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4 Schedule of Pharmaceutical Benefits–September 2026

Fees, Patient Contributions and 
Safety Net Thresholds
The following fees, patient contributions and safety net thresholds apply from 1 September 2026 and are included, where 
applicable, in prices published in the Schedule.

Dispensing Fees: Ready-prepared $9.24

Dangerous drug fee $5.73

Extemporaneously-prepared $11.28

Allowable additional patient charge* $2.79

Additional Fees (for safety net prices): Ready-prepared $1.54

Extemporaneously-prepared $1.99

Patient Co-payments: General $25.00

Concessional $7.70

Safety Net Thresholds: General $1748.20

Concessional $277.20

Safety Net Card Issue Fee: $12.78

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

The Schedule is published and is effective on the first day of each month.

For detailed information about the prescribing and supply of pharmaceutical benefits go to www.pbs.gov.au

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

Symbols and Abbreviations Used in the Schedule
* An asterisk in the dispensed price column indicates that the manufacturer's pack does not coincide with the 

maximum quantity

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

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

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

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

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

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

DPMQ $ Dispensed price for maximum quantity

MRVSN $ Maximum recordable value for safety net

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

W Indicates that the item can be prescribed by an authorised midwife

O Indicates that the item can be prescribed by an authorised optometrist

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

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

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

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

Authority required (STREAMLINED) – authority can be sought electronically.
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SYSTEMIC HORMONAL PREPARATIONS, EXCL. SEX HORMONES AND INSULINS
PITUITARY AND HYPOTHALAMIC HORMONES AND ANALOGUES
ANTERIOR PITUITARY LOBE HORMONES AND ANALOGUES
Somatropin and somatropin agonists

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

operation 8 a.m. to 5 p.m. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authorisation under this restriction should be made in real time using the Online PBS Authorities system 
(see www.servicesaustralia.gov.au/hpos)
Alternatively, applications for authority to prescribe can be submitted online using the form upload facility in Health 
Professional Online Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001
Authority Required
18475
Severe growth failure with primary insulin-like growth factor-1 deficiency
Treatment Phase: Initial treatment
Clinical criteria:
• The condition must be caused by severe primary insulin-like growth factor-1 deficiency (IGFD), with IGFD deficiency for 

the purpose of PBS subsidy defined as a basal IGF-1 level (measured any time prior to initiating treatment with this drug) 
below the 2.5th percentile adjusted for each of: (i) age, (ii) gender,  AND 

• The condition must have resulted in the patient experiencing short stature, with short stature for the purpose of PBS 
subsidy defined as the patient's height (measured any time prior to initiating treatment with this drug) being at least 3 
standard deviations below the norm, adjusted for each of: (i) age, (ii) gender,  AND 

• Patient must have a growth velocity below the 25th percentile for bone age and sex measured over a 12 month interval 
(or a 6 month interval for an older child),  AND 

• The condition must not be caused by growth hormone deficiency,  AND 
• Patient must have a bone age of less than 13.5 years (females);  OR 
• Patient must have a bone age of less than 15.5 years (males),  AND 
• The condition must not be caused by secondary causes of IGFD - prior to initiating treatment with this drug, the treating 

physician has at least excluded each of the following: (i) malnutrition, (ii) hypopituitarism, (iii) hypothyroidism, (iv) 
medication side effects,  AND 

• The treatment must not be in a patient with known epiphyseal closure/growth plate fusion (i.e. the patient is known to 
have ceased growing).

Treatment criteria:
• Must be treated by a paediatric endocrinologist; the authority application must be completed by this physician type;  OR 
• Must be treated by a paediatrician who has consulted the above mentioned specialist type; the authority application must 

be completed by this paediatrician.
Population criteria:
• Patient must be aged from 2 years up until their 18th birthday.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
The initial treatment authority application must be made via the Online PBS Authorities System (real time assessment) or in 
writing via HPOS form upload or mail and must include the following:
(1) Insulin-like growth factor-1 deficiency:
State each of: (a) the patient's most recent basal IGF-1 level measured (ng/mL), (b) the measurement date (dd/mm/yy), (c) 
the name of the pathology result provider;
(2) Short stature:
State the patient's height (cm);
(3) Normal growth hormone levels:
State the patient's most recent growth hormone level measurement (mcg/L) - this figure must be greater than 6.6 mcg/L;
(4) Bone age: (where the patient has a chronological age of at least 2.5 years):
State each of: (a) the patient's bone age in numerical figures at the time when it was most recently determined, (b) the date 
(dd/mm/yy) of this determination that is within 12 months of this authority application;
(5) The patient's weight (kg);
(6) The prescribed dose (mg/kg) (between 0.04 to 0.12);
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(7) The number of vials rounded to the nearest whole number, to provide sufficient drug quantity for 30 days of treatment per 
dispensing - see the relevant 'NOTE' attached to this listing for guidance.
Height, growth velocity and weight measurements must not be more than three months old at the time of application.
If the application is submitted through HPOS form upload or mail, it must include:
(i) details of the proposed prescription; and
(ii) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice).

Note The PBS authority application administrator will approve a maximum quantity of vials in line with the following formula 
(based on the upper dose range of 0.12 mg/kg dosed twice daily, one vial containing 40 mg of drug and target supply 
duration of 30 days per dispensing):
Number of vials equals 7.2 multiplied by weight (kg) divided by 40. For ease of reference, this equates to:
Below 16 kg: up to 3 vials
16 to 22 kg: up to 4 vials
22 to 27 kg: up to 5 vials
27 to 33 kg: up to 6 vials
33 to 38 kg: up to 7 vials
38 to 44 kg: up to 8 vials
Beyond 44 kg: refer to above formula

Note The Centers for Disease Control and Prevention (U.S. Department of Health & Human Services) publishes Clinical Growth 
Charts which this restriction refers to. Both the 'length-for-age' (birth to 36 months) and 'stature-for-age' (children 2 years to 
20 years) growth charts can be viewed, printed and reproduced via the following website link:
https: //www.cdc.gov/growthcharts/clinical_charts.htm
Authority Required
18359
Severe growth failure with primary insulin-like growth factor-1 deficiency
Treatment Phase: Continuing treatment
Clinical criteria:
• Patient must have previously received PBS-subsidised treatment with this drug for this condition,  AND 
• Patient must have a bone age of less than 13.5 years (females);  OR 
• Patient must have a bone age of less than 15.5 years (males),  AND 
• The treatment must not be in a patient with known epiphyseal closure/growth plate fusion (i.e. the patient is known to 

have ceased growing),  AND 
• The condition must be responsive to this drug treatment as evidenced by each of: (i) patient is showing catch-up for 

height standard deviation score against Laron syndrome (growth hormone insensitivity syndrome) growth charts, (ii) 
patient has a growth velocity of greater than 2 cm per year (extrapolated for time on treatment) at the time of this 
continuing authority application;  OR 

• The condition must be yet to respond to this drug treatment only for the reason of sub-optimal dosing.
Treatment criteria:
• Must be treated by a paediatric endocrinologist; the authority application must be completed by this physician type;  OR 
• Must be treated by a paediatrician who has consulted the above mentioned specialist type; the authority application must 

be completed by this paediatrician.
Population criteria:
• Patient must be aged from 2 years up until their 18th birthday.
The continuing treatment authority application must be made via the Online PBS Authorities System (real time assessment) 
or in writing via HPOS form upload or mail and must include:
(1) The patient's height (cm);
(2) Where this authority application seeks to continue treatment where there has been an inadequate response to treatment 
due to sub-optimal dosing, state each of:
(i) the most recently prescribed dose (mg/kg) that resulted in an inadequate response;
(ii) the dose (mg/kg) (between 0.04 to 0.12) that was/will be subsequently prescribed to address the inadequate response;
(3) The patient's weight (kg);
(4) The patient's growth velocity in response to the preceding supply of drug (cm/year; extrapolated for time on treatment);
(5) The number of vials rounded to the nearest whole number, to provide sufficient drug quantity for 30 days of treatment per 
dispensing - see the relevant 'NOTE' attached to this listing for guidance.
Height, growth velocity and weight measurements must not be more than three months old at the time of application.
Document growth improvements in the patient's medical records.
If the application is submitted through HPOS form upload or mail, it must include:
(i) details of the proposed prescription; and
(ii) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice).

Note The PBS authority application administrator will approve a maximum quantity of vials in line with the following formula 
(based on the upper dose range of 0.12 mg/kg dosed twice daily, one vial containing 40 mg of drug and target supply 
duration of 30 days per dispensing):
Number of vials equals 7.2 multiplied by weight (kg) divided by 40. For ease of reference, this equates to:
Below 16 kg: up to 3 vials
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16 to 22 kg: up to 4 vials
22 to 27 kg: up to 5 vials
27 to 33 kg: up to 6 vials
33 to 38 kg: up to 7 vials
38 to 44 kg: up to 8 vials
Beyond 44 kg: refer to above formula

Note Laron syndrome growth charts are those appearing in the following publication:
Laron Z, Lilos P, Klinger B. Growth Curves for Laron syndrome. Arch Dis Child. 1993;68(6): 768-770.
This literature article can be accessed through the following website link:
https: //www.ncbi.nlm.nih.gov/pmc/articles/PMC1029371

mecasermin 10 mg/mL injection, 4 mL vial
13116H Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 5 0.00 1,073.24 25.00 Increlex [JW]

SOMAPACITAN
Note An appropriate amount of drug (maximum quantity in units) for this treatment phase listing per prescription, where only one 

of the two strengths is prescribed at any given time, is outlined below:
10 mg strength presentation:
Below 10 kg: up to 2 units
10 to 16 kg: up to 3 units
16 to 21 kg: up to 4 units
21 to 25 kg: up to 6 units
15 mg strength presentation:
Below 16 kg: up to 2 units
16 to 24 kg: up to 3 units
24 to 32 kg: up to 4 units
32 to 47 kg: up to 6 units

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authorisation under this restriction should be made using the Online PBS Authorities system (see 
www.servicesaustralia.gov.au/hpos)
Alternatively applications for authority to prescribe can be submitted online using the form upload facility in Health 
Professional Online Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001
Authority Required
18449
Short stature associated with biochemical growth hormone deficiency
Treatment Phase: Continuing treatment
Treatment criteria:
• Patient must be undergoing continuing PBS-subsidised therapy with this drug - subsidy through this treatment phase 

must not: (i) initiate treatment, (ii) change the prescribed drug, (iii) recommence treatment, (iv) reclassify the PBS 
indication.

Clinical criteria:
• Patient must have achieved the 50th percentile growth velocity for bone age plus sex following the most recent supply;  

OR 
• Patient must have achieved an increase in height standard deviation score for chronological age plus sex following the 

most recent supply;  OR 
• Patient must have achieved a minimum growth velocity of 4 cm per year following the most recent supply;  OR 
• Patient must have achieved a mid-parental height standard deviation score following the most recent supply;  OR 
• The treatment must have been administered at a dose that is lower than that recommended in the approved Product 

Information in the most recent supply,  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:
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• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
Applications for authorisation under this treatment phase must be made via the Online PBS Authorities System (real time 
assessment) or in writing via HPOS form upload or mail and must include:
1. 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.
2. A bone age result performed within the last 12 months where the patient has a chronological age greater than 2.5 years.
3. The final adult height (in cm) of the patient's mother and father (where available).
If the application is submitted through HPOS form upload or mail, it must include:
(i) details of the proposed prescription; and
(ii) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice).
Prescribe an appropriate amount of drug (maximum quantity in units) outlined within the 'Notes' section of this restriction.
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
18444
Short stature associated with biochemical growth hormone deficiency
Treatment Phase: Change of drug
Treatment criteria:
• Patient must be undergoing existing PBS-subsidised growth hormone treatment where the prescribed drug is changing 

within the same PBS indication - subsidy through this treatment phase must not: (i) initiate treatment, (ii) recommence 
treatment, (iii) reclassify the PBS indication.

Clinical criteria:
• Patient must have been treated with PBS-subsidised growth hormone for less than 32 weeks;  OR 
• Patient must have been treated with PBS-subsidised growth hormone for at least 32 weeks, with an adequate response 

to treatment (as defined further below) having been demonstrated;  OR 
• Patient must have been treated with PBS-subsidised growth hormone for at least 32 weeks, with an adequate response 

to treatment (as defined further below) not demonstrated due to at least one of: (i) a significant medical illness, (ii) major 
surgery (e.g. renal transplant), (iii) an adverse reaction to growth hormone, (iv) non-compliance to treatment arising from 
social/family problems, (v) sub-optimal dosing (i.e. the dose was less than the permitted upper dose range),  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 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,  AND 
• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
Definition:
An adequate response to the preceding supply of growth hormone for which the patient is changing from is one where the 
patient, for their sex, has achieved at least one of:
(a) the 50th percentile growth velocity for bone age;
(b) an increase in height standard deviation score for chronological age;
(c) a minimum growth velocity of 4 cm per year;
(d) a mid-parental height standard deviation score.
Applications for authorisation under this treatment phase must be made via the Online PBS Authorities System (real time 
assessment) or in writing via HPOS form upload or mail and must include:
1. 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.
2. A bone age result performed within the last 12 months where the patient has a chronological age greater than 2.5 years.
Where growth data has been supplied within 3 months of this authority application, do not resupply this data.
If the application is submitted through HPOS form upload or mail, it must include:
(i) details of the proposed prescription; and
(ii) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice).
Prescribe an appropriate amount of drug (maximum quantity in units) outlined within the 'Notes' section of this restriction.
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
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Authority Required
18223
Short stature associated with biochemical growth hormone deficiency
Treatment Phase: Continuing treatment as a reclassified patient
Treatment criteria:
• Patient must be undergoing continuing PBS-subsidised therapy with this drug where the most recent authority approval 

for this drug was for a different PBS indication to that stated above - subsidy through this treatment phase must not: (i) 
initiate treatment, (ii) change the prescribed drug, (iii) recommence treatment, (iv) reclassify the PBS indication where the 
most recent authority approval was for a different growth hormone, (v) reclassify the PBS indication and recommence 
treatment simultaneously.

