anaphylaxis 
Treatment criteria: 
• Must be treated by a specialist allergist or clinical immunologist, or in consultation with a specialist allergist or clinical 

immunologist. 
Population criteria: 
• Patient must be up to the age of 24 months. 
Anaphylaxis is defined as a severe and/or potentially life threatening allergic reaction. 
The name of the specialist and the date of birth of the patient must be included in the authority application. 
Authority required 
Cows' milk protein enteropathy 
Treatment Phase: Continuing treatment 
 

 
NP 
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Treatment criteria: 
• Must be treated by a specialist allergist, clinical immunologist or specialist paediatric gastroenterologist and hepatologist, 

or have an appointment to be assessed by one of these specialists. 
Clinical criteria: 
• The condition must not be isolated infant colic or reflux, AND 
• Patient must be intolerant to both soy protein and protein hydrolysate formulae, as demonstrated when the child has 

failed to respond to a strict cows' milk protein free and strict soy protein free diet with a protein hydrolysate (with or 
without medium chain triglycerides) as the principal formula. 

Population criteria: 
• Patient must be up to the age of 24 months. 
The name of the specialist and the date of birth of the patient must be included in the authority application. 
Authority required 
Severe cows' milk protein enteropathy with failure to thrive 
Treatment Phase: Continuing treatment 
Treatment criteria: 
• Must be treated by a specialist allergist, clinical immunologist or specialist paediatric gastroenterologist and hepatologist, 

or have been assessed at least once or have an appointment to be assessed by one of these specialists. 
Clinical criteria: 
• The condition must not be isolated infant colic or reflux, AND 
• Patient must have had failure to thrive prior to commencement with initial treatment. 
Population criteria: 
• Patient must be up to the age of 24 months. 
The name of the specialist and the date of birth of the patient must be included in the authority application. 
Authority required 
Combined intolerance to cows' milk protein, soy protein and protein hydrolysate formulae 
Treatment Phase: Continuing treatment 
Treatment criteria: 
• Must be treated by a specialist allergist, clinical immunologist or specialist paediatric gastroenterologist and hepatologist 

at intervals not greater than 12 months. 
Clinical criteria: 
• The condition must not be isolated infant colic or reflux. 
Population criteria: 
• Patient must be older than 24 months of age. 
The name of the specialist and the date of birth of the patient must be included in the authority application. 
Authority required 
Proven combined immunoglobulin E (IgE) mediated allergy to cows' milk protein and soy protein 
Treatment Phase: Continuing treatment 
Treatment criteria: 
• Must be treated by a specialist allergist, clinical immunologist or specialist paediatric gastroenterologist and hepatologist. 
Clinical criteria: 
• Patient must have failed a trial of protein hydrolysate formulae (with or without medium chain triglycerides) prior to 

commencement with initial treatment. 
Population criteria: 
• Patient must be up to the age of 24 months. 
The name of the specialist and the date of birth of the patient must be included in the authority application. 
Authority required 
Severe intestinal malabsorption including short bowel syndrome 
Clinical criteria: 
• Patient must have failed to respond to protein hydrolysate formulae; OR 
• Patient must have been receiving parenteral nutrition. 

Note A risk/benefit analysis prior to treatment, and continuous patient monitoring from a health care professional is required for 
the use of this product, for this indication. 

 

amino acid formula supplemented with prebiotics, probiotics and long chain polyunsaturated fatty acids 
powder for oral liquid, 400 g 
11340W 

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

8 5 .. *329.31 39.50  Neocate Syneo [SB]   

 ATORVASTATIN 
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 
For use in patients who are 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. 

 
NP 
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atorvastatin 10 mg tablet, 30 
9230T 

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

1 11 .. 12.62 13.83 a APO-Atorvastatin [TX] a Atorvastatin Amneal [EF] 
     a Atorvastatin GH [GQ] a Atorvastatin Sandoz [SZ] 
     a Atorvastatin SCP 10 [RZ] a Atorvastatin SZ [HX] 
     a Blooms the Chemist 

Atorvastatin [IB] 
a Chem mart Atorvastatin [CH] 

     a Lipitor [PF] a Lorstat 10 [AF] 
     a Pharmacor Atorvastatin [CR] a Terry White Chemists 

Atorvastatin [TW] 
     a Torvastat 10 [RW] a Trovas [RA] 

atorvastatin 40 mg tablet, 30 
9232X 

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

1 11 .. 14.26 15.47 a APO-Atorvastatin [TX] a Atorvastatin Amneal [EF] 
     a Atorvastatin GH [GQ] a Atorvastatin Sandoz [SZ] 
     a Atorvastatin SCP 40 [RZ] a Atorvastatin SZ [HX] 
     a Blooms the Chemist 

Atorvastatin [IB] 
a Chem mart Atorvastatin [CH] 

     a Lipitor [PF] a Lorstat 40 [AF] 
     a Pharmacor Atorvastatin [CR] a Terry White Chemists 

Atorvastatin [TW] 
     a Torvastat 40 [RW] a Trovas [RA] 

atorvastatin 80 mg tablet, 30 
9233Y 

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

1 11 .. 15.63 16.84 a APO-Atorvastatin [TX] a Atorvastatin Amneal [EF] 
     a Atorvastatin GH [GQ] a Atorvastatin Sandoz [SZ] 
     a Atorvastatin SCP 80 [RZ] a Atorvastatin SZ [HX] 
     a Blooms the Chemist 

Atorvastatin [IB] 
a Chem mart Atorvastatin [CH] 

     a Lipitor [PF] a Lorstat 80 [AF] 
     a Pharmacor Atorvastatin [CR] a Terry White Chemists 

Atorvastatin [TW] 
     a Torvastat 80 [RW] a Trovas [RA] 

atorvastatin 20 mg tablet, 30 
9231W 

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

1 11 .. 13.35 14.56 a APO-Atorvastatin [TX] a Atorvastatin Amneal [EF] 
     a Atorvastatin GH [GQ] a Atorvastatin Sandoz [SZ] 
     a Atorvastatin SCP 20 [RZ] a Atorvastatin SZ [HX] 
     a Blooms the Chemist 

Atorvastatin [IB] 
a Chem mart Atorvastatin [CH] 

     a Lipitor [PF] a Lorstat 20 [AF] 
     a Pharmacor Atorvastatin [CR] a Terry White Chemists 

Atorvastatin [TW] 
     a Torvastat 20 [RW] a Trovas [RA] 

 BALSALAZIDE 
Note Not for the treatment of Crohn disease 
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) 
7621 
Ulcerative colitis 
Clinical criteria: 
• Patient must have had a documented hypersensitivity reaction to a sulphonamide; OR 
• Patient must be intolerant to sulfasalazine. 

balsalazide sodium 750 mg capsule, 280 
11351K 

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

1 5 .. 170.18 39.50  Colazide [PK]   

 BRIVARACETAM 
Authority required (STREAMLINED) 
7597 
Intractable partial epileptic seizures 

 
NP 
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Treatment Phase: Initial treatment 
Treatment criteria: 
• Must be treated by a neurologist. 
Clinical criteria: 
• The treatment must be in combination with two or more anti-epileptic drugs which includes one second-line adjunctive 

agent, AND 
• The condition must have failed to be controlled satisfactorily by other anti-epileptic drugs, which includes at least one 

first-line anti-epileptic agent and at least two second-line adjunctive anti-epileptic agents, AND 
• The treatment must not be given concomitantly with levetiracetam, except for cross titration. 
Population criteria: 
• Patient must be aged 16 years or older. 

brivaracetam 75 mg tablet, 56 
11356Q 

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

1 5 .. 160.30 39.50  Briviact [UC]   

brivaracetam 25 mg tablet, 56 
11328F 

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

1 5 .. 160.30 39.50  Briviact [UC]   

brivaracetam 50 mg tablet, 56 
11334M 

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

1 5 .. 160.30 39.50  Briviact [UC]   

brivaracetam 100 mg tablet, 56 
11339T 

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

1 5 .. 160.30 39.50  Briviact [UC]   

 BRIVARACETAM 
Authority required (STREAMLINED) 
7618 
Intractable partial epileptic seizures 
Treatment Phase: Initial treatment 
Treatment criteria: 
• Must be treated by a neurologist. 
Clinical criteria: 
• The treatment must be in combination with two or more anti-epileptic drugs which includes one second-line adjunctive 

agent, AND 
• The condition must have failed to be controlled satisfactorily by other anti-epileptic drugs, which includes at least one 

first-line anti-epileptic agent and at least two second-line adjunctive anti-epileptic agents, AND 
• Patient must be unable to take a solid dose form of this drug, AND 
• The treatment must not be given concomitantly with levetiracetam, except for cross titration. 
Population criteria: 
• Patient must be aged 16 years or older. 

brivaracetam 10 mg/mL oral liquid, 300 mL 
11349H 

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

1 5 .. 197.82 39.50  Briviact [UC]   

 BRIVARACETAM 
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) 
7608 
Intractable partial epileptic seizures 
Treatment Phase: Continuing treatment 
Clinical criteria: 
• Patient must have previously been treated with PBS-subsidised treatment with this drug for this condition, AND 
• The treatment must be in combination with two or more anti-epileptic drugs which includes one second-line adjunctive 

agent, AND 
• The treatment must not be given concomitantly with levetiracetam. 
Population criteria: 
• Patient must be aged 16 years or older. 
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brivaracetam 75 mg tablet, 56 
11350J 

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

1 5 .. 160.30 39.50  Briviact [UC]   

brivaracetam 25 mg tablet, 56 
11327E 

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

1 5 .. 160.30 39.50  Briviact [UC]   

brivaracetam 50 mg tablet, 56 
11338R 

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

1 5 .. 160.30 39.50  Briviact [UC]   

brivaracetam 100 mg tablet, 56 
11357R 

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

1 5 .. 160.30 39.50  Briviact [UC]   

 BRIVARACETAM 
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) 
7596 
Intractable partial epileptic seizures 
Treatment Phase: Continuing treatment 
Clinical criteria: 
• Patient must have previously been treated with PBS-subsidised treatment with this drug for this condition, AND 
• The treatment must be in combination with two or more anti-epileptic drugs which includes one second-line adjunctive 

agent, AND 
• Patient must be unable to take a solid dose form of this drug, AND 
• The treatment must not be given concomitantly with levetiracetam. 
Population criteria: 
• Patient must be aged 16 years or older. 

brivaracetam 10 mg/mL oral liquid, 300 mL 
11358T 

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

1 5 .. 197.82 39.50  Briviact [UC]   

 FLUVASTATIN 
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 
For use in patients who are 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. 

fluvastatin 80 mg modified release tablet, 28 
9236D 

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

1 11 .. 45.59 39.50  Lescol XL [NV]   

 LEVETIRACETAM 
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) 
7603 
Partial epileptic seizures 
Clinical criteria: 
• The condition must have failed to be controlled satisfactorily by other anti-epileptic drugs, AND 
• The treatment must not be given concomitantly with brivaracetam, except for cross titration. 

levetiracetam 250 mg tablet, 60 
8654L 

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

1 5 .. 22.62 23.83 a APO-Levetiracetam [TX] a Keppra [UC] 
     a Kerron 250 [DO] a Kevtam 250 [AF] 
     a Levactam [ER] a Levecetam 250 [RZ] 

 
NP 

 
NP 

 
NP 

 
NP 

 
NP 

 
NP 
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     a Levetiracetam AN [EA] a Levetiracetam GH [GQ] 
     a Levetiracetam SZ [SZ] a Levi 250 [RW] 

levetiracetam 1 g tablet, 60 
8656N 

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

1 5 .. 43.09 39.50 a APO-Levetiracetam [TX] a Keppra [UC] 
     a Kerron 1000 [DO] a Kevtam 1000 [AF] 
     a Levactam [ER] a Levecetam 1000 [RZ] 
     a Levetiracetam AN [EA] a Levetiracetam GH [GQ] 
     a Levetiracetam SZ [SZ] a Levi 1000 [RW] 
     a Levitaccord [RA]   

levetiracetam 500 mg tablet, 60 
8655M 

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

1 5 .. 30.29 31.50 a APO-Levetiracetam [TX] a Keppra [UC] 
     a Kerron 500 [DO] a Kevtam 500 [AF] 
     a Levactam [ER] a Levecetam 500 [RZ] 
     a Levetiracetam AN [EA] a Levetiracetam GH [GQ] 
     a Levetiracetam SZ [SZ] a Levi 500 [RW] 