Clinical criteria:
• The treatment must not be for the purposes of continuing treatment that is known to be non-efficacious for the patient - 

where an inadequate response has been observed for the most recent supply of this drug, it must have been confounded 
by at least one of the following: (i) a significant medical illness, (ii) major surgery (e.g. renal transplant), (iii) an adverse 
reaction to growth hormone, (iv) non-compliance due to social/family problems, (v) a lower than recommended (as 
specified by this drug's approved Product Information) dose,  AND 

• Patient must have had a height at or below the 1st percentile for age and sex immediately prior to commencing treatment;  
OR 

• Patient must have had both a height above the 1st and at or below the 25th percentiles for age and sex immediately prior 
to commencing treatment and a growth velocity below the 25th percentile for bone age and sex measured over the 12 
month interval immediately prior to commencement of treatment (or the 6 month interval immediately prior to 
commencement of treatment if the patient was an older child at commencement of treatment);  OR 

• Patient must have had both a height above the 1st and at or below the 25th percentiles for age and sex immediately prior 
to commencing treatment and an annual growth velocity of 14 cm per year or less in the 12 month period immediately 
prior to commencement of treatment, if the patient had a chronological age of 2 years or less at commencement of 
treatment;  OR 

• Patient must have had both a height above the 1st and at or below the 25th percentiles for age and sex immediately prior 
to commencing treatment and an annual growth velocity of 8 cm per year or less in the 12 month period immediately prior 
to commencement of treatment, if the patient had a bone or chronological age of 2.5 years or less at commencement of 
treatment,  AND 

• Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration 
less than 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 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,  AND 
• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
Prescribe an appropriate amount of drug (maximum quantity in units) outlined within the 'Notes' section of this restriction.
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Applications for authorisation under this treatment phase must be made via the Online PBS Authorities System (real time 
assessment) or in writing via HPOS form upload or mail and must include:
1. (a) A minimum of 12 months of growth data (height and weight measurements) from immediately prior to commencement 
of treatment, or a minimum of 6 months of growth data from immediately prior to commencement of treatment if the patient 
was an older child at commencement of treatment; and the result of a bone age assessment performed within the 12 
months immediately prior to commencement of treatment where a patient had a chronological age greater than 2.5 years at 
commencement of treatment); OR
(b) Height and weight measurements from within three months prior to commencement of treatment for a patient whose 
height was at or below the 1st percentile for age plus sex immediately prior to commencing treatment.
2. Evidence of biochemical growth hormone deficiency, including the type of tests performed and peak growth hormone 
concentrations.
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.
4. A bone age result performed within the last 12 months where a patient has a chronological age greater than 2.5 years.
If the application is submitted through HPOS form upload or mail, it must include:
(i) details of the proposed prescription; and
(ii) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice).
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
18477
Short stature associated with biochemical growth hormone deficiency
Treatment Phase: Transitioning from non-PBS to PBS-subsidised supply - Grandfather arrangements
Treatment criteria:
• Patient must be undergoing privately funded treatment (e.g. through a clinical trial, a sponsor compassionate access 

program, supply from an overseas jurisdiction) with this drug at the time of this authority application - subsidy through this 
treatment phase must only occur once per lifetime.

Clinical criteria:
• The treatment must not be for the purposes of continuing treatment that is known to be non-efficacious for the patient - 

where an inadequate response has been observed for the most recent supply of this drug, it must have been confounded 
by at least one of the following: (i) a significant medical illness, (ii) major surgery (e.g. renal transplant), (iii) an adverse 
reaction to growth hormone, (iv) non-compliance due to social/family problems, (v) a lower than recommended (as 
specified by this drug's approved Product Information) dose,  AND 

• Patient must have had a height at or below the 1st percentile for age and sex immediately prior to commencing treatment;  
OR 

• Patient must have had both a height above the 1st and at or below the 25th percentiles for age and sex immediately prior 
to commencing treatment and a growth velocity below the 25th percentile for bone age and sex measured over the 12 
month interval immediately prior to commencement of treatment (or the 6 month interval immediately prior to 
commencement of treatment if the patient was an older child at commencement of treatment);  OR 

• Patient must have had both a height above the 1st and at or below the 25th percentiles for age and sex immediately prior 
to commencing treatment and an annual growth velocity of 14 cm per year or less in the 12 month period immediately 
prior to commencement of treatment, if the patient had a chronological age of 2 years or less at commencement of 
treatment;  OR 

• Patient must have had both a height above the 1st and at or below the 25th percentiles for age and sex immediately prior 
to commencing treatment and an annual growth velocity of 8 cm per year or less in the 12 month period immediately prior 
to commencement of treatment, if the patient had a bone or chronological age of 2.5 years or less at commencement of 
treatment,  AND 

• Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration 
less than 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 
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• Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration 
less than 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 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,  AND 
• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
Applications for authorisation under this treatment phase must be made via the Online PBS Authorities System (real time 
assessment) or in writing via HPOS form upload or mail and must include:
1. (a) A minimum of 12 months of growth data (height and weight measurements) from immediately prior to commencement 
of treatment, or a minimum of 6 months of growth data from immediately prior to commencement of treatment if the patient 
was an older child at commencement of treatment; and the result of a bone age assessment performed within the 12 
months immediately prior to commencement of treatment where a patient had a chronological age greater than 2.5 years at 
commencement of treatment); OR
(b) Height and weight measurements from within three months prior to commencement of treatment for a patient whose 
height was at or below the 1st percentile for age plus sex immediately prior to commencing treatment.
2. Evidence of biochemical growth hormone deficiency, including the type of tests performed and peak growth hormone 
concentrations.
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.
4. A bone age result performed within the last 12 months where a patient has a chronological age greater than 2.5 years.
If the application is submitted through HPOS form upload or mail, it must include:
(i) details of the proposed prescription; and
(ii) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice).
Prescribe an appropriate amount of drug (maximum quantity in units) outlined within the 'Notes' section of this restriction.
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
18445
Short stature and slow growth
Treatment Phase: Continuing treatment
Treatment criteria:
• Patient must be undergoing continuing PBS-subsidised therapy with this drug - subsidy through this treatment phase 

must not: (i) initiate treatment, (ii) change the prescribed drug, (iii) recommence treatment, (iv) reclassify the PBS 
indication.

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 achieved the 50th percentile growth velocity for bone age plus sex following the most recent supply;  

OR 
• Patient must have achieved an increase in height standard deviation score for chronological age plus sex following the 

most recent supply;  OR 
• Patient must have achieved a minimum growth velocity of 4 cm per year following the most recent supply;  OR 
• Patient must have achieved a mid-parental height standard deviation score following the most recent supply;  OR 
• The treatment must have been administered at a dose that is lower than that recommended in the approved Product 

Information in the most recent supply,  AND 
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• 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:
• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
Applications for authorisation under this treatment phase must be made via the Online PBS Authorities System (real time 
assessment) or in writing via HPOS form upload or mail and must include:
1. 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.
2. A bone age result performed within the last 12 months where the patient has a chronological age greater than 2.5 years.
3. The final adult height (in cm) of the patient's mother and father (where available).
If the application is submitted through HPOS form upload or mail, it must include:
(i) details of the proposed prescription; and
(ii) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice).
Prescribe an appropriate amount of drug (maximum quantity in units) outlined within the 'Notes' section of this restriction.
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
18411
Short stature and slow growth
Treatment Phase: Change of drug
Treatment criteria:
• Patient must be undergoing existing PBS-subsidised growth hormone treatment where the prescribed drug is changing 

within the same PBS indication - subsidy through this treatment phase must not: (i) initiate treatment, (ii) recommence 
treatment, (iii) reclassify the PBS indication.

Clinical criteria:
• Patient must have been treated with PBS-subsidised growth hormone for less than 32 weeks;  OR 
• Patient must have been treated with PBS-subsidised growth hormone for at least 32 weeks, with an adequate response 

to treatment (as defined further below) having been demonstrated;  OR 
• Patient must have been treated with PBS-subsidised growth hormone for at least 32 weeks, with an adequate response 

to treatment (as defined further below) not demonstrated due to at least one of: (i) a significant medical illness, (ii) major 
surgery (e.g. renal transplant), (iii) an adverse reaction to growth hormone, (iv) non-compliance to treatment arising from 
social/family problems, (v) sub-optimal dosing (i.e. the dose was less than the permitted upper dose range),  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 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,  AND 
• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
Definition:
An adequate response to the preceding supply of growth hormone for which the patient is changing from is one where the 
patient, for their sex, has achieved at least one of:
(a) the 50th percentile growth velocity for bone age;
(b) an increase in height standard deviation score for chronological age;
(c) a minimum growth velocity of 4 cm per year;
(d) a mid-parental height standard deviation score.
Applications for authorisation under this treatment phase must be made via the Online PBS Authorities System (real time 
assessment) or in writing via HPOS form upload or mail and must include:
1. 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.
2. A bone age result performed within the last 12 months where the patient has a chronological age greater than 2.5 years.
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Where growth data has been supplied within 3 months of this authority application, do not resupply this data.
If the application is submitted through HPOS form upload or mail, it must include:
(i) details of the proposed prescription; and
(ii) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice).
Prescribe an appropriate amount of drug (maximum quantity in units) outlined within the 'Notes' section of this restriction.
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
18224
Short stature and slow growth
Treatment Phase: Continuing treatment as a reclassified patient
Treatment criteria:
• Patient must be undergoing continuing PBS-subsidised therapy with this drug where the most recent authority approval 

for this drug was for a different PBS indication to that stated above - subsidy through this treatment phase must not: (i) 
initiate treatment, (ii) change the prescribed drug, (iii) recommence treatment, (iv) reclassify the PBS indication where the 
most recent authority approval was for a different growth hormone, (v) reclassify the PBS indication and recommence 
treatment simultaneously.

Clinical criteria:
• The treatment must not be for the purposes of continuing treatment that is known to be non-efficacious for the patient - 

where an inadequate response has been observed for the most recent supply of this drug, it must have been confounded 
by at least one of the following: (i) a significant medical illness, (ii) major surgery (e.g. renal transplant), (iii) an adverse 
reaction to growth hormone, (iv) non-compliance due to social/family problems, (v) a lower than recommended (as 
specified by this drug's approved Product Information) dose,  AND 

• Patient must have had a height no higher than the 1st percentile for age plus sex at the time treatment first commenced,  
AND 

• Patient must have had a growth velocity below the 25th percentile for bone age plus sex measured over a 12 month 
interval (or a 6 month interval for an older child) prior to having commenced treatment;  OR 

• Patient must have had an annual growth velocity of no higher than 8 cm per year where the patient had either a 
bone/chronological age no higher than 2.5 years prior to having commenced treatment,  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,  AND 
• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
Applications for authorisation under this treatment phase must be made via the Online PBS Authorities System (real time 
assessment) or in writing via HPOS form upload or mail and must include:
1. A minimum of 12 months of growth data (height and weight measurements) from immediately prior to commencement of 
treatment, or a minimum of 6 months of growth data from immediately prior to commencement of treatment if the patient 
was an older child at commencement of treatment; and the result of a bone age assessment performed within the 12 
months immediately prior to commencement of treatment where the patient had a chronological age greater than 2.5 years 
at commencement of treatment.
2. 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.
3. A bone age result performed within the last 12 months where a patient has a chronological age greater than 2.5 years.
If the application is submitted through HPOS form upload or mail, it must include:
(i) details of the proposed prescription; and
(ii) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice).
Prescribe an appropriate amount of drug (maximum quantity in units) outlined within the 'Notes' section of this restriction.
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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In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
18446
Short stature and slow growth
Treatment Phase: Transitioning from non-PBS to PBS-subsidised supply - Grandfather arrangements
Treatment criteria:
• Patient must be undergoing privately funded treatment (e.g. through a clinical trial, a sponsor compassionate access 

program, supply from an overseas jurisdiction) with this drug at the time of this authority application - subsidy through this 
treatment phase must only occur once per lifetime.

Clinical criteria:
• The treatment must not be for the purposes of continuing treatment that is known to be non-efficacious for the patient - 

where an inadequate response has been observed for the most recent supply of this drug, it must have been confounded 
by at least one of the following: (i) a significant medical illness, (ii) major surgery (e.g. renal transplant), (iii) an adverse 
reaction to growth hormone, (iv) non-compliance due to social/family problems, (v) a lower than recommended (as 
specified by this drug's approved Product Information) dose,  AND 

• Patient must have had a height no higher than the 1st percentile for age plus sex at the time treatment first commenced,  
AND 

• Patient must have had a growth velocity below the 25th percentile for bone age plus sex measured over a 12 month 
interval (or a 6 month interval for an older child) prior to having commenced treatment;  OR 

• Patient must have had an annual growth velocity of no higher than 8 cm per year where the patient had either a 
bone/chronological age no higher than 2.5 years prior to having commenced treatment,  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.
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,  AND 
• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
Applications for authorisation under this treatment phase must be made via the Online PBS Authorities System (real time 
assessment) or in writing via HPOS form upload or mail and must include:
1. (a) A minimum of 12 months of growth data (height and weight measurements) from immediately prior to commencement 
of treatment, or a minimum of 6 months of growth data from immediately prior to commencement of treatment if the patient 
was an older child at commencement of treatment; and the result of a bone age assessment performed within the 12 
months immediately prior to commencement of treatment where a patient had a chronological age greater than 2.5 years at 
commencement of treatment; OR
(b) Height and weight measurements from within three months prior to commencement of treatment for a patient whose 
height was at or below the 1st percentile for age plus sex immediately prior to commencing treatment.
2. 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.
3. A bone age result performed within the last 12 months where the patient has chronological age greater than 2.5 years.
If the application is submitted through HPOS form upload or mail, it must include:
(i) details of the proposed prescription; and
(ii) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice).
Prescribe an appropriate amount of drug (maximum quantity in units) outlined within the 'Notes' section of this restriction.
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

somapacitan 10 mg/1.5 mL injection, 1.5 mL pen device
15385R Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

6 1 0.00 *2,840.46 25.00 Sogroya [NO]

somapacitan 15 mg/1.5 mL injection, 1.5 mL pen device
15367T Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