 LEVETIRACETAM 
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) 
7620 
Partial epileptic seizures 
Clinical criteria: 
• The condition must have failed to be controlled satisfactorily by other anti-epileptic drugs, AND 
• Patient must be unable to take a solid dose form of levetiracetam, AND 
• The treatment must not be given concomitantly with brivaracetam, except for cross titration. 

levetiracetam 100 mg/mL oral liquid, 300 mL 
9169N 

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

‡1 5 .. 73.45 39.50 a APO-Levetiracetam [TX] a Keppra [UC] 
     a Kerron [DO] a Levetiracetam-AFT [AE] 

 PRAVASTATIN 
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 
For use in patients who are 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. 

pravastatin sodium 20 mg tablet, 30 
9238F 

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

1 11 .. 13.53 14.74 a APO-Pravastatin [TX] a Auro-Pravastatin 20 [DO] 
     a Chem mart Pravastatin [CH] a Cholstat 20 [AF] 
     a Cholvastin [RA] a Lipostat 20 [RF] 
     a Pravastatin AN [EA] a Pravastatin generichealth [GQ] 
     a Pravastatin Sandoz [SZ] a Terry White Chemists 

Pravastatin [TW] 
  B2.96  16.49 14.74 a Pravachol [RW]   

pravastatin sodium 10 mg tablet, 30 
9237E 

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

1 11 .. 12.63 13.84 a APO-Pravastatin [TX] a Auro-Pravastatin 10 [DO] 
     a Chem mart Pravastatin [CH] a Lipostat 10 [RF] 
     a Pravastatin AN [EA] a Pravastatin generichealth [GQ] 
     a Pravastatin Sandoz [SZ] a Terry White Chemists 

Pravastatin [TW] 
  B2.94  15.57 13.84 a Pravachol [RW]   
  B2.95  15.58 13.84 a Cholstat 10 [AF]   

pravastatin sodium 40 mg tablet, 30 
9239G 

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

1 11 .. 14.89 16.10 a APO-Pravastatin [TX] a Auro-Pravastatin 40 [DO] 
     a Chem mart Pravastatin [CH] a Cholstat 40 [AF] 

 
NP 

 
NP 

 
NP 
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     a Cholvastin [RA] a Lipostat 40 [RF] 
     a Pravastatin AN [EA] a Pravastatin generichealth [GQ] 
     a Pravastatin Sandoz [SZ] a Terry White Chemists 

Pravastatin [TW] 
  B3.01  17.90 16.10 a Pravachol [RW]   

pravastatin sodium 80 mg tablet, 30 
9240H 

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

1 11 .. 16.93 18.14 a APO-Pravastatin [TX] a Auro-Pravastatin 80 [DO] 
     a Chem mart Pravastatin [CH] a Lipostat 80 [RF] 
     a Pravastatin AN [EA] a Pravastatin generichealth [GQ] 
     a Pravastatin Sandoz [SZ] a Terry White Chemists 

Pravastatin [TW] 
  B3.01  19.94 18.14 a Pravachol [RW]   

 ROSUVASTATIN 
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 
For use in patients who are 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. 

rosuvastatin 20 mg tablet, 30 
2609H 

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

1 11 .. 18.95 20.16 a APO-Rosuvastatin [TX] a Blooms the Chemist 
Rosuvastatin [IB] 

     a Cavstat [AF] a Chem mart Rosuvastatin [CH] 
     a Crestor [AP] a Crosuva 20 [ZP] 
     a Pharmacor Rosuvastatin 20 

[CR] 
a Rostor 20 [DO] 

     a Rosuvastatin AMNEAL [EF] a Rosuvastatin-DRLA [RI] 
     a Rosuvastatin generichealth 

[HQ] 
a Rosuvastatin RBX [RA] 

     a Rosuvastatin Sandoz [SZ] a Terry White Chemists 
Rosuvastatin [TW] 

rosuvastatin 5 mg tablet, 30 
2590H 

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

1 11 .. 14.85 16.06 a APO-Rosuvastatin [TX] a Blooms the Chemist 
Rosuvastatin [IB] 

     a Cavstat [AF] a Chem mart Rosuvastatin [CH] 
     a Crestor [AP] a Crosuva 5 [ZP] 
     a Pharmacor Rosuvastatin 5 

[CR] 
a Rostor 5 [DO] 

     a Rosuvastatin AMNEAL [EF] a Rosuvastatin-DRLA [RI] 
     a Rosuvastatin generichealth 

[HQ] 
a Rosuvastatin RBX [RA] 

     a Rosuvastatin Sandoz [SZ] a Terry White Chemists 
Rosuvastatin [TW] 

rosuvastatin 40 mg tablet, 30 
2636R 

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

1 11 .. 22.30 23.51 a APO-Rosuvastatin [TX] a Blooms the Chemist 
Rosuvastatin [IB] 

     a Cavstat [AF] a Chem mart Rosuvastatin [CH] 
     a Crestor [AP] a Crosuva 40 [ZP] 
     a Pharmacor Rosuvastatin 40 

[CR] 
a Rostor 40 [DO] 

     a Rosuvastatin AMNEAL [EF] a Rosuvastatin-DRLA [RI] 
     a Rosuvastatin generichealth 