6 1 0.00 *4,236.06 25.00 Sogroya [NO]
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SOMAPACITAN
Note An appropriate amount of drug (maximum quantity in units) for this treatment phase listing per prescription, where only one 

of the two strengths is prescribed at any given time, is outlined below:
10 mg strength presentation:
Below 13 kg: up to 3 units
13 to 16 kg: up to 4 units
16 to 21 kg: up to 5 units
21 to 25 kg: up to 8 units
15 mg strength presentation:
Below 19 kg: up to 3 units
19 to 24 kg: up to 4 units
24 to 32 kg: up to 5 units
32 to 47 kg: up to 8 units

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authorisation under this restriction should be made using the Online PBS Authorities system (see 
www.servicesaustralia.gov.au/hpos)
Alternatively applications for authority to prescribe can be submitted online using the form upload facility in Health 
Professional Online Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001
Authority Required
18409
Short stature associated with biochemical growth hormone deficiency
Treatment Phase: Initial treatment
Clinical criteria:
• Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration 

less than 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 a current height at or below the 1st percentile for age and sex;  OR 
• Patient must have a current height above the 1st and at or below the 25th percentiles for age and sex and a growth 

velocity below the 25th percentile for bone age and sex measured over a 12 month interval (or a 6 month interval for an 
older child);  OR 

• Patient must have a current height above the 1st and at or below the 25th percentiles for age and sex and an annual 
growth velocity of 14 cm per year or less if the patient has a chronological age of 2 years or less;  OR 

• Patient must have a current height above the 1st and at or below the 25th percentiles for age and sex and an annual 
growth velocity of 8 cm per year or less if the patient has a bone or chronological age of 2.5 years or less,  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 
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• 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 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,  AND 
• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
Applications for authorisation under this treatment phase must be made via the Online PBS Authorities System (real time 
assessment) or in writing via HPOS form upload or mail and must include:
1. (a) A minimum of 12 months of recent growth data (height and weight measurements) or a minimum of 6 months of 
recent growth data for an older child. The most recent data must not be more than three months old at the time of 
application; or
(b) Height and weight measurements, not more than three months old at the time of application, for a patient whose current 
height is at or below the 1st percentile for age and sex.
2. A bone age result performed within the last 12 months where the patient has a chronological age greater than 2.5 years.
3. Evidence of biochemical growth hormone deficiency, including the type of tests performed and peak growth hormone 
concentrations.
If the application is submitted through HPOS form upload or mail, it must include:
(i) details of the proposed prescription; and
(ii) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice).
Prescribe an appropriate amount of drug (maximum quantity in units) outlined within the 'Notes' section of this restriction.
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
18217
Short stature associated with biochemical growth hormone deficiency
Treatment Phase: Recommencement of treatment
Treatment criteria:
• Patient must be undergoing recommencing treatment following a temporary treatment break (i.e. a lapse) from this drug 

for the stated indication above - subsidy through this treatment phase must not: (i) initiate treatment, (ii) change the 
prescribed drug, (iii) reclassify the PBS indication.

Clinical criteria:
• Patient must have had a lapse in growth hormone treatment,  AND 
• The treatment must not be for the purposes of resuming treatment that is known to be non-efficacious for the patient - 

where an inadequate response has been observed for the most recent supply of this drug, it must have been confounded 
by at least one of the following: (i) a significant medical illness, (ii) major surgery (e.g. renal transplant), (iii) an adverse 
reaction to growth hormone, (iv) non-compliance due to social/family problems, (v) a lower than recommended (as 
specified by this drug's approved Product Information) dose,  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,  AND 
• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
Applications for authorisation under this treatment phase must be made via the Online PBS Authorities System (real time 
assessment) or in writing via HPOS form upload or mail and must include:
1. Recent growth data (height and weight, not older than three months).
2. A bone age result performed within the last 12 months where a patient has a chronological age greater than 2.5 years.
If the application is submitted through HPOS form upload or mail, it must include:
(i) details of the proposed prescription; and
(ii) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice).
Prescribe an appropriate amount of drug (maximum quantity in units) outlined within the 'Notes' section of this restriction.
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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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

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
18363
Short stature associated with biochemical growth hormone deficiency
Treatment Phase: Recommencement of treatment as a reclassified patient
Treatment criteria:
• Patient must be undergoing treatment that is simultaneously: (a) recommencing treatment following a temporary break in 

treatment (i.e. a lapse), plus (b) reclassifying the PBS indication whilst continuing with the same growth hormone; subsidy 
through this treatment phase must not: (i) initiate treatment, (ii) change the prescribed drug, (iii) reclassify the PBS 
indication where the most recent authority approval was for a different growth hormone.

Clinical criteria:
• Patient must have had a lapse in growth hormone treatment,  AND 
• The treatment must not be for the purposes of continuing treatment that is known to be non-efficacious for the patient - 

where an inadequate response has been observed for the most recent supply of this drug, it must have been confounded 
by at least one of the following: (i) a significant medical illness, (ii) major surgery (e.g. renal transplant), (iii) an adverse 
reaction to growth hormone, (iv) non-compliance due to social/family problems, (v) a lower than recommended (as 
specified by this drug's approved Product Information) dose,  AND 

• Patient must have had a height at or below the 1st percentile for age and sex immediately prior to commencing treatment;  
OR 

• Patient must have had both a height above the 1st and at or below the 25th percentiles for age and sex immediately prior 
to commencing treatment and a growth velocity below the 25th percentile for bone age and sex measured over the 12 
month interval immediately prior to commencement of treatment (or the 6 month interval immediately prior to 
commencement of treatment if the patient was an older child at commencement of treatment);  OR 

• Patient must have had both a height above the 1st and at or below the 25th percentiles for age and sex immediately prior 
to commencing treatment and an annual growth velocity of 14 cm per year or less in the 12 month period immediately 
prior to commencement of treatment, if the patient had a chronological age of 2 years or less at commencement of 
treatment;  OR 

• Patient must have had both a height above the 1st and at or below the 25th percentiles for age and sex immediately prior 
to commencing treatment and an annual growth velocity of 8 cm per year or less in the 12 month period immediately prior 
to commencement of treatment, if the patient had a bone or chronological age of 2.5 years or less at commencement of 
treatment,  AND 

• Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration 
less than 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 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 
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• Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in general 
paediatrics,  AND 

• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
Applications for authorisation under this treatment phase must be made via the Online PBS Authorities System (real time 
assessment) or in writing via HPOS form upload or mail and must include:
1. (a) A minimum of 12 months of growth data (height and weight measurements) from immediately prior to commencement 
of treatment, or a minimum of 6 months of growth data from immediately prior to commencement of treatment if the patient 
was an older child at commencement of treatment; and the result of a bone age assessment performed within the 12 
months immediately prior to commencement of treatment where a patient had a chronological age greater than 2.5 years at 
commencement of treatment); OR
(b) Height and weight measurements from within three months prior to commencement of treatment for a patient whose 
height was at or below the 1st percentile for age plus sex immediately prior to commencing treatment.
2. Evidence of biochemical growth hormone deficiency, including the type of tests performed and peak growth hormone 
concentrations.
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.
4. A bone age result performed within the last 12 months where a patient has a chronological age greater than 2.5 years.
If the application is submitted through HPOS form upload or mail, it must include:
(i) details of the proposed prescription; and
(ii) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice).
Prescribe an appropriate amount of drug (maximum quantity in units) outlined within the 'Notes' section of this restriction.
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
18410
Short stature and slow growth
Treatment Phase: Initial treatment
Clinical criteria:
• Patient must have a current height at or below the 1st percentile for age and sex,  AND 
• Patient must have a growth velocity below the 25th percentile for bone age and sex measured over a 12 month interval 

(or a 6 month interval for an older child);  OR 
• Patient must have an annual growth velocity of 8 cm per year or less if the patient has a bone or chronological age of 2.5 

years or less,  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,  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.
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,  AND 
• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
Applications for authorisation under this treatment phase must be made via the Online PBS Authorities System (real time 
assessment) or in writing via HPOS form upload or mail and must include:
1. A minimum of 12 months of recent growth data (height and weight measurements) or a minimum of 6 months of recent 
growth data for an older child. The most recent data must not be more than three months old at the time of application.
2. A bone age result performed within the last 12 months where the patient has a chronological age greater than 2.5 years.
3. Confirmation of the patient's maturational or constitutional delay status.
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4. If the patient has maturational or constitutional delay, confirmation that the patient has an estimated mature height below 
the 1st adult height percentile.
If the application is submitted through HPOS form upload or mail, it must include:
(i) details of the proposed prescription; and
(ii) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice).
Prescribe an appropriate amount of drug (maximum quantity in units) outlined within the 'Notes' section of this restriction.
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
18367
Short stature and slow growth
Treatment Phase: Recommencement of treatment
Treatment criteria:
• Patient must be undergoing recommencing treatment following a temporary treatment break (i.e. a lapse) from this drug 

for the stated indication above - subsidy through this treatment phase must not: (i) initiate treatment, (ii) change the 
prescribed drug, (iii) reclassify the PBS indication.

Clinical criteria:
• Patient must have had a lapse in growth hormone treatment,  AND 
• The treatment must not be for the purposes of resuming treatment that is known to be non-efficacious for the patient - 

where an inadequate response has been observed for the most recent supply of this drug, it must have been confounded 
by at least one of the following: (i) a significant medical illness, (ii) major surgery (e.g. renal transplant), (iii) an adverse 
reaction to growth hormone, (iv) non-compliance due to social/family problems, (v) a lower than recommended (as 
specified by this drug's approved Product Information) dose,  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,  AND 
• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
Applications for authorisation under this treatment phase must be made via the Online PBS Authorities System (real time 
assessment) or in writing via HPOS form upload or mail and must include:
1. Recent growth data (height and weight, not older than three months).
2. A bone age result performed within the last 12 months where a patient has a chronological age greater than 2.5 years.
If the application is submitted through HPOS form upload or mail, it must include:
(i) details of the proposed prescription; and
(ii) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice).
Prescribe an appropriate amount of drug (maximum quantity in units) outlined within the 'Notes' section of this restriction.
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

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
18447
Short stature and slow growth
Treatment Phase: Recommencement of treatment as a reclassified patient
Treatment criteria:
• Patient must be undergoing treatment that is simultaneously: (a) recommencing treatment following a temporary break in 

treatment (i.e. a lapse), plus (b) reclassifying the PBS indication whilst continuing with the same growth hormone; subsidy 
through this treatment phase must not: (i) initiate treatment, (ii) change the prescribed drug, (iii) reclassify the PBS 
indication where the most recent authority approval was for a different growth hormone.

Clinical criteria:
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• Patient must have had a lapse in growth hormone treatment,  AND 
• The treatment must not be for the purposes of continuing treatment that is known to be non-efficacious for the patient - 

where an inadequate response has been observed for the most recent supply of this drug, it must have been confounded 
by at least one of the following: (i) a significant medical illness, (ii) major surgery (e.g. renal transplant), (iii) an adverse 
reaction to growth hormone, (iv) non-compliance due to social/family problems, (v) a lower than recommended (as 
specified by this drug's approved Product Information) dose,  AND 

• Patient must have had a height no higher than the 1st percentile for age plus sex at the time treatment first commenced,  
AND 

• Patient must have had a growth velocity below the 25th percentile for bone age plus sex measured over a 12 month 
interval (or a 6 month interval for an older child) prior to having commenced treatment;  OR 

• Patient must have had an annual growth velocity of no higher than 8 cm per year where the patient had either a 
bone/chronological age no higher than 2.5 years prior to having commenced treatment,  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.
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,  AND 
• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
Applications for authorisation under this treatment phase must be made via the Online PBS Authorities System (real time 
assessment) or in writing via HPOS form upload or mail and must include:
1. A minimum of 12 months of growth data (height and weight measurements) from immediately prior to commencement of 
treatment, or a minimum of 6 months of growth data from immediately prior to commencement of treatment if the patient 
was an older child at commencement of treatment; and the result of a bone age assessment performed within the 12 
months immediately prior to commencement of treatment where the patient had a chronological age greater than 2.5 years 
at commencement of treatment.
2. Recent growth data (height and weight, not older than three months).
3. A bone age result performed within the last 12 months where a patient has a chronological age greater than 2.5 years.
If the application is submitted through HPOS form upload or mail, it must include:
(i) details of the proposed prescription; and
(ii) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice).
Prescribe an appropriate amount of drug (maximum quantity in units) outlined within the 'Notes' section of this restriction.
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

somapacitan 10 mg/1.5 mL injection, 1.5 mL pen device
15384Q Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

8 1 0.00 *3,770.84 25.00 Sogroya [NO]

somapacitan 15 mg/1.5 mL injection, 1.5 mL pen device
15374E Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

8 1 0.00 *5,631.64 25.00 Sogroya [NO]

SOMATROGON
Note An appropriate amount of drug (maximum quantity in units) may require prescribing both strengths. Note that the 60 mg pen 

is limited to dose increments of 0.5 mg and a maximum delivered dose of 30 mg, while the 24 mg pen is limited to 0.2 mg 
increments and a maximum delivered dose of 12 mg. Rounding (up or down) the weekly dose in mg is permitted to the 
nearest multiple of 0.5 or 0.2. Note that once opened, a pen is to be discarded after 28 days. Give consideration to strengths 
and combinations that minimise drug wastage.

Note Prescribe an appropriate amount of drug (maximum quantity in units) that facilitates approximately 13 weeks of treatment 
per dispensing based on the Product Information recommended dosing of 0.66 mg/kg/week. Request up to 1 repeat 
prescription. With 1 repeat prescription, this treatment phase listing intends to provide approximately 26 weeks of treatment.
See the table located on the following webpage which lists a range of patient weights (kg) and the corresponding number of 
units and combination of strengths to be sought in an authority application:
https://www.pbs.gov.au/browse/section100-gh
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Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authorisation under this restriction should be made using the Online PBS Authorities system (see 
www.servicesaustralia.gov.au/hpos)
Alternatively applications for authority to prescribe can be submitted online using the form upload facility in Health 
Professional Online Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001
Authority Required
18449
Short stature associated with biochemical growth hormone deficiency
Treatment Phase: Continuing treatment
Treatment criteria:
• Patient must be undergoing continuing PBS-subsidised therapy with this drug - subsidy through this treatment phase 

must not: (i) initiate treatment, (ii) change the prescribed drug, (iii) recommence treatment, (iv) reclassify the PBS 
indication.