[HQ] 
a Rosuvastatin RBX [RA] 

     a Rosuvastatin Sandoz [SZ] a Terry White Chemists 
Rosuvastatin [TW] 

rosuvastatin 10 mg tablet, 30 
2584B 

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

1 11 .. 16.62 17.83 a APO-Rosuvastatin [TX] a Blooms the Chemist 
Rosuvastatin [IB] 

     a Cavstat [AF] a Chem mart Rosuvastatin [CH] 
     a Crestor [AP] a Crosuva 10 [ZP] 
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     a Pharmacor Rosuvastatin 10 
[CR] 

a Rostor 10 [DO] 

     a Rosuvastatin AMNEAL [EF] a Rosuvastatin-DRLA [RI] 
     a Rosuvastatin generichealth 

[HQ] 
a Rosuvastatin RBX [RA] 

     a Rosuvastatin Sandoz [SZ] a Terry White Chemists 
Rosuvastatin [TW] 

 SIMVASTATIN 
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 
For use in patients who are 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. 

simvastatin 5 mg tablet, 30 
9241J 

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

1 11 .. 11.91 13.12 a Simvastatin Sandoz [SZ] a Zimstat [AF] 

simvastatin 80 mg tablet, 30 
9245N 

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

1 11 .. 14.42 15.63 a APO-Simvastatin [TX] a Auro-Simvastatin 80 [DO] 
     a Chem mart Simvastatin [CH] a Ransim [RA] 
     a Simvacor 80 [CR] a Simvar 80 [RW] 
     a Simvastatin AN [EA] a Simvastatin generichealth 

[GQ] 
     a Simvastatin Sandoz [SZ] a Terry White Chemists 

Simvastatin [TW] 
     a Zimstat [AF]   
  B8.46  22.88 15.63 a Lipex 80 [FR] a Zocor [MK] 

simvastatin 20 mg tablet, 30 
9243L 

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

1 11 .. 12.71 13.92 a APO-Simvastatin [TX] a Auro-Simvastatin 20 [DO] 
     a Chem mart Simvastatin [CH] a Simvacor 20 [CR] 
     a Simvar 20 [RW] a Simvastatin AN [EA] 
     a Simvastatin generichealth 

[GQ] 
a Simvastatin Sandoz [SZ] 

     a Terry White Chemists 
Simvastatin [TW] 

a Zimstat [AF] 

  B7.50  20.21 13.92 a Lipex 20 [FR] a Zocor [MK] 

simvastatin 40 mg tablet, 30 
9244M 

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

1 11 .. 13.42 14.63 a APO-Simvastatin [TX] a Auro-Simvastatin 40 [DO] 
     a Chem mart Simvastatin [CH] a Simvacor 40 [CR] 
     a Simvar 40 [RW] a Simvastatin AN [EA] 
     a Simvastatin generichealth 

[GQ] 
a Simvastatin Sandoz [SZ] 

     a Terry White Chemists 
Simvastatin [TW] 

a Zimstat [AF] 

  B7.50  20.92 14.63 a Lipex 40 [FR] a Zocor [MK] 

simvastatin 10 mg tablet, 30 
9242K 

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

1 11 .. 12.21 13.42 a APO-Simvastatin [TX] a Auro-Simvastatin 10 [DO] 
     a Chem mart Simvastatin [CH] a Ransim [RA] 
     a Simvacor 10 [CR] a Simvar 10 [RW] 
     a Simvastatin AN [EA] a Simvastatin generichealth 

[GQ] 
     a Simvastatin Sandoz [SZ] a Terry White Chemists 

Simvastatin [TW] 
     a Zimstat [AF]   
  B5.33  17.54 13.42 a Lipex 10 [FR] a Zocor [MK] 
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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 
• 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 
• 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 
• 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 
• 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 
• 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 previously received treatment under the PBS S100 Growth Hormone Program, AND 
• Patient must not have a bone age of 2.5 years or less, AND 
• 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 
• Patient must be male and must not have a height greater than or equal to 167.7 cm; OR 
• 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. 
Population criteria: 
• Patient must be aged 3 years or older. 
Treatment criteria: 
• Must be treated by a specialist or consultant physician in paediatric endocrinology; OR 
• 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 
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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. 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 
• 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 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 

• 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 

• 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 

• Patient must have a growth velocity below the 25th percentile for bone age and sex measured over both 12 and 6 month 
intervals; OR 

• 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 
• 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 previously received treatment under the PBS S100 Growth Hormone Program, AND 
• 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. 
Population criteria: 
• Patient must be aged 3 years or older. 
Treatment criteria: 
• Must be treated by a specialist or consultant physician in paediatric endocrinology; OR 
• 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 
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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. 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: 
• 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 
• 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 
• 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 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 

• 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 

• 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 

• Patient must have a growth velocity below the 25th percentile for bone age and sex measured over both 12 and 6 month 
intervals; OR 

• 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 
• 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 previously received treatment under the PBS S100 Growth Hormone Program, AND 
• 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. 
Population criteria: 
• Patient must be aged 3 years or older. 
Treatment criteria: 
• Must be treated by a specialist or consultant physician in paediatric endocrinology; OR 
• Must be treated by a specialist or consultant physician in general paediatrics in consultation with a nominated specialist 

or consultant physician in paediatric endocrinology. 
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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 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 
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 
• 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 
• 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 be undergoing Gonadotrophin Releasing Hormone agonist therapy for pubertal suppression, 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 previously received treatment under the PBS S100 Growth Hormone Program, AND 
• 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. 
Population criteria: 
• Patient must be aged 3 years or older. 
Treatment criteria: 
• Must be treated by a specialist or consultant physician in paediatric endocrinology; OR 
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• 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. 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 
Treatment criteria: 
• Must be treated by a specialist or consultant physician in paediatric endocrinology; OR 
• Must be treated by a specialist or consultant physician in general paediatrics in consultation with a nominated specialist 

or consultant physician in paediatric endocrinology. 
Clinical criteria: 
• Patient must have a structural lesion that is not neoplastic; OR 
• 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 
• 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 

• 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 have other hypothalamic/pituitary hormone deficits (includes ACTH, TSH, GnRH and/or vasopressin/ADH 
deficiencies), AND 

• Patient must have hypothalamic obesity, AND 
• 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 
• 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 
• 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 
• 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 
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• Patient must have a growth velocity above the 25th percentile for bone age and sex measured over both 12 and 6 month 
intervals; OR 

• 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 
• 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 previously received treatment under the PBS S100 Growth Hormone Program, AND 
• 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. 
Population criteria: 
• Patient must be aged 3 years or older. 
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. 
Authority required 
Short stature associated with Turner syndrome 
Treatment Phase: Initial treatment 
Treatment criteria: 
• Must be treated by a specialist or consultant physician in paediatric endocrinology; OR 
• Must be treated by a specialist or consultant physician in general paediatrics in consultation with a nominated specialist 

or consultant physician in paediatric endocrinology. 
Clinical criteria: 
• Patient must have a current height at or below the 95th percentile for age on the Turner syndrome growth curve for girls, 
AND 
• 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 
• 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 
• 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 previously received treatment under the PBS S100 Growth Hormone Program, AND 
• Patient must not have a bone age of 2.5 years or less, AND 
• Patient must not have a height greater than or equal to 155.0 cm, AND 
• Patient must not have a bone age of 13.5 years or greater. 
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Population criteria: 
• Patient must be aged 3 years or older. 
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 (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 
• 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 

• 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 

• 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 

• 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 

• Patient must have a growth velocity below the 25th percentile for bone age and sex measured over both 12 and 6 month 
intervals; OR 

• 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 
• 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 (excluding gonadoblastoma secondary to mixed gonadal dysgenesis), AND 
• 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 
• 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 
• 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. 
Population criteria: 
• Patient must be aged 3 years or older. 
Treatment criteria: 
• Must be treated by a specialist or consultant physician in paediatric endocrinology; OR 
• 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 
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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 
Treatment criteria: 
• Must be treated by a specialist or consultant physician in paediatric endocrinology; OR 
• Must be treated by a specialist or consultant physician in general paediatrics in consultation with a nominated specialist 

or consultant physician in paediatric endocrinology. 
Clinical criteria: 
• 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/1.73m2 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/1.73m2 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 

• 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 

• 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 

• 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 

• 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 
• 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 previously received treatment under the PBS S100 Growth Hormone Program, AND 
• Patient must be male and must not have a height greater than or equal to 167.7 cm; OR 
• 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 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. 
Population criteria: 
• Patient must be aged 3 years or older. 
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. Confirmation that the patient has an estimated glomerular filtration rate less than 30mL/minute/1.73m2 ; 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. 
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somatropin 10 mg/1.5 mL injection, 1.5 mL cartridge 
6311E 

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

1 1 .. 439.58 39.50  SciTropin A [SA]   

 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: Continuing treatment 
Clinical criteria: 
• 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/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); OR 

• Patient must have achieved the 50th percentile growth velocity for bone 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); OR 

• Patient must have achieved an increase in height standard deviation score for chronological 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); OR 

• Patient must have achieved a minimum growth velocity of 4cm/year 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); OR 

• Patient must have achieved and maintained mid parental height standard deviation score 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 

• 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 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 
• 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. 
Population criteria: 
• Patient must be aged 3 years or older. 
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. 
Authority required 
Short stature associated with biochemical growth hormone deficiency 
Treatment Phase: Continuing treatment 
Clinical criteria: 
• 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 
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• Patient must not have been 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); OR 

• Patient must have achieved the 50th percentile growth velocity for bone 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); OR 

• Patient must have achieved an increase in height standard deviation score for chronological 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); OR 

• Patient must have achieved a minimum growth velocity of 4cm/year 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); OR 

• Patient must have achieved and maintained mid parental height standard deviation score 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 

• 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 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. 
Population criteria: 
• Patient must be aged 3 years or older. 
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. 
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 short stature 

due to growth retardation secondary to an intracranial lesion, or cranial irradiation category, AND 
• Patient must not have been 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); OR 

• Patient must have achieved the 50th percentile growth velocity for bone 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); OR 

• Patient must have achieved an increase in height standard deviation score for chronological 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); OR 

• Patient must have achieved a minimum growth velocity of 4cm/year 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); OR 

• Patient must have achieved and maintained mid parental height standard deviation score 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 

• 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 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. 
Population criteria: 
• Patient must be aged 3 years or older. 
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 
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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. 
Authority required 
Risk of hypoglycaemia secondary to growth hormone deficiency in neonates/infants 
Treatment Phase: Continuing treatment 
Clinical criteria: 
• 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/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); OR 

• Patient must have achieved the 50th percentile growth velocity for bone 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); OR 

• Patient must have achieved an increase in height standard deviation score for chronological 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); OR 

• Patient must have achieved a minimum growth velocity of 4cm/year 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); OR 

• Patient must have achieved and maintained mid parental height standard deviation score 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 

• 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 5 years or greater. 
Population criteria: 
• Patient must be aged 3 years or older. 
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'. 
Authority required 
Biochemical growth hormone deficiency and precocious puberty 
Treatment Phase: Continuing treatment 
Clinical criteria: 
• 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/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); OR 
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• Patient must have achieved the 50th percentile growth velocity for bone 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); OR 

• Patient must have achieved an increase in height standard deviation score for chronological 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); OR 

• Patient must have achieved a minimum growth velocity of 4cm/year 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); OR 

• Patient must have achieved and maintained mid parental height standard deviation score 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 

• 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 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. 
Population criteria: 
• Patient must be aged 3 years or older. 
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. 
Authority required 
Hypothalamic-pituitary disease secondary to a structural lesion, with hypothalamic obesity driven growth 
Treatment Phase: Continuing treatment 
Clinical criteria: 
• 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/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); OR 

• Patient must have achieved the 50th percentile growth velocity for bone 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); OR 

• Patient must have achieved an increase in height standard deviation score for chronological 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); OR 

• Patient must have achieved a minimum growth velocity of 4cm/year 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); OR 

• Patient must have achieved and maintained mid parental height standard deviation score 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 

• 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 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. 
Population criteria: 
• Patient must be aged 3 years or older. 
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. 
Authority required 
Short stature associated with Turner syndrome 
Treatment Phase: Continuing treatment 
Clinical criteria: 
• 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/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); OR 