Clinical criteria:
• Patient must have achieved the 50th percentile growth velocity for bone age plus sex following the most recent supply;  

OR 
• Patient must have achieved an increase in height standard deviation score for chronological age plus sex following the 

most recent supply;  OR 
• Patient must have achieved a minimum growth velocity of 4 cm per year following the most recent supply;  OR 
• Patient must have achieved a mid-parental height standard deviation score following the most recent supply;  OR 
• The treatment must have been administered at a dose that is lower than that recommended in the approved Product 

Information in the most recent supply,  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:
• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
Applications for authorisation under this treatment phase must be made via the Online PBS Authorities System (real time 
assessment) or in writing via HPOS form upload or mail and must include:
1. 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.
2. A bone age result performed within the last 12 months where the patient has a chronological age greater than 2.5 years.
3. The final adult height (in cm) of the patient's mother and father (where available).
If the application is submitted through HPOS form upload or mail, it must include:
(i) details of the proposed prescription; and
(ii) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice).
Prescribe an appropriate amount of drug (maximum quantity in units) outlined within the 'Notes' section of this restriction.
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
18444
Short stature associated with biochemical growth hormone deficiency
Treatment Phase: Change of drug
Treatment criteria:
• Patient must be undergoing existing PBS-subsidised growth hormone treatment where the prescribed drug is changing 

within the same PBS indication - subsidy through this treatment phase must not: (i) initiate treatment, (ii) recommence 
treatment, (iii) reclassify the PBS indication.

Clinical criteria:
• Patient must have been treated with PBS-subsidised growth hormone for less than 32 weeks;  OR 
• Patient must have been treated with PBS-subsidised growth hormone for at least 32 weeks, with an adequate response 

to treatment (as defined further below) having been demonstrated;  OR 
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• Patient must have been treated with PBS-subsidised growth hormone for at least 32 weeks, with an adequate response 
to treatment (as defined further below) not demonstrated due to at least one of: (i) a significant medical illness, (ii) major 
surgery (e.g. renal transplant), (iii) an adverse reaction to growth hormone, (iv) non-compliance to treatment arising from 
social/family problems, (v) sub-optimal dosing (i.e. the dose was less than the permitted upper dose range),  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 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,  AND 
• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
Definition:
An adequate response to the preceding supply of growth hormone for which the patient is changing from is one where the 
patient, for their sex, has achieved at least one of:
(a) the 50th percentile growth velocity for bone age;
(b) an increase in height standard deviation score for chronological age;
(c) a minimum growth velocity of 4 cm per year;
(d) a mid-parental height standard deviation score.
Applications for authorisation under this treatment phase must be made via the Online PBS Authorities System (real time 
assessment) or in writing via HPOS form upload or mail and must include:
1. 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.
2. A bone age result performed within the last 12 months where the patient has a chronological age greater than 2.5 years.
Where growth data has been supplied within 3 months of this authority application, do not resupply this data.
If the application is submitted through HPOS form upload or mail, it must include:
(i) details of the proposed prescription; and
(ii) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice).
Prescribe an appropriate amount of drug (maximum quantity in units) outlined within the 'Notes' section of this restriction.
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
18223
Short stature associated with biochemical growth hormone deficiency
Treatment Phase: Continuing treatment as a reclassified patient
Treatment criteria:
• Patient must be undergoing continuing PBS-subsidised therapy with this drug where the most recent authority approval 

for this drug was for a different PBS indication to that stated above - subsidy through this treatment phase must not: (i) 
initiate treatment, (ii) change the prescribed drug, (iii) recommence treatment, (iv) reclassify the PBS indication where the 
most recent authority approval was for a different growth hormone, (v) reclassify the PBS indication and recommence 
treatment simultaneously.

Clinical criteria:
• The treatment must not be for the purposes of continuing treatment that is known to be non-efficacious for the patient - 

where an inadequate response has been observed for the most recent supply of this drug, it must have been confounded 
by at least one of the following: (i) a significant medical illness, (ii) major surgery (e.g. renal transplant), (iii) an adverse 
reaction to growth hormone, (iv) non-compliance due to social/family problems, (v) a lower than recommended (as 
specified by this drug's approved Product Information) dose,  AND 

• Patient must have had a height at or below the 1st percentile for age and sex immediately prior to commencing treatment;  
OR 

• Patient must have had both a height above the 1st and at or below the 25th percentiles for age and sex immediately prior 
to commencing treatment and a growth velocity below the 25th percentile for bone age and sex measured over the 12 
month interval immediately prior to commencement of treatment (or the 6 month interval immediately prior to 
commencement of treatment if the patient was an older child at commencement of treatment);  OR 

• Patient must have had both a height above the 1st and at or below the 25th percentiles for age and sex immediately prior 
to commencing treatment and an annual growth velocity of 14 cm per year or less in the 12 month period immediately 
prior to commencement of treatment, if the patient had a chronological age of 2 years or less at commencement of 
treatment;  OR 

• Patient must have had both a height above the 1st and at or below the 25th percentiles for age and sex immediately prior 
to commencing treatment and an annual growth velocity of 8 cm per year or less in the 12 month period immediately prior 
to commencement of treatment, if the patient had a bone or chronological age of 2.5 years or less at commencement of 
treatment,  AND 
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• Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration 
less than 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 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,  AND 
• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
Prescribe an appropriate amount of drug (maximum quantity in units) outlined within the 'Notes' section of this restriction.
Applications for authorisation under this treatment phase must be made via the Online PBS Authorities System (real time 
assessment) or in writing via HPOS form upload or mail and must include:
1. (a) A minimum of 12 months of growth data (height and weight measurements) from immediately prior to commencement 
of treatment, or a minimum of 6 months of growth data from immediately prior to commencement of treatment if the patient 
was an older child at commencement of treatment; and the result of a bone age assessment performed within the 12 
months immediately prior to commencement of treatment where a patient had a chronological age greater than 2.5 years at 
commencement of treatment); OR
(b) Height and weight measurements from within three months prior to commencement of treatment for a patient whose 
height was at or below the 1st percentile for age plus sex immediately prior to commencing treatment.
2. Evidence of biochemical growth hormone deficiency, including the type of tests performed and peak growth hormone 
concentrations.
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.
4. A bone age result performed within the last 12 months where a patient has a chronological age greater than 2.5 years.
If the application is submitted through HPOS form upload or mail, it must include:
(i) details of the proposed prescription; and
(ii) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice).
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
18477
Short stature associated with biochemical growth hormone deficiency
Treatment Phase: Transitioning from non-PBS to PBS-subsidised supply - Grandfather arrangements
Treatment criteria:
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• Patient must be undergoing privately funded treatment (e.g. through a clinical trial, a sponsor compassionate access 
program, supply from an overseas jurisdiction) with this drug at the time of this authority application - subsidy through this 
treatment phase must only occur once per lifetime.

Clinical criteria:
• The treatment must not be for the purposes of continuing treatment that is known to be non-efficacious for the patient - 

where an inadequate response has been observed for the most recent supply of this drug, it must have been confounded 
by at least one of the following: (i) a significant medical illness, (ii) major surgery (e.g. renal transplant), (iii) an adverse 
reaction to growth hormone, (iv) non-compliance due to social/family problems, (v) a lower than recommended (as 
specified by this drug's approved Product Information) dose,  AND 

• Patient must have had a height at or below the 1st percentile for age and sex immediately prior to commencing treatment;  
OR 

• Patient must have had both a height above the 1st and at or below the 25th percentiles for age and sex immediately prior 
to commencing treatment and a growth velocity below the 25th percentile for bone age and sex measured over the 12 
month interval immediately prior to commencement of treatment (or the 6 month interval immediately prior to 
commencement of treatment if the patient was an older child at commencement of treatment);  OR 

• Patient must have had both a height above the 1st and at or below the 25th percentiles for age and sex immediately prior 
to commencing treatment and an annual growth velocity of 14 cm per year or less in the 12 month period immediately 
prior to commencement of treatment, if the patient had a chronological age of 2 years or less at commencement of 
treatment;  OR 

• Patient must have had both a height above the 1st and at or below the 25th percentiles for age and sex immediately prior 
to commencing treatment and an annual growth velocity of 8 cm per year or less in the 12 month period immediately prior 
to commencement of treatment, if the patient had a bone or chronological age of 2.5 years or less at commencement of 
treatment,  AND 

• Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration 
less than 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 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,  AND 
• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
Applications for authorisation under this treatment phase must be made via the Online PBS Authorities System (real time 
assessment) or in writing via HPOS form upload or mail and must include:
1. (a) A minimum of 12 months of growth data (height and weight measurements) from immediately prior to commencement 
of treatment, or a minimum of 6 months of growth data from immediately prior to commencement of treatment if the patient 
was an older child at commencement of treatment; and the result of a bone age assessment performed within the 12 
months immediately prior to commencement of treatment where a patient had a chronological age greater than 2.5 years at 
commencement of treatment); OR
(b) Height and weight measurements from within three months prior to commencement of treatment for a patient whose 
height was at or below the 1st percentile for age plus sex immediately prior to commencing treatment.
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2. Evidence of biochemical growth hormone deficiency, including the type of tests performed and peak growth hormone 
concentrations.
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.
4. A bone age result performed within the last 12 months where a patient has a chronological age greater than 2.5 years.
If the application is submitted through HPOS form upload or mail, it must include:
(i) details of the proposed prescription; and
(ii) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice).
Prescribe an appropriate amount of drug (maximum quantity in units) outlined within the 'Notes' section of this restriction.
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
18445
Short stature and slow growth
Treatment Phase: Continuing treatment
Treatment criteria:
• Patient must be undergoing continuing PBS-subsidised therapy with this drug - subsidy through this treatment phase 

must not: (i) initiate treatment, (ii) change the prescribed drug, (iii) recommence treatment, (iv) reclassify the PBS 
indication.

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 achieved the 50th percentile growth velocity for bone age plus sex following the most recent supply;  

OR 
• Patient must have achieved an increase in height standard deviation score for chronological age plus sex following the 

most recent supply;  OR 
• Patient must have achieved a minimum growth velocity of 4 cm per year following the most recent supply;  OR 
• Patient must have achieved a mid-parental height standard deviation score following the most recent supply;  OR 
• The treatment must have been administered at a dose that is lower than that recommended in the approved Product 

Information in the most recent supply,  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:
• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
Applications for authorisation under this treatment phase must be made via the Online PBS Authorities System (real time 
assessment) or in writing via HPOS form upload or mail and must include:
1. 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.
2. A bone age result performed within the last 12 months where the patient has a chronological age greater than 2.5 years.
3. The final adult height (in cm) of the patient's mother and father (where available).
If the application is submitted through HPOS form upload or mail, it must include:
(i) details of the proposed prescription; and
(ii) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice).
Prescribe an appropriate amount of drug (maximum quantity in units) outlined within the 'Notes' section of this restriction.
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
18411
Short stature and slow growth
Treatment Phase: Change of drug
Treatment criteria:
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• Patient must be undergoing existing PBS-subsidised growth hormone treatment where the prescribed drug is changing 
within the same PBS indication - subsidy through this treatment phase must not: (i) initiate treatment, (ii) recommence 
treatment, (iii) reclassify the PBS indication.

Clinical criteria:
• Patient must have been treated with PBS-subsidised growth hormone for less than 32 weeks;  OR 
• Patient must have been treated with PBS-subsidised growth hormone for at least 32 weeks, with an adequate response 

to treatment (as defined further below) having been demonstrated;  OR 
• Patient must have been treated with PBS-subsidised growth hormone for at least 32 weeks, with an adequate response 

to treatment (as defined further below) not demonstrated due to at least one of: (i) a significant medical illness, (ii) major 
surgery (e.g. renal transplant), (iii) an adverse reaction to growth hormone, (iv) non-compliance to treatment arising from 
social/family problems, (v) sub-optimal dosing (i.e. the dose was less than the permitted upper dose range),  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 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,  AND 
• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
Definition:
An adequate response to the preceding supply of growth hormone for which the patient is changing from is one where the 
patient, for their sex, has achieved at least one of:
(a) the 50th percentile growth velocity for bone age;
(b) an increase in height standard deviation score for chronological age;
(c) a minimum growth velocity of 4 cm per year;
(d) a mid-parental height standard deviation score.
Applications for authorisation under this treatment phase must be made via the Online PBS Authorities System (real time 
assessment) or in writing via HPOS form upload or mail and must include:
1. 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.
2. A bone age result performed within the last 12 months where the patient has a chronological age greater than 2.5 years.
Where growth data has been supplied within 3 months of this authority application, do not resupply this data.
If the application is submitted through HPOS form upload or mail, it must include:
(i) details of the proposed prescription; and
(ii) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice).
Prescribe an appropriate amount of drug (maximum quantity in units) outlined within the 'Notes' section of this restriction.
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
18224
Short stature and slow growth
Treatment Phase: Continuing treatment as a reclassified patient
Treatment criteria:
• Patient must be undergoing continuing PBS-subsidised therapy with this drug where the most recent authority approval 

for this drug was for a different PBS indication to that stated above - subsidy through this treatment phase must not: (i) 
initiate treatment, (ii) change the prescribed drug, (iii) recommence treatment, (iv) reclassify the PBS indication where the 
most recent authority approval was for a different growth hormone, (v) reclassify the PBS indication and recommence 
treatment simultaneously.