• Patient must have achieved the 50th percentile growth velocity for bone age and sex while on the maximum dose of 
9.5mg/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); OR 

• Patient must have achieved an increase in height standard deviation score for chronological age and sex while on the 
maximum dose of 9.5mg/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); OR 

• Patient must have achieved a minimum growth velocity of 4cm/year while on the maximum dose of 9.5mg/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); OR 

• 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/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 

• 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 bone age of 13.5 years or greater, AND 
• Patient must not have a height greater than or equal to 155.0 cm. 
Population criteria: 
• Patient must be aged 3 years or older. 
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. 
Authority required 
Short stature due to short stature homeobox (SHOX) gene disorders 
Treatment Phase: Continuing treatment 
Clinical criteria: 
• 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/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); OR 

• Patient must have achieved the 50th percentile growth velocity for bone age and sex while on the maximum dose of 
9.5mg/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); OR 
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• Patient must have achieved an increase in height standard deviation score for chronological age and sex while on the 
maximum dose of 9.5mg/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); OR 

• Patient must have achieved a minimum growth velocity of 4cm/year while on the maximum dose of 9.5mg/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); OR 

• Patient must have achieved and maintained mid parental height standard deviation score while on the maximum dose of 
9.5mg/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 

• 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 (excluding gonadoblastoma secondary to mixed gonadal dysgenesis), AND 
• Patient must not have an active tumour or evidence of tumour growth or activity, AND 
• Patient must be male and must not have a height greater than or equal to 167.7 cm; OR 
• 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 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. 
Population criteria: 
• Patient must be aged 3 years or older. 
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. 
Authority required 
Short stature associated with chronic renal insufficiency 
Treatment Phase: Continuing treatment 
Clinical criteria: 
• Patient must have previously received treatment under the PBS S100 Growth Hormone Program under the short stature 

associated with chronic renal insufficiency category, AND 
• Patient must not have been on the maximum dose of 9.5mg/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); OR 

• Patient must have achieved the 50th percentile growth velocity for bone age and sex while on the maximum dose of 
9.5mg/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); OR 

• Patient must have achieved an increase in height standard deviation score for chronological age and sex while on the 
maximum dose of 9.5mg/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); OR 

• Patient must have achieved a minimum growth velocity of 4cm/year while on the maximum dose of 9.5mg/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); OR 

• Patient must have achieved and maintained mid parental height standard deviation score while on the maximum dose of 
9.5mg/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 

• 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 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/1.73m2, AND 
• Patient must be male and must not have a height greater than or equal to 167.7 cm; OR 
• 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 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. 
Population criteria: 
• Patient must be aged 3 years or older. 
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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/1.73m2 prescribers should 
seek reclassification to the indication short stature and slow growth. 

 

Authority required 
Short stature and slow growth 
Treatment Phase: Continuing 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 and slow growth, AND 
• The treatment must not have lapsed due to failure to respond to growth hormone at a 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); OR 

• The treatment must not have lapsed due to failure to respond to growth hormone at a 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), 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/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), 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/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), 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/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), unless response was affected by non-compliance due to social/family 
problems, AND 

• 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/1.73m2 measured by creatinine clearance, 
excretion of radionuclides such as DTPA, or by the height/creatinine formula; 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 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 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 

• 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 

• 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 be male and must not have a bone age of 15.5 years or more; OR 



 

Growth Hormone Program  39 

• 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 
• Patient must be female and must not have a height greater than or equal to 155.0 cm. 
Population criteria: 
• Patient must be aged 3 years or older. 
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) 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. 
Authority required 
Short stature associated with biochemical growth hormone deficiency 
Treatment Phase: Continuing 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 
• The treatment must not have lapsed due to failure to respond to growth hormone at a 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); OR 

• The treatment must not have lapsed due to failure to respond to growth hormone at a 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), 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/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), 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/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), 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/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), 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 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 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 
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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 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 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 8cm 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 

• 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 
• 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 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. 
Population criteria: 
• Patient must be aged 3 years or older. 
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) 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 
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). 
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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. 
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: Continuing 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 growth retardation secondary to an intracranial lesion, or cranial irradiation, AND 
• The treatment must not have lapsed due to failure to respond to growth hormone at a 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); OR 

• The treatment must not have lapsed due to failure to respond to growth hormone at a 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), 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/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), 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/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), 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/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), unless response was affected by non-compliance due to social/family 
problems, AND 

• 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 

• 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 

• 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 be male, had a chronological age of at least 12 years at commencement of growth hormone treatment and 
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; OR 

• 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 25th percentile for bone age and sex measured over the 6 month interval immediately prior to 
commencement of growth hormone treatment; OR 

• 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 25th percentile for bone age and sex measured over the 6 month interval immediately 
prior to commencement of growth hormone treatment; OR 

• 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 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 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; OR 
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• 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 

• 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 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. 
Population criteria: 
• Patient must be aged 3 years or older. 
Treatment criteria: 
• Must be treated by a medical practitioner in consultation with a paediatric endocrinologist; OR 
• Must be treated by a medical practitioner in consultation with an endocrinologist specialising in 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) 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. 
Authority required 
Biochemical growth hormone deficiency and precocious puberty 
Treatment Phase: Continuing 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 biochemical growth hormone deficiency and precocious puberty, AND 
• The treatment must not have lapsed due to failure to respond to growth hormone at a 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); OR 

• The treatment must not have lapsed due to failure to respond to growth hormone at a 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), 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/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), 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/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), 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/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), unless response was affected by non-compliance due to social/family 
problems, AND 
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• 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 
• 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 be undergoing Gonadotrophin Releasing Hormone agonist therapy for pubertal suppression, 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 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. 
Population criteria: 
• Patient must be aged 3 years or older. 
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. 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). 
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: Continuing 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 hypothalamic-pituitary disease secondary to a structural lesion, with hypothalamic obesity driven growth, AND 
• The treatment must not have lapsed due to failure to respond to growth hormone at a 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); OR 
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• The treatment must not have lapsed due to failure to respond to growth hormone at a 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), 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/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), 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/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), 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/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), unless response was affected by non-compliance due to social/family 
problems, AND 