Clinical criteria:
• The treatment must not be for the purposes of continuing treatment that is known to be non-efficacious for the patient - 

where an inadequate response has been observed for the most recent supply of this drug, it must have been confounded 
by at least one of the following: (i) a significant medical illness, (ii) major surgery (e.g. renal transplant), (iii) an adverse 
reaction to growth hormone, (iv) non-compliance due to social/family problems, (v) a lower than recommended (as 
specified by this drug's approved Product Information) dose,  AND 

• Patient must have had a height no higher than the 1st percentile for age plus sex at the time treatment first commenced,  
AND 

• Patient must have had a growth velocity below the 25th percentile for bone age plus sex measured over a 12 month 
interval (or a 6 month interval for an older child) prior to having commenced treatment;  OR 
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• Patient must have had an annual growth velocity of no higher than 8 cm per year where the patient had either a 
bone/chronological age no higher than 2.5 years prior to having commenced treatment,  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,  AND 
• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
Applications for authorisation under this treatment phase must be made via the Online PBS Authorities System (real time 
assessment) or in writing via HPOS form upload or mail and must include:
1. A minimum of 12 months of growth data (height and weight measurements) from immediately prior to commencement of 
treatment, or a minimum of 6 months of growth data from immediately prior to commencement of treatment if the patient 
was an older child at commencement of treatment; and the result of a bone age assessment performed within the 12 
months immediately prior to commencement of treatment where the patient had a chronological age greater than 2.5 years 
at commencement of treatment.
2. 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.
3. A bone age result performed within the last 12 months where a patient has a chronological age greater than 2.5 years.
If the application is submitted through HPOS form upload or mail, it must include:
(i) details of the proposed prescription; and
(ii) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice).
Prescribe an appropriate amount of drug (maximum quantity in units) outlined within the 'Notes' section of this restriction.
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
18446
Short stature and slow growth
Treatment Phase: Transitioning from non-PBS to PBS-subsidised supply - Grandfather arrangements
Treatment criteria:
• Patient must be undergoing privately funded treatment (e.g. through a clinical trial, a sponsor compassionate access 

program, supply from an overseas jurisdiction) with this drug at the time of this authority application - subsidy through this 
treatment phase must only occur once per lifetime.

Clinical criteria:
• The treatment must not be for the purposes of continuing treatment that is known to be non-efficacious for the patient - 

where an inadequate response has been observed for the most recent supply of this drug, it must have been confounded 
by at least one of the following: (i) a significant medical illness, (ii) major surgery (e.g. renal transplant), (iii) an adverse 
reaction to growth hormone, (iv) non-compliance due to social/family problems, (v) a lower than recommended (as 
specified by this drug's approved Product Information) dose,  AND 

• Patient must have had a height no higher than the 1st percentile for age plus sex at the time treatment first commenced,  
AND 

• Patient must have had a growth velocity below the 25th percentile for bone age plus sex measured over a 12 month 
interval (or a 6 month interval for an older child) prior to having commenced treatment;  OR 

• Patient must have had an annual growth velocity of no higher than 8 cm per year where the patient had either a 
bone/chronological age no higher than 2.5 years prior to having commenced treatment,  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.
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,  AND 

• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
Applications for authorisation under this treatment phase must be made via the Online PBS Authorities System (real time 
assessment) or in writing via HPOS form upload or mail and must include:
1. (a) A minimum of 12 months of growth data (height and weight measurements) from immediately prior to commencement 
of treatment, or a minimum of 6 months of growth data from immediately prior to commencement of treatment if the patient 
was an older child at commencement of treatment; and the result of a bone age assessment performed within the 12 
months immediately prior to commencement of treatment where a patient had a chronological age greater than 2.5 years at 
commencement of treatment; OR
(b) Height and weight measurements from within three months prior to commencement of treatment for a patient whose 
height was at or below the 1st percentile for age plus sex immediately prior to commencing treatment.
2. 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.
3. A bone age result performed within the last 12 months where the patient has chronological age greater than 2.5 years.
If the application is submitted through HPOS form upload or mail, it must include:
(i) details of the proposed prescription; and
(ii) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice).
Prescribe an appropriate amount of drug (maximum quantity in units) outlined within the 'Notes' section of this restriction.
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

somatrogon 24 mg/1.2 mL injection, 1.2 mL pen device
13130C Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 1 0.00 384.16 25.00 Ngenla [PF]

somatrogon 60 mg/1.2 mL injection, 1.2 mL pen device
13125T Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 1 0.00 946.54 25.00 Ngenla [PF]

SOMATROGON
Note An appropriate amount of drug (maximum quantity in units) may require prescribing both strengths. Note that the 60 mg pen 

is limited to dose increments of 0.5 mg and a maximum delivered dose of 30 mg, while the 24 mg pen is limited to 0.2 mg 
increments and a maximum delivered dose of 12 mg. Rounding (up or down) the weekly dose in mg is permitted to the 
nearest multiple of 0.5 or 0.2. Note that once opened, a pen is to be discarded after 28 days. Give consideration to strengths 
and combinations that minimise drug wastage.

Note Prescribe an appropriate amount of drug (maximum quantity in units) that facilitates approximately 16 weeks of treatment 
per dispensing based on the Product Information recommended dosing of 0.66 mg/kg/week. Request up to 1 repeat 
prescription. With 1 repeat prescription, this treatment phase listing intends to provide approximately 32 weeks of treatment.
See the table located on the following webpage which lists a range of patient weights (kg) and the corresponding number of 
units and combination of strengths to be sought in an authority application:
https://www.pbs.gov.au/browse/section100-gh

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authorisation under this restriction should be made using the Online PBS Authorities system (see 
www.servicesaustralia.gov.au/hpos)
Alternatively applications for authority to prescribe can be submitted online using the form upload facility in Health 
Professional Online Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001
Authority Required
18409
Short stature associated with biochemical growth hormone deficiency
Treatment Phase: Initial treatment
Clinical criteria:
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• Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration 
less than 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 a current height at or below the 1st percentile for age and sex;  OR 
• Patient must have a current height above the 1st and at or below the 25th percentiles for age and sex and a growth 

velocity below the 25th percentile for bone age and sex measured over a 12 month interval (or a 6 month interval for an 
older child);  OR 

• Patient must have a current height above the 1st and at or below the 25th percentiles for age and sex and an annual 
growth velocity of 14 cm per year or less if the patient has a chronological age of 2 years or less;  OR 

• Patient must have a current height above the 1st and at or below the 25th percentiles for age and sex and an annual 
growth velocity of 8 cm per year or less if the patient has a bone or chronological age of 2.5 years or less,  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.
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,  AND 
• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
Applications for authorisation under this treatment phase must be made via the Online PBS Authorities System (real time 
assessment) or in writing via HPOS form upload or mail and must include:
1. (a) A minimum of 12 months of recent growth data (height and weight measurements) or a minimum of 6 months of 
recent growth data for an older child. The most recent data must not be more than three months old at the time of 
application; or
(b) Height and weight measurements, not more than three months old at the time of application, for a patient whose current 
height is at or below the 1st percentile for age and sex.
2. A bone age result performed within the last 12 months where the patient has a chronological age greater than 2.5 years.
3. Evidence of biochemical growth hormone deficiency, including the type of tests performed and peak growth hormone 
concentrations.
If the application is submitted through HPOS form upload or mail, it must include:
(i) details of the proposed prescription; and
(ii) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice).
Prescribe an appropriate amount of drug (maximum quantity in units) outlined within the 'Notes' section of this restriction.
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
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18217
Short stature associated with biochemical growth hormone deficiency
Treatment Phase: Recommencement of treatment
Treatment criteria:
• Patient must be undergoing recommencing treatment following a temporary treatment break (i.e. a lapse) from this drug 

for the stated indication above - subsidy through this treatment phase must not: (i) initiate treatment, (ii) change the 
prescribed drug, (iii) reclassify the PBS indication.

Clinical criteria:
• Patient must have had a lapse in growth hormone treatment,  AND 
• The treatment must not be for the purposes of resuming treatment that is known to be non-efficacious for the patient - 

where an inadequate response has been observed for the most recent supply of this drug, it must have been confounded 
by at least one of the following: (i) a significant medical illness, (ii) major surgery (e.g. renal transplant), (iii) an adverse 
reaction to growth hormone, (iv) non-compliance due to social/family problems, (v) a lower than recommended (as 
specified by this drug's approved Product Information) dose,  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,  AND 
• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
Applications for authorisation under this treatment phase must be made via the Online PBS Authorities System (real time 
assessment) or in writing via HPOS form upload or mail and must include:
1. Recent growth data (height and weight, not older than three months).
2. A bone age result performed within the last 12 months where a patient has a chronological age greater than 2.5 years.
If the application is submitted through HPOS form upload or mail, it must include:
(i) details of the proposed prescription; and
(ii) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice).
Prescribe an appropriate amount of drug (maximum quantity in units) outlined within the 'Notes' section of this restriction.
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

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
18363
Short stature associated with biochemical growth hormone deficiency
Treatment Phase: Recommencement of treatment as a reclassified patient
Treatment criteria:
• Patient must be undergoing treatment that is simultaneously: (a) recommencing treatment following a temporary break in 

treatment (i.e. a lapse), plus (b) reclassifying the PBS indication whilst continuing with the same growth hormone; subsidy 
through this treatment phase must not: (i) initiate treatment, (ii) change the prescribed drug, (iii) reclassify the PBS 
indication where the most recent authority approval was for a different growth hormone.

Clinical criteria:
• Patient must have had a lapse in growth hormone treatment,  AND 
• The treatment must not be for the purposes of continuing treatment that is known to be non-efficacious for the patient - 

where an inadequate response has been observed for the most recent supply of this drug, it must have been confounded 
by at least one of the following: (i) a significant medical illness, (ii) major surgery (e.g. renal transplant), (iii) an adverse 
reaction to growth hormone, (iv) non-compliance due to social/family problems, (v) a lower than recommended (as 
specified by this drug's approved Product Information) dose,  AND 

• Patient must have had a height at or below the 1st percentile for age and sex immediately prior to commencing treatment;  
OR 

• Patient must have had both a height above the 1st and at or below the 25th percentiles for age and sex immediately prior 
to commencing treatment and a growth velocity below the 25th percentile for bone age and sex measured over the 12 
month interval immediately prior to commencement of treatment (or the 6 month interval immediately prior to 
commencement of treatment if the patient was an older child at commencement of treatment);  OR 

• Patient must have had both a height above the 1st and at or below the 25th percentiles for age and sex immediately prior 
to commencing treatment and an annual growth velocity of 14 cm per year or less in the 12 month period immediately 
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prior to commencement of treatment, if the patient had a chronological age of 2 years or less at commencement of 
treatment;  OR 

• Patient must have had both a height above the 1st and at or below the 25th percentiles for age and sex immediately prior 
to commencing treatment and an annual growth velocity of 8 cm per year or less in the 12 month period immediately prior 
to commencement of treatment, if the patient had a bone or chronological age of 2.5 years or less at commencement of 
treatment,  AND 

• Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration 
less than 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 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,  AND 
• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
Applications for authorisation under this treatment phase must be made via the Online PBS Authorities System (real time 
assessment) or in writing via HPOS form upload or mail and must include:
1. (a) A minimum of 12 months of growth data (height and weight measurements) from immediately prior to commencement 
of treatment, or a minimum of 6 months of growth data from immediately prior to commencement of treatment if the patient 
was an older child at commencement of treatment; and the result of a bone age assessment performed within the 12 
months immediately prior to commencement of treatment where a patient had a chronological age greater than 2.5 years at 
commencement of treatment); OR
(b) Height and weight measurements from within three months prior to commencement of treatment for a patient whose 
height was at or below the 1st percentile for age plus sex immediately prior to commencing treatment.
2. Evidence of biochemical growth hormone deficiency, including the type of tests performed and peak growth hormone 
concentrations.
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.
4. A bone age result performed within the last 12 months where a patient has a chronological age greater than 2.5 years.
If the application is submitted through HPOS form upload or mail, it must include:
(i) details of the proposed prescription; and
(ii) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice).
Prescribe an appropriate amount of drug (maximum quantity in units) outlined within the 'Notes' section of this restriction.
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
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Authority Required
18410
Short stature and slow growth
Treatment Phase: Initial treatment
Clinical criteria:
• Patient must have a current height at or below the 1st percentile for age and sex,  AND 
• Patient must have a growth velocity below the 25th percentile for bone age and sex measured over a 12 month interval 

(or a 6 month interval for an older child);  OR 
• Patient must have an annual growth velocity of 8 cm per year or less if the patient has a bone or chronological age of 2.5 

years or less,  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,  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.
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,  AND 
• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
Applications for authorisation under this treatment phase must be made via the Online PBS Authorities System (real time 
assessment) or in writing via HPOS form upload or mail and must include:
1. A minimum of 12 months of recent growth data (height and weight measurements) or a minimum of 6 months of recent 
growth data for an older child. The most recent data must not be more than three months old at the time of application.
2. A bone age result performed within the last 12 months where the patient has a chronological age greater than 2.5 years.
3. Confirmation of the patient's maturational or constitutional delay status.
4. If the patient has maturational or constitutional delay, confirmation that the patient has an estimated mature height below 
the 1st adult height percentile.
If the application is submitted through HPOS form upload or mail, it must include:
(i) details of the proposed prescription; and
(ii) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice).
Prescribe an appropriate amount of drug (maximum quantity in units) outlined within the 'Notes' section of this restriction.
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
18367
Short stature and slow growth
Treatment Phase: Recommencement of treatment
Treatment criteria:
• Patient must be undergoing recommencing treatment following a temporary treatment break (i.e. a lapse) from this drug 

for the stated indication above - subsidy through this treatment phase must not: (i) initiate treatment, (ii) change the 
prescribed drug, (iii) reclassify the PBS indication.

Clinical criteria:
• Patient must have had a lapse in growth hormone treatment,  AND 
• The treatment must not be for the purposes of resuming treatment that is known to be non-efficacious for the patient - 

where an inadequate response has been observed for the most recent supply of this drug, it must have been confounded 
by at least one of the following: (i) a significant medical illness, (ii) major surgery (e.g. renal transplant), (iii) an adverse 
reaction to growth hormone, (iv) non-compliance due to social/family problems, (v) a lower than recommended (as 
specified by this drug's approved Product Information) dose,  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 
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• 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,  AND 
• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
Applications for authorisation under this treatment phase must be made via the Online PBS Authorities System (real time 
assessment) or in writing via HPOS form upload or mail and must include:
1. Recent growth data (height and weight, not older than three months).
2. A bone age result performed within the last 12 months where a patient has a chronological age greater than 2.5 years.
If the application is submitted through HPOS form upload or mail, it must include:
(i) details of the proposed prescription; and
(ii) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice).
Prescribe an appropriate amount of drug (maximum quantity in units) outlined within the 'Notes' section of this restriction.
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

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
18447
Short stature and slow growth
Treatment Phase: Recommencement of treatment as a reclassified patient
Treatment criteria:
• Patient must be undergoing treatment that is simultaneously: (a) recommencing treatment following a temporary break in 

treatment (i.e. a lapse), plus (b) reclassifying the PBS indication whilst continuing with the same growth hormone; subsidy 
through this treatment phase must not: (i) initiate treatment, (ii) change the prescribed drug, (iii) reclassify the PBS 
indication where the most recent authority approval was for a different growth hormone.