• Patient must have a structural lesion that is not neoplastic; OR 
• 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 
• 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 

• 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 have other hypothalamic/pituitary hormone deficits (includes ACTH, TSH, GnRH and/or vasopressin/ADH 
deficiencies), AND 

• Patient must have hypothalamic obesity, AND 
• 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 

• 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 

• 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 

• 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 

• 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 

• 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 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. 
Population criteria: 
• Patient must be aged 3 years or older. 
Treatment criteria: 
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• 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) 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. 
Authority required 
Short stature associated with Turner syndrome 
Treatment Phase: Continuing 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 Turner syndrome, AND 
• The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 9.5mg/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); OR 

• The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 9.5mg/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), 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 9.5mg/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), 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 9.5mg/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), 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 9.5mg/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), 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 

• 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 

• 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 
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• 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 bone age of 2.5 years or less, AND 
• Patient must not have a bone age of 13.5 years or greater, AND 
• Patient must not have a height greater than or equal to 155.0 cm. 
Population criteria: 
• Patient must be aged 3 years or older. 
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 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. 
Authority required 
Short stature due to short stature homeobox (SHOX) gene disorders 
Treatment Phase: Continuing 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 due to short stature homeobox (SHOX) gene disorders, AND 
• The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 9.5mg/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); OR 

• The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 9.5mg/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), 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 9.5mg/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), 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 9.5mg/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), 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 9.5mg/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), unless response was affected by non-compliance due to social/family 
problems, AND 

• 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 

• 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 

• 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 
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• 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 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; 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 

• 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 (excluding gonadoblastoma secondary to mixed gonadal dysgenesis), AND 
• Patient must not have an active tumour or evidence of tumour growth or activity, AND 
• 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 
• 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. 
Population criteria: 
• Patient must be aged 3 years or older. 
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) 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. 
Authority required 
Short stature associated with chronic renal insufficiency 
Treatment Phase: Continuing 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 chronic renal insufficiency, AND 
• The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 9.5mg/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); OR 

• The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 9.5mg/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), 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 9.5mg/m2/week or greater 
for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a 



 

48  Schedule of Pharmaceutical Benefits – May 2018   

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 9.5mg/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), 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 9.5mg/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), 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 25th 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 25th 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 equal to or less than 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 equal to or less than the 25th 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 25th 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 25th 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 equal to or less than 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 equal to or less than the 25th 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 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 
equal to or less than the 25th 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 equal to or less than the 25th 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/1.73m2 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/1.73m2 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 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 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 
• 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. 
Population criteria: 
• Patient must be aged 3 years or older. 
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) 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/1.73m2 ; AND 
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5. If a renal 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/1.73m2 prescribers should 
seek reclassification to the indication short stature and slow growth. 

 

somatropin 10 mg/1.5 mL injection, 1.5 mL cartridge 
10441M 

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

1 1 .. 439.58 39.50  SciTropin A [SA]   

 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: 
• Patient must have previously received treatment under the PBS S100 Growth Hormone Program under the short stature 

and slow growth category, 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/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); OR 

• The treatment must not have lapsed due to failure to respond to growth hormone at a 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), 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/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), 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/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), 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/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), unless response was affected by non-compliance due to social/family 
problems, 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 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 
• 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: 
• 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. 
Population criteria: 
• Patient must be aged 3 years or older. 
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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: 
• 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 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/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); OR 

• The treatment must not have lapsed due to failure to respond to growth hormone at a 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), 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/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), 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/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), 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/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), unless response was affected by non-compliance due to social/family 
problems, 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 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: 
• 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. 
Population criteria: 
• Patient must be aged 3 years or older. 
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: 
• 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 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/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); OR 

• The treatment must not have lapsed due to failure to respond to growth hormone at a 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), 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/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), 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/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), 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/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), unless response was affected by non-compliance due to social/family 
problems, 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 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: 
• 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. 
Population criteria: 
• Patient must be aged 3 years or older. 
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: 
• 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 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/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); OR 
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• The treatment must not have lapsed due to failure to respond to growth hormone at a 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), 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/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), 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/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), 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/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), unless response was affected by non-compliance due to social/family 
problems, 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 5 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. 
Population criteria: 
• Patient must be aged 3 years or older. 
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: 
• 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 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/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); OR 

• The treatment must not have lapsed due to failure to respond to growth hormone at a 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), 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/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), 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/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), 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/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), unless response was affected by non-compliance due to social/family 
problems, AND 

• Patient must be undergoing Gonadotrophin Releasing Hormone agonist therapy for pubertal suppression, AND 
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• 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 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: 
• 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. 
Population criteria: 
• Patient must be aged 3 years or older. 
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: 
• 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 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/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); OR 

• The treatment must not have lapsed due to failure to respond to growth hormone at a 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), 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/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), 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/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), 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/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), unless response was affected by non-compliance due to social/family 
problems, 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 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: 
• 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. 
Population criteria: 
• Patient must be aged 3 years or older. 
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) 
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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 Turner syndrome 
Treatment Phase: Recommencement of treatment 
Clinical criteria: 
• 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 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 9.5mg/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); OR 

• The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 9.5mg/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), 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 9.5mg/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), 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 9.5mg/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), 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 9.5mg/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), unless response was affected by non-compliance due to social/family 
problems, 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 be female and must not have a bone age of 13.5 years or more, AND 
• Patient must be female and must not have a height greater than or equal to 155.0cm. 
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. 
Population criteria: 
• Patient must be aged 3 years or older. 
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. 
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Authority required 
Short stature due to short stature homeobox (SHOX) gene disorders 
Treatment Phase: Recommencement of treatment 
Clinical criteria: 
• 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 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 9.5mg/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); OR 

• The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 9.5mg/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), 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 9.5mg/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), 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 9.5mg/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), 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 9.5mg/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), unless response was affected by non-compliance due to social/family 
problems, AND 

• 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 

• 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 (excluding gonadoblastoma secondary to mixed gonadal dysgenesis), AND 
• Patient must not have an active tumour or evidence of tumour growth or activity, AND 
• 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 
• 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. 
Population criteria: 
• Patient must be aged 3 years or older. 
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 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: 
• Patient must have previously received treatment under the PBS S100 Growth Hormone Program under the short stature 

associated with chronic renal insufficiency category, AND 
• Patient must have had a lapse in growth hormone treatment, AND 
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• The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 9.5mg/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); OR 

• The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 9.5mg/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), 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 9.5mg/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), 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 9.5mg/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), 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 9.5mg/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), unless response was affected by non-compliance due to social/family 
problems, 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 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/1.73m2, AND 
• 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 
• 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: 
• 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. 
Population criteria: 
• Patient must be aged 3 years or older. 
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/1.73m2 ; 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/1.73m2 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 slow growth 
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 and slow growth, 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/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); OR 
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• The treatment must not have lapsed due to failure to respond to growth hormone at a 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), 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/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), 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/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), 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/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), unless response was affected by non-compliance due to social/family 
problems, AND 

• 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/1.73m2 measured by creatinine clearance, 
excretion of radionuclides such as DTPA, or by the height/creatinine formula; 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 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 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 

• 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 

• 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 be male and must not have a height greater than or equal to 167.7 cm; OR 
• 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 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. 
Population criteria: 
• Patient must be aged 3 years or older. 
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 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) 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 
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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 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: 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/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); OR 

• The treatment must not have lapsed due to failure to respond to growth hormone at a 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), 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/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), 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/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), 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/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), 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 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 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 

• 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 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 8cm 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 

• 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 
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• 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 
• 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 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. 
Population criteria: 
• Patient must be aged 3 years or older. 
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 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) 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: 
• 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 
• 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/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); OR 

• The treatment must not have lapsed due to failure to respond to growth hormone at a 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), 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/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), 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/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), 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/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), unless response was affected by non-compliance due to social/family 
problems, AND 
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• 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 

• 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 

• 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 be male, had a chronological age of at least 12 years at commencement of growth hormone treatment and 
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; OR 

• 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 25th percentile for bone age and sex measured over the 6 month interval immediately prior to 
commencement of growth hormone treatment; OR 

• 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 25th percentile for bone age and sex measured over the 6 month interval immediately 
prior to commencement of growth hormone treatment; OR 

• 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 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 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; OR 

• 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 

• 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 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. 
Population criteria: 
• Patient must be aged 3 years or older. 
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 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) 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 
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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. 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 
Biochemical growth hormone deficiency and precocious puberty 
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 biochemical growth hormone deficiency and precocious puberty, 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/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); OR 

• The treatment must not have lapsed due to failure to respond to growth hormone at a 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), 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/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), 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/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), 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/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), 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 
• 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 be undergoing Gonadotrophin Releasing Hormone agonist therapy for pubertal suppression, 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 



 

62  Schedule of Pharmaceutical Benefits – May 2018   

• Patient must not have an active tumour or evidence of tumour growth or activity, AND 
• 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. 
Population criteria: 
• Patient must be aged 3 years or older. 
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 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 
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: 
• 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 
• 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/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); OR 

• The treatment must not have lapsed due to failure to respond to growth hormone at a 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), 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/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), 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/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), 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/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), unless response was affected by non-compliance due to social/family 
problems, AND 

• Patient must have a structural lesion that is not neoplastic; OR 
• 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 
• 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 

• 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 
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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 have other hypothalamic/pituitary hormone deficits (includes ACTH, TSH, GnRH and/or vasopressin/ADH 
deficiencies), AND 

• Patient must have hypothalamic obesity, AND 
• 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 

• 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 

• 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 

• 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 

• 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 

• 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 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. 
Population criteria: 
• Patient must be aged 3 years or older. 
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 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) 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 
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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: 
• Patient must have previously received treatment under the PBS S100 Growth Hormone Program under a category other 

than short stature assciated with Turner syndrome, 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 9.5mg/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); OR 

• The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 9.5mg/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), 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 9.5mg/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), 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 9.5mg/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), 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 9.5mg/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), 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 

• 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 

• 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 
• 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 bone age of 2.5 years or less, AND 
• Patient must not have a height greater than or equal to 155.0 cm, AND 
• Patient must not have a bone age of 13.5 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. 
Population criteria: 
• Patient must be aged 3 years or older. 
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). 
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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. 
Authority required 
Short stature due to short stature homeobox (SHOX) gene disorders 
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 due to short stature homeobox (SHOX) gene disorders, 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 9.5mg/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); OR 

• The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 9.5mg/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), 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 9.5mg/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), 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 9.5mg/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), 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 9.5mg/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), unless response was affected by non-compliance due to social/family 
problems, AND 

• 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 

• 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 

• 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 

• 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; 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 

• 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 (excluding gonadoblastoma secondary to mixed gonadal dysgenesis), AND 
• Patient must not have an active tumour or evidence of tumour growth or activity, AND 
• 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 
• 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. 
Population criteria: 
• Patient must be aged 3 years or older. 
Treatment criteria: 
• Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in paediatric 

endocrinology; OR 
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• 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) 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. 
Authority required 
Short stature associated with chronic renal insufficiency 
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 chronic renal insufficiency, 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 9.5mg/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); OR 

• The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 9.5mg/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), 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 9.5mg/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), 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 9.5mg/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), 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 9.5mg/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), 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 25th 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 25th 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 equal to or less than 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 equal to or less than the 25th 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 25th 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 25th 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 equal to or less than 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 equal to or less than the 25th 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 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 
equal to or less than the 25th percentile for age and sex immediately prior to commencing growth hormone treatment; OR 
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• 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 25th 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/1.73m2 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/1.73m2 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 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 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 
• 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. 
Population criteria: 
• Patient must be aged 3 years or older. 
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 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) 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/1.73m2 ; 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/1.73m2 prescribers should 
seek reclassification to the indication short stature and slow growth. 

 

somatropin 10 mg/1.5 mL injection, 1.5 mL cartridge 
10481P 

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

1 1 .. 439.58 39.50  SciTropin A [SA]   
 