Clinical criteria:
• Patient must have had a lapse in growth hormone treatment,  AND 
• The treatment must not be for the purposes of continuing treatment that is known to be non-efficacious for the patient - 

where an inadequate response has been observed for the most recent supply of this drug, it must have been confounded 
by at least one of the following: (i) a significant medical illness, (ii) major surgery (e.g. renal transplant), (iii) an adverse 
reaction to growth hormone, (iv) non-compliance due to social/family problems, (v) a lower than recommended (as 
specified by this drug's approved Product Information) dose,  AND 

• Patient must have had a height no higher than the 1st percentile for age plus sex at the time treatment first commenced,  
AND 

• Patient must have had a growth velocity below the 25th percentile for bone age plus sex measured over a 12 month 
interval (or a 6 month interval for an older child) prior to having commenced treatment;  OR 

• Patient must have had an annual growth velocity of no higher than 8 cm per year where the patient had either a 
bone/chronological age no higher than 2.5 years prior to having commenced treatment,  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.
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,  AND 
• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
Applications for authorisation under this treatment phase must be made via the Online PBS Authorities System (real time 
assessment) or in writing via HPOS form upload or mail and must include:
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1. A minimum of 12 months of growth data (height and weight measurements) from immediately prior to commencement of 
treatment, or a minimum of 6 months of growth data from immediately prior to commencement of treatment if the patient 
was an older child at commencement of treatment; and the result of a bone age assessment performed within the 12 
months immediately prior to commencement of treatment where the patient had a chronological age greater than 2.5 years 
at commencement of treatment.
2. Recent growth data (height and weight, not older than three months).
3. A bone age result performed within the last 12 months where a patient has a chronological age greater than 2.5 years.
If the application is submitted through HPOS form upload or mail, it must include:
(i) details of the proposed prescription; and
(ii) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice).
Prescribe an appropriate amount of drug (maximum quantity in units) outlined within the 'Notes' section of this restriction.
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

somatrogon 24 mg/1.2 mL injection, 1.2 mL pen device
13119L Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 1 0.00 384.16 25.00 Ngenla [PF]

somatrogon 60 mg/1.2 mL injection, 1.2 mL pen device
13120M Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 1 0.00 946.54 25.00 Ngenla [PF]

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

operation 8 a.m. to 5 p.m. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001
Authority Required
17255
Short stature and slow growth
Treatment Phase: Initial treatment
Clinical criteria:
• Patient must have a current height at or below the 1st percentile for age and sex,  AND 
• Patient must have a growth velocity below the 25th percentile for bone age and sex measured over a 12 month interval 

(or a 6 month interval for an older child);  OR 
• Patient must have an annual growth velocity of 8 cm per year or less if the patient has a bone or chronological age of 2.5 

years or less,  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,  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.
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,  AND 
• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
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An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
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 
2025 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. Details of the proposed prescription; AND
2. A completed Growth Hormone Authority Application Supporting Information Form for initial treatment; AND
3. A minimum of 12 months of recent growth data (height and weight measurements) or a minimum of 6 months of recent 
growth data for an older child. The most recent data must not be more than three months old at the time of application; AND
4. A bone age result performed within the last 12 months (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17252
Short stature associated with biochemical growth hormone deficiency
Treatment Phase: Initial treatment
Clinical criteria:
• Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration 

less than 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 a current height at or below the 1st percentile for age and sex;  OR 
• Patient must have a current height above the 1st and at or below the 25th percentiles for age and sex and a growth 

velocity below the 25th percentile for bone age and sex measured over a 12 month interval (or a 6 month interval for an 
older child);  OR 

• Patient must have a current height above the 1st and at or below the 25th percentiles for age and sex and an annual 
growth velocity of 14 cm per year or less if the patient has a chronological age of 2 years or less;  OR 

• Patient must have a current height above the 1st and at or below the 25th percentiles for age and sex and an annual 
growth velocity of 8 cm per year or less if the patient has a bone or chronological age of 2.5 years or less,  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.
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,  AND 

• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
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 
2025 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. Details of the proposed prescription; 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 measurements) or a minimum of 6 months of 
recent growth data for an older child. The most recent data must not be more than three months old at the time of 
application; OR
(b) Height and weight measurements, not more than three months old at the time of application, for a patient whose current 
height is at or below the 1st percentile for age and sex; AND
4. A bone age result performed within the last 12 months (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17259
Growth retardation secondary to an intracranial lesion, or cranial irradiation
Treatment Phase: Initial treatment
Clinical criteria:
• Patient must have had an intracranial lesion which is under appropriate observation and management;  OR 
• Patient must have received cranial irradiation without having had an intracranial lesion, and is under appropriate 

observation and management,  AND 
• Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration 

less than 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 a current height at or below the 1st percentile for age and sex;  OR 
• Patient must have a current height above the 1st percentile for age and sex and a growth velocity below the 25th 

percentile for bone age and sex measured over a 12 month interval (or a 6 month interval for an older child);  OR 
• Patient must have a current height above the 1st percentile for age and sex and an annual growth velocity of 14 cm per 

year or less if the patient has a chronological age of 2 years or less;  OR 
• Patient must have a current height above the 1st percentile for age and sex and an annual growth velocity of 8 cm per 

year or less if the patient has a bone or chronological age of 2.5 years or less,  AND 
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• 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.
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.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
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 
2025 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. Details of the proposed prescription; 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 measurements) or a minimum of 6 months of 
recent growth data for an older child. The most recent data must not be more than three months old at the time of 
application; OR
(b) Height and weight measurements, not more than three months old at the time of application, for a patient whose current 
height is at or below the 1st percentile for age and sex; AND
4. A bone age result performed within the last 12 months (except for a patient whose chronological age is 2.5 years or less); 
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 which is under appropriate observation and management; 
OR
(b) Confirmation that the patient has received cranial irradiation without having had an intracranial lesion and is under 
appropriate observation and management; 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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17256
Risk of hypoglycaemia secondary to growth hormone deficiency in neonates/infants
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 chronological age of less than 2 years,  AND 
• Patient must have a documented clinical risk of hypoglycaemia,  AND 
• Patient must have documented evidence that the risk of hypoglycaemia is secondary to biochemical growth hormone 

deficiency,  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.
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 
2025 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. Details of the proposed prescription; AND
2. A completed Growth Hormone Authority Application Supporting Information Form for initial treatment; AND
3. Recent growth data (height and weight, not older than three months); AND
4. Confirmation that the patient has a documented clinical risk of hypoglycaemia; AND
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5. Confirmation that the patient has documented evidence that the risk of hypoglycaemia is secondary to biochemical growth 
hormone deficiency; AND
6. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to 
provide sufficient drug for 16 weeks worth of treatment (with up to 1 repeat allowed).
Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to 
demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These 
records must be kept for 2 years after the date the prescription to which the records relate is written.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17250
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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 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.
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 
2025 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. Details of the proposed prescription; 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 (except for a patient whose chronological age is 2.5 years or less); 
AND
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5. Evidence of biochemical growth hormone deficiency, including the type of tests performed and peak growth hormone 
concentrations; AND
6. 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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17263
Hypothalamic-pituitary disease secondary to a structural lesion, with hypothalamic obesity driven growth
Treatment Phase: Initial treatment
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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 have a growth velocity above the 25th percentile for bone age and sex measured over a 12 month interval 

(or a 6 month interval for an older child);  OR 
• Patient must have an annual growth velocity of greater than 14 cm per year if the patient has a chronological age of 2 

years or less;  OR 
• Patient must have an annual growth velocity of greater than 8 cm per year if the patient has a bone or chronological age 

of 2.5 years or less,  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.
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.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
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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 
2025 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. Details of the proposed prescription; AND
2. A completed Growth Hormone Authority Application Supporting Information Form for initial treatment; AND
3. A minimum of 12 months of recent growth data (height and weight measurements) or a minimum of 6 months of recent 
growth data for an older child. The most recent data must not be more than three months old at the time of application; AND
4. A bone age result performed within the last 12 months (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17261
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 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 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 height greater than or equal to 155.0cm,  AND 
• Patient must not have a bone age of 13.5 years or greater.
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 
2025 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. Details of the proposed prescription; 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 (except for a patient whose chronological age is 2.5 years or less); 
AND
5. Confirmation that the patient has diagnostic results consistent with Turner syndrome; AND
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6. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to 
provide sufficient drug for 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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17242
Short stature due to short stature homeobox (SHOX) gene disorders
Treatment Phase: Initial treatment
Clinical criteria:
• 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 have a current height at or below the 1st percentile for age and sex,  AND 
• Patient must have a growth velocity below the 25th percentile for bone age and sex measured over a 12 month interval 

(or a 6 month interval for an older child);  OR 
• Patient must have an annual growth velocity of 14 cm per year or less if the patient has a chronological age of 2 years or 

less;  OR 
• Patient must have an annual growth velocity of 8 cm per year or less if the patient has a bone or chronological age of 2.5 

years or less,  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.
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.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
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 
2025 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. Details of the proposed prescription; AND
2. A completed Growth Hormone Authority Application Supporting Information Form for initial treatment; AND
3. A minimum of 12 months of recent growth data (height and weight measurements) or a minimum of 6 months of recent 
growth data for an older child. The most recent data must not be more than three months old at the time of application; AND
4. A bone age result performed within the last 12 months (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17241
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 
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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.

Clinical criteria:
• 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 have a current height at or below the 1st percentile for age and sex;  OR 
• Patient must have a current height above the 1st and at or below the 25th percentiles for age and sex and a growth 

velocity less than or equal to the 25th percentile for bone age and sex measured over a 12 month interval (or a 6 month 
interval for an older child);  OR 

• Patient must have a current height above the 1st and at or below the 25th percentiles for age and sex and an annual 
growth velocity of 8 cm per year or less if the patient has a bone age of 2.5 years or less,  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.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
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 
2025 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. Details of the proposed prescription; 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 measurements) or a minimum of 6 months of 
recent growth data for an older child. The most recent data must not be more than three months old at the time of 
application; OR
(b) Height and weight measurements, not more than three months old at the time of application, for a patient whose current 
height is at or below the 1st percentile for age and sex; 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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

somatropin 6 mg/1.03 mL injection, 1.03 mL cartridge
5822K Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 1 0.00 198.32 25.00 Saizen [SG]

somatropin 12 mg/1.5 mL injection, 1.5 mL cartridge
5824M Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 1 0.00 387.40 25.00 Saizen [SG]

somatropin 20 mg/2.5 mL injection, 2.5 mL cartridge
3388H Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 1 0.00 659.71 25.00 Saizen [SG]

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

operation 8 a.m. to 5 p.m. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au
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Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001
Authority Required
17255
Short stature and slow growth
Treatment Phase: Initial treatment
Clinical criteria:
• Patient must have a current height at or below the 1st percentile for age and sex,  AND 
• Patient must have a growth velocity below the 25th percentile for bone age and sex measured over a 12 month interval 

(or a 6 month interval for an older child);  OR 
• Patient must have an annual growth velocity of 8 cm per year or less if the patient has a bone or chronological age of 2.5 

years or less,  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,  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.
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,  AND 
• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
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 
2025 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. Details of the proposed prescription; AND
2. A completed Growth Hormone Authority Application Supporting Information Form for initial treatment; AND
3. A minimum of 12 months of recent growth data (height and weight measurements) or a minimum of 6 months of recent 
growth data for an older child. The most recent data must not be more than three months old at the time of application; AND
4. A bone age result performed within the last 12 months (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17252
Short stature associated with biochemical growth hormone deficiency
Treatment Phase: Initial treatment
Clinical criteria:
• Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration 

less than 10 mU/L or less than or equal to 3.3 micrograms per litre in response to 2 pharmacological growth hormone 
stimulation tests (e.g. arginine, clonidine, glucagon, insulin);  OR 
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• Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration 
less than 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 a current height at or below the 1st percentile for age and sex;  OR 
• Patient must have a current height above the 1st and at or below the 25th percentiles for age and sex and a growth 

velocity below the 25th percentile for bone age and sex measured over a 12 month interval (or a 6 month interval for an 
older child);  OR 

• Patient must have a current height above the 1st and at or below the 25th percentiles for age and sex and an annual 
growth velocity of 14 cm per year or less if the patient has a chronological age of 2 years or less;  OR 

• Patient must have a current height above the 1st and at or below the 25th percentiles for age and sex and an annual 
growth velocity of 8 cm per year or less if the patient has a bone or chronological age of 2.5 years or less,  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.
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,  AND 
• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
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 
2025 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. Details of the proposed prescription; 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 measurements) or a minimum of 6 months of 
recent growth data for an older child. The most recent data must not be more than three months old at the time of 
application; OR
(b) Height and weight measurements, not more than three months old at the time of application, for a patient whose current 
height is at or below the 1st percentile for age and sex; AND
4. A bone age result performed within the last 12 months (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17259
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Growth retardation secondary to an intracranial lesion, or cranial irradiation
Treatment Phase: Initial treatment
Clinical criteria:
• Patient must have had an intracranial lesion which is under appropriate observation and management;  OR 
• Patient must have received cranial irradiation without having had an intracranial lesion, and is under appropriate 

observation and management,  AND 
• Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration 

less than 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 a current height at or below the 1st percentile for age and sex;  OR 
• Patient must have a current height above the 1st percentile for age and sex and a growth velocity below the 25th 

percentile for bone age and sex measured over a 12 month interval (or a 6 month interval for an older child);  OR 
• Patient must have a current height above the 1st percentile for age and sex and an annual growth velocity of 14 cm per 

year or less if the patient has a chronological age of 2 years or less;  OR 
• Patient must have a current height above the 1st percentile for age and sex and an annual growth velocity of 8 cm per 

year or less if the patient has a bone or chronological age of 2.5 years or less,  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.
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.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
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 
2025 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. Details of the proposed prescription; 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 measurements) or a minimum of 6 months of 
recent growth data for an older child. The most recent data must not be more than three months old at the time of 
application; OR
(b) Height and weight measurements, not more than three months old at the time of application, for a patient whose current 
height is at or below the 1st percentile for age and sex; AND
4. A bone age result performed within the last 12 months (except for a patient whose chronological age is 2.5 years or less); 
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 which is under appropriate observation and management; 
OR
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(b) Confirmation that the patient has received cranial irradiation without having had an intracranial lesion and is under 
appropriate observation and management; 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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17256
Risk of hypoglycaemia secondary to growth hormone deficiency in neonates/infants
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 chronological age of less than 2 years,  AND 
• Patient must have a documented clinical risk of hypoglycaemia,  AND 
• Patient must have documented evidence that the risk of hypoglycaemia is secondary to biochemical growth hormone 

deficiency,  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.
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 
2025 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. Details of the proposed prescription; AND
2. A completed Growth Hormone Authority Application Supporting Information Form for initial treatment; AND
3. Recent growth data (height and weight, not older than three months); AND
4. Confirmation that the patient has a documented clinical risk of hypoglycaemia; AND
5. Confirmation that the patient has documented evidence that the risk of hypoglycaemia is secondary to biochemical growth 
hormone deficiency; AND
6. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to 
provide sufficient drug for 16 weeks worth of treatment (with up to 1 repeat allowed).
Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to 
demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These 
records must be kept for 2 years after the date the prescription to which the records relate is written.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17250
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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 
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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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 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.
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 
2025 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. Details of the proposed prescription; 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 (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17263
Hypothalamic-pituitary disease secondary to a structural lesion, with hypothalamic obesity driven growth
Treatment Phase: Initial treatment
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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre in response to 1 growth hormone stimulation test 
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(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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 have a growth velocity above the 25th percentile for bone age and sex measured over a 12 month interval 

(or a 6 month interval for an older child);  OR 
• Patient must have an annual growth velocity of greater than 14 cm per year if the patient has a chronological age of 2 

years or less;  OR 
• Patient must have an annual growth velocity of greater than 8 cm per year if the patient has a bone or chronological age 

of 2.5 years or less,  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.
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.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
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 
2025 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. Details of the proposed prescription; AND
2. A completed Growth Hormone Authority Application Supporting Information Form for initial treatment; AND
3. A minimum of 12 months of recent growth data (height and weight measurements) or a minimum of 6 months of recent 
growth data for an older child. The most recent data must not be more than three months old at the time of application; AND
4. A bone age result performed within the last 12 months (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17261
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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 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 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 height greater than or equal to 155.0cm,  AND 
• Patient must not have a bone age of 13.5 years or greater.
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 
2025 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. Details of the proposed prescription; 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 (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17242
Short stature due to short stature homeobox (SHOX) gene disorders
Treatment Phase: Initial treatment
Clinical criteria:
• 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 have a current height at or below the 1st percentile for age and sex,  AND 
• Patient must have a growth velocity below the 25th percentile for bone age and sex measured over a 12 month interval 

(or a 6 month interval for an older child);  OR 
• Patient must have an annual growth velocity of 14 cm per year or less if the patient has a chronological age of 2 years or 

less;  OR 
• Patient must have an annual growth velocity of 8 cm per year or less if the patient has a bone or chronological age of 2.5 

years or less,  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 
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• Patient must be female and must not have a bone age of 13.5 years or more.
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.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
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 
2025 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. Details of the proposed prescription; AND
2. A completed Growth Hormone Authority Application Supporting Information Form for initial treatment; AND
3. A minimum of 12 months of recent growth data (height and weight measurements) or a minimum of 6 months of recent 
growth data for an older child. The most recent data must not be more than three months old at the time of application; AND
4. A bone age result performed within the last 12 months (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17248
Short stature associated with chronic renal insufficiency
Treatment Phase: Initial treatment
Clinical criteria:
• 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 have a current height at or below the 1st percentile for age and sex;  OR 
• Patient must have a current height above the 1st and at or below the 25th percentiles for age and sex and a growth 

velocity less than or equal to the 25th percentile for bone age and sex measured over a 12 month interval (or a 6 month 
interval for an older child);  OR 

• Patient must have a current height above the 1st and at or below the 25th percentiles for age and sex and an annual 
growth velocity of 14 cm per year or less if the patient has a chronological age of 2 years or less;  OR 

• Patient must have a current height above the 1st and at or below the 25th percentiles for age and sex and an annual 
growth velocity of 8 cm per year or less if the patient has a bone or chronological age of 2.5 years or less,  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 167.7cm;  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.
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.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
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 
2025 and request the appropriate number of vials/cartridges required to provide sufficient drug for 16 weeks' worth of 
treatment (with up to 1 repeat allowed).
The authority application must be in writing and must include:
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1. Details of the proposed prescription; 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 measurements) or a minimum of 6 months of 
recent growth data for an older child. The most recent data must not be more than three months old at the time of 
application; OR
(b) Height and weight measurements, not more than three months old at the time of application, for a patient whose current 
height is at or below the 1st percentile for age and sex; AND
4. A bone age result performed within the last 12 months (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

somatropin 5 mg/1.5 mL injection, 1.5 mL cartridge
5818F Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 1 0.00 166.81 25.00 Norditropin FlexPro [NO]

somatropin 10 mg/1.5 mL injection, 1.5 mL cartridge
5819G Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 1 0.00 334.47 25.00 Norditropin FlexPro [NO]

somatropin 15 mg/1.5 mL injection, 1.5 mL cartridge
5820H Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 1 0.00 497.08 25.00 Norditropin FlexPro [NO]

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

operation 8 a.m. to 5 p.m. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001
Authority Required
17255
Short stature and slow growth
Treatment Phase: Initial treatment
Clinical criteria:
• Patient must have a current height at or below the 1st percentile for age and sex,  AND 
• Patient must have a growth velocity below the 25th percentile for bone age and sex measured over a 12 month interval 

(or a 6 month interval for an older child);  OR 
• Patient must have an annual growth velocity of 8 cm per year or less if the patient has a bone or chronological age of 2.5 

years or less,  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,  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.
Treatment criteria:
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• 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,  AND 
• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
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 
2025 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. Details of the proposed prescription; AND
2. A completed Growth Hormone Authority Application Supporting Information Form for initial treatment; AND
3. A minimum of 12 months of recent growth data (height and weight measurements) or a minimum of 6 months of recent 
growth data for an older child. The most recent data must not be more than three months old at the time of application; AND
4. A bone age result performed within the last 12 months (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17252
Short stature associated with biochemical growth hormone deficiency
Treatment Phase: Initial treatment
Clinical criteria:
• Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration 

less than 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 a current height at or below the 1st percentile for age and sex;  OR 
• Patient must have a current height above the 1st and at or below the 25th percentiles for age and sex and a growth 

velocity below the 25th percentile for bone age and sex measured over a 12 month interval (or a 6 month interval for an 
older child);  OR 

• Patient must have a current height above the 1st and at or below the 25th percentiles for age and sex and an annual 
growth velocity of 14 cm per year or less if the patient has a chronological age of 2 years or less;  OR 

• Patient must have a current height above the 1st and at or below the 25th percentiles for age and sex and an annual 
growth velocity of 8 cm per year or less if the patient has a bone or chronological age of 2.5 years or less,  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 
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• Patient must be female and must not have a bone age of 13.5 years or more.
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,  AND 
• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
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 
2025 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. Details of the proposed prescription; 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 measurements) or a minimum of 6 months of 
recent growth data for an older child. The most recent data must not be more than three months old at the time of 
application; OR
(b) Height and weight measurements, not more than three months old at the time of application, for a patient whose current 
height is at or below the 1st percentile for age and sex; AND
4. A bone age result performed within the last 12 months (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17259
Growth retardation secondary to an intracranial lesion, or cranial irradiation
Treatment Phase: Initial treatment
Clinical criteria:
• Patient must have had an intracranial lesion which is under appropriate observation and management;  OR 
• Patient must have received cranial irradiation without having had an intracranial lesion, and is under appropriate 

observation and management,  AND 
• Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration 

less than 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 a current height at or below the 1st percentile for age and sex;  OR 
• Patient must have a current height above the 1st percentile for age and sex and a growth velocity below the 25th 

percentile for bone age and sex measured over a 12 month interval (or a 6 month interval for an older child);  OR 
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• Patient must have a current height above the 1st percentile for age and sex and an annual growth velocity of 14 cm per 
year or less if the patient has a chronological age of 2 years or less;  OR 

• Patient must have a current height above the 1st percentile for age and sex and an annual growth velocity of 8 cm per 
year or less if the patient has a bone or chronological age of 2.5 years or less,  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.
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.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
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 
2025 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. Details of the proposed prescription; 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 measurements) or a minimum of 6 months of 
recent growth data for an older child. The most recent data must not be more than three months old at the time of 
application; OR
(b) Height and weight measurements, not more than three months old at the time of application, for a patient whose current 
height is at or below the 1st percentile for age and sex; AND
4. A bone age result performed within the last 12 months (except for a patient whose chronological age is 2.5 years or less); 
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 which is under appropriate observation and management; 
OR
(b) Confirmation that the patient has received cranial irradiation without having had an intracranial lesion and is under 
appropriate observation and management; 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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17256
Risk of hypoglycaemia secondary to growth hormone deficiency in neonates/infants
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 chronological age of less than 2 years,  AND 
• Patient must have a documented clinical risk of hypoglycaemia,  AND 
• Patient must have documented evidence that the risk of hypoglycaemia is secondary to biochemical growth hormone 

deficiency,  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.
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 
2025 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. Details of the proposed prescription; AND
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2. A completed Growth Hormone Authority Application Supporting Information Form for initial treatment; AND
3. Recent growth data (height and weight, not older than three months); AND
4. Confirmation that the patient has a documented clinical risk of hypoglycaemia; AND
5. Confirmation that the patient has documented evidence that the risk of hypoglycaemia is secondary to biochemical growth 
hormone deficiency; AND
6. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to 
provide sufficient drug for 16 weeks worth of treatment (with up to 1 repeat allowed).
Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to 
demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These 
records must be kept for 2 years after the date the prescription to which the records relate is written.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17250
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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 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.
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 
2025 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. Details of the proposed prescription; 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
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(b) A minimum of 6 months of recent growth data (height and weight) for older children (males chronological age 12 and 
over or bone age 10 and over, females chronological age 10 and over or bone age 8 and over). The most recent data must 
not be older than three months; AND
4. A bone age result performed within the last 12 months (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17263
Hypothalamic-pituitary disease secondary to a structural lesion, with hypothalamic obesity driven growth
Treatment Phase: Initial treatment
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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 have a growth velocity above the 25th percentile for bone age and sex measured over a 12 month interval 

(or a 6 month interval for an older child);  OR 
• Patient must have an annual growth velocity of greater than 14 cm per year if the patient has a chronological age of 2 

years or less;  OR 
• Patient must have an annual growth velocity of greater than 8 cm per year if the patient has a bone or chronological age 

of 2.5 years or less,  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.
Treatment criteria:
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• 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.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
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 
2025 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. Details of the proposed prescription; AND
2. A completed Growth Hormone Authority Application Supporting Information Form for initial treatment; AND
3. A minimum of 12 months of recent growth data (height and weight measurements) or a minimum of 6 months of recent 
growth data for an older child. The most recent data must not be more than three months old at the time of application; AND
4. A bone age result performed within the last 12 months (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17261
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 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 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 height greater than or equal to 155.0cm,  AND 
• Patient must not have a bone age of 13.5 years or greater.
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 
2025 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. Details of the proposed prescription; 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
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(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 (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17242
Short stature due to short stature homeobox (SHOX) gene disorders
Treatment Phase: Initial treatment
Clinical criteria:
• 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 have a current height at or below the 1st percentile for age and sex,  AND 
• Patient must have a growth velocity below the 25th percentile for bone age and sex measured over a 12 month interval 

(or a 6 month interval for an older child);  OR 
• Patient must have an annual growth velocity of 14 cm per year or less if the patient has a chronological age of 2 years or 

less;  OR 
• Patient must have an annual growth velocity of 8 cm per year or less if the patient has a bone or chronological age of 2.5 

years or less,  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.
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.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
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 
2025 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. Details of the proposed prescription; AND
2. A completed Growth Hormone Authority Application Supporting Information Form for initial treatment; AND
3. A minimum of 12 months of recent growth data (height and weight measurements) or a minimum of 6 months of recent 
growth data for an older child. The most recent data must not be more than three months old at the time of application; AND
4. A bone age result performed within the last 12 months (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17258
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Short stature associated with chronic renal insufficiency
Treatment Phase: Initial treatment
Clinical criteria:
• 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 have a current height at or below the 1st percentile for age and sex;  OR 
• Patient must have a current height above the 1st and at or below the 25th percentiles for age and sex and a growth 

velocity less than or equal to the 25th percentile for bone age and sex measured over a 12 month interval (or a 6 month 
interval for an older child);  OR 

• Patient must have a current height above the 1st and at or below the 25th percentiles for age and sex and an annual 
growth velocity of 14 cm per year or less if the patient has a chronological age of 2 years or less;  OR 

• Patient must have a current height above the 1st and at or below the 25th percentiles for age and sex and an annual 
growth velocity of 8 cm per year or less if the patient has a bone or chronological age of 2.5 years or less,  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 167.7cm;  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.
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.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
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 
2025 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. Details of the proposed prescription; 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 measurements) or a minimum of 6 months of 
recent growth data for an older child. The most recent data must not be more than three months old at the time of 
application; OR
(b) Height and weight measurements, not more than three months old at the time of application, for a patient whose current 
height is at or below the 1st percentile for age and sex; AND
4. A bone age result performed within the last 12 months (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17311
Short stature and poor body composition due to Prader-Willi syndrome
Treatment Phase: Initial treatment
Clinical criteria:
• Patient must have diagnostic results consistent with Prader-Willi syndrome (the condition must be genetically proven);  

OR 
• Patient must have a clinical diagnosis of Prader-Willi syndrome, confirmed by a clinical geneticist,  AND 
• Patient must have been evaluated via polysomnography for airway obstruction and apnoea within the last 12 months with 

no sleep disorders identified;  OR 
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• Patient must have been evaluated via polysomnography for airway obstruction and apnoea within the last 12 months with 
sleep disorders identified which are not of sufficient severity to require treatment;  OR 

• Patient must have been evaluated via polysomnography for airway obstruction and apnoea within the last 12 months with 
sleep disorders identified for which the patient is currently receiving ameliorative treatment,  AND 

• Patient must not have uncontrolled morbid obesity, defined as a body weight greater than 200% of ideal body weight for 
height and sex, with ideal body weight derived by calculating the 50th percentile weight for the patient's current height,  
AND 

• Patient must not have 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 chronological age of 18 years or greater.
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 
2025 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. Details of the proposed prescription; AND
2. A completed Growth Hormone Authority Application Supporting Information Form for initial treatment; AND
3. A minimum of 6 months of recent growth data (height, weight and waist circumference). The most recent data must not be 
older than three months; AND
4. The date at which skeletal maturity was achieved (if applicable) [Note: In patients whose chronological age is greater than 
2.5 years, a bone age reading should be performed at least once every 12 months prior to attainment of skeletal maturity]; 
AND
5. (a) Confirmation that the patient has diagnostic results consistent with Prader-Willi syndrome; OR
(b) Confirmation that the patient has a clinical diagnosis of Prader-Willi syndrome, confirmed by a clinical geneticist
6. Confirmation that the patient has been evaluated via polysomnography for airway obstruction and apnoea within the last 
12 months and any sleep disorders identified via polysomnography that required treatment have been addressed; AND
7. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to 
provide sufficient drug for 16 weeks' worth of treatment (with 1 repeat allowed)
Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to 
demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These 
records must be kept for 2 years after the date the prescription to which the records relate is written.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

somatropin 400 microgram injection [1 chamber] (&) inert substance diluent [0.25 mL chamber], 7 dual chamber 
syringes
10902T Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 1 0.00 100.80 25.00 Genotropin MiniQuick [PF]

somatropin 600 microgram injection [1 chamber] (&) inert substance diluent [0.25 mL chamber], 7 dual chamber 
syringes
9628R Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 1 0.00 145.84 25.00 Genotropin MiniQuick [PF]

somatropin 800 microgram injection [1 chamber] (&) inert substance diluent [0.25 mL chamber], 7 dual chamber 
syringes
6313G Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 1 0.00 191.38 25.00 Genotropin MiniQuick [PF]

somatropin 1 mg injection [1 chamber] (&) inert substance diluent [0.25 mL chamber], 7 dual chamber syringes
6314H Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 1 0.00 236.91 25.00 Genotropin MiniQuick [PF]

somatropin 1.2 mg injection [1 chamber] (&) inert substance diluent [0.25 mL chamber], 7 dual chamber 
syringes
6315J Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 1 0.00 282.44 25.00 Genotropin MiniQuick [PF]

somatropin 1.4 mg injection [1 chamber] (&) inert substance diluent [0.25 mL chamber], 7 dual chamber 
syringes
6316K Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 1 0.00 327.97 25.00 Genotropin MiniQuick [PF]
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somatropin 1.6 mg injection [1 chamber] (&) inert substance diluent [0.25 mL chamber], 7 dual chamber 
syringes
6317L Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 1 0.00 373.50 25.00 Genotropin MiniQuick [PF]

somatropin 1.8 mg injection [1 chamber] (&) inert substance diluent [0.25 mL chamber], 7 dual chamber 
syringes
6318M Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 1 0.00 419.03 25.00 Genotropin MiniQuick [PF]

somatropin 2 mg injection [1 chamber] (&) inert substance diluent [0.25 mL chamber], 7 dual chamber syringes
6319N Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 1 0.00 464.56 25.00 Genotropin MiniQuick [PF]

somatropin 5 mg injection [1 chamber] (&) inert substance diluent [1 mL chamber], 1 dual chamber pen device
9585L Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 1 0.00 166.81 25.00 Genotropin GoQuick [PF]

somatropin 12 mg injection [1 chamber] (&) inert substance diluent [1 mL chamber], 1 dual chamber pen device
9586M Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 1 0.00 387.40 25.00 Genotropin GoQuick [PF]

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

operation 8 a.m. to 5 p.m. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001
Authority Required
17162
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 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 
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• 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,  AND 
• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
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 2025 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. Details of the proposed prescription; 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 (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

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
17301
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 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,  AND 
• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
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 2025 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. Details of the proposed prescription; 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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

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
17332
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 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 2025 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. Details of the proposed prescription; AND
2. A completed Growth Hormone Authority Application Supporting Information Form for recommencement of treatment; AND
3. Recent growth data (height and weight, not older than three months); AND
4. A bone age result performed within the last 12 months; AND
5. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to 
provide sufficient drug for 16 weeks' worth of treatment (with up to 1 repeat allowed).
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Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to 
demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These 
records must be kept for 2 years after the date the prescription to which the records relate is written.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

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
17388
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 

• 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 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 2025 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. Details of the proposed prescription; 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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

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
17175
Biochemical growth hormone deficiency and precocious puberty
Treatment Phase: Recommencement of treatment
Clinical criteria:
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• 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 
• 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 2025 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. Details of the proposed prescription; 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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

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
17300
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 
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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 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 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 2025 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. Details of the proposed prescription; 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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

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
17176
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 
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continuing treatment period, whichever applies), unless response was affected by non-compliance due to social/family 
problems,  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 2025 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. Details of the proposed prescription; 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 (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

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
17154
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 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 
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• 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 2025 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. Details of the proposed prescription; 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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

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
17182
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 
• 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 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 
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• 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 2025 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. Details of the proposed prescription; 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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

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
17137
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 (treatment) under a 

category other than short stature and slow growth,  AND 
• Patient must have had a lapse in 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 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 have had a height at or below the 1st percentile for age and sex immediately prior to commencing treatment 
and a growth velocity below the 25th percentile for bone age and sex measured over the 12 month interval immediately 
prior to commencement of treatment (or the 6 month interval immediately prior to commencement of treatment if the 
patient was an older child at commencement of treatment);  OR 
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• Patient must have had both: (i) a height no higher than the 1st percentile for age plus sex at the time of having 
commenced treatment with this drug, (ii) over the 12 month interval immediately prior to having commenced treatment, a 
growth velocity no greater than 8 cm/year where the patient had a bone/chronological age of no greater than 2.5 years,  
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.
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,  AND 
• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
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 2025 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. Details of the proposed prescription; 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 measurements) from immediately prior to commencement 
of treatment, or a minimum of 6 months of growth data from immediately prior to commencement of treatment if the patient 
was an older child at commencement of treatment; and the result of a bone age assessment performed within the 12 
months immediately prior to commencement of treatment (where the patient's chronological age was higher than 2.5 years); 
OR
(b) Confirmation that the patient has previously received treatment under the indication short stature associated with chronic 
renal insufficiency, has undergone a renal transplant and a 12 month period of observation following the transplant, and has 
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; AND
4. Recent growth data (height and weight, not older than three months); AND
5. A bone age result performed within the last 12 months (except for a patient whose chronological age is 2.5 years or less); 
AND
6. The proprietary name (brand), form and strength of the growth hormone 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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17155
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 (treatment) under a 

category other than short stature associated with biochemical growth hormone deficiency,  AND 
• Patient must have had a lapse in 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 
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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 have had a height at or below the 1st percentile for age and sex immediately prior to commencing treatment;  
OR 

• Patient must have had both a height above the 1st and at or below the 25th percentiles for age and sex immediately prior 
to commencing treatment and a growth velocity below the 25th percentile for bone age and sex measured over the 12 
month interval immediately prior to commencement of treatment (or the 6 month interval immediately prior to 
commencement of treatment if the patient was an older child at commencement of treatment);  OR 

• Patient must have had both a height above the 1st and at or below the 25th percentiles for age and sex immediately prior 
to commencing treatment and an annual growth velocity of 14 cm per year or less in the 12 month period immediately 
prior to commencement of treatment, if the patient had a chronological age of 2 years or less at commencement of 
treatment;  OR 

• Patient must have had both a height above the 1st and at or below the 25th percentiles for age and sex immediately prior 
to commencing treatment and an annual growth velocity of 8 cm per year or less in the 12 month period immediately prior 
to commencement of treatment, if the patient had a bone or chronological age of 2.5 years or less at commencement of 
treatment,  AND 

• Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration 
less than 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 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,  AND 
• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
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 2025 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. Details of the proposed prescription; 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 measurements) from immediately prior to commencement 
of treatment, or a minimum of 6 months of growth data from immediately prior to commencement of treatment if the patient 
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was an older child at commencement of treatment; and the result of a bone age assessment performed within the 12 
months immediately prior to commencement of treatment (except for a patient whose chronological age was 2.5 years or 
less at commencement of treatment); OR
(b) Height and weight measurements from within three months prior to commencement of treatment for a patient whose 
height was at or below the 1st percentile for age and sex immediately prior to commencing 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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17168
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 (treatment) under a 

category other than growth retardation secondary to an intracranial lesion, or cranial irradiation,  AND 
• Patient must have had a lapse in 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 had an intracranial lesion which is under appropriate observation and management;  OR 
• Patient must have received cranial irradiation without having had an intracranial lesion, and is under appropriate 

observation and management,  AND 
• Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration 

less than 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 had a height at or below the 1st percentile for age and sex immediately prior to commencing treatment;  
OR 

• Patient must have had both a height above the 1st percentile for age and sex immediately prior to commencing treatment 
and a growth velocity below the 25th percentile for bone age and sex measured over the 12 month interval immediately 
prior to commencement of treatment (or the 6 month interval immediately prior to commencement of treatment if the 
patient was an older child at commencement of treatment);  OR 

• Patient must have had both a height above the 1st percentile for age and sex immediately prior to commencing treatment 
and an annual growth velocity of 14 cm per year or less in the 12 month period immediately prior to commencement of 
treatment, if the patient had a chronological age of 2 years or less at commencement of treatment;  OR 

• Patient must have had both a height above the 1st percentile for age and sex immediately prior to commencing treatment 
and an annual growth velocity of 8 cm per year or less in the 12 month period immediately prior to commencement of 
treatment, if the patient had a bone or chronological age of 2.5 years or less at commencement of treatment,  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.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
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 2025 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. Details of the proposed prescription; 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 measurements) from immediately prior to commencement 
of treatment, or a minimum of 6 months of growth data from immediately prior to commencement of treatment if the patient 
was an older child at commencement of treatment; and the result of a bone age assessment performed within the 12 
months immediately prior to commencement of treatment (except for a patient whose chronological age was 2.5 years or 
less at commencement of treatment); OR
(b) Height and weight measurements from within three months prior to commencement of treatment for a patient whose 
height was at or below the 1st percentile for age and sex immediately prior to commencing 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 which is under appropriate observation and management; 
OR
(b) Confirmation that the patient has received cranial irradiation without having had an intracranial lesion and is under 
appropriate observation and management; 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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17179
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 
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• 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 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 2025 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. Details of the proposed prescription; AND



SYSTEMIC HORMONAL PREPARATIONS, EXCL. SEX HORMONES AND INSULINS

78 Growth Hormone Program

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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17333
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 (treatment) 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 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 have had a growth velocity above the 25th percentile for bone age and sex measured over the 12 month 

interval immediately prior to commencement of treatment (or the 6 month interval immediately prior to commencement of 
treatment if the patient was an older child at commencement of treatment);  OR 

• Patient must have had an annual growth velocity of greater than 14 cm per year in the 12 month period immediately prior 
to commencement of treatment, if the patient had a chronological age of 2 years or less at commencement of treatment;  
OR 

• Patient must have had an annual growth velocity of greater than 8 cm per year in the 12 month period immediately prior 
to commencement of treatment, if the patient had a bone or chronological age of 2.5 years or less at commencement of 
treatment,  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.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
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 2025 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. Details of the proposed prescription; AND
2. A completed Growth Hormone Authority Application Supporting Information Form for recommencement of treatment as a 
reclassified patient; AND
3. A minimum of 12 months of growth data (height and weight measurements) from immediately prior to commencement of 
treatment, or a minimum of 6 months of growth data from immediately prior to commencement of treatment if the patient 
was an older child at commencement of treatment; and the result of a bone age assessment performed within the 12 
months immediately prior to commencement of treatment (except for a patient whose chronological age was 2.5 years or 
less at commencement of treatment); AND
4. Evidence of biochemical growth hormone deficiency, including the type of tests performed and peak growth hormone 
concentrations; AND
5. (a) Confirmation that the patient has a structural lesion that is not neoplastic; OR
(b) Confirmation that the patient had a structural lesion that was neoplastic and has undergone a 12 month period of 
observation following completion of treatment for the structural lesion (all treatment); OR
(c) Confirmation that the patient has a structural lesion that is neoplastic, has received medical advice that it is unsafe to 
treat the structural lesion, and has undergone a 12 month period of observation since initial diagnosis of the structural 
lesion; AND
6. Confirmation that the patient has other hypothalamic/pituitary hormone deficits; AND
7. Confirmation that the patient has hypothalamic obesity; AND
8. Recent growth data (height and weight, not older than three months); AND
9. A bone age result performed within the last 12 months; AND
10. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to 
provide sufficient drug for 16 weeks' worth of treatment (with up to 1 repeat allowed).
Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to 
demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These 
records must be kept for 2 years after the date the prescription to which the records relate is written.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17180
Short stature associated with Turner syndrome
Treatment Phase: Recommencement of treatment as a reclassified patient
Clinical criteria:
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• 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 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 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 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 2025 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. Details of the proposed prescription; 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 (except for a patient whose chronological age is 2.5 years or less); 
AND
The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to 
provide sufficient drug for 16 weeks' worth of treatment (with up to 1 repeat allowed).
Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to 
demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These 
records must be kept for 2 years after the date the prescription to which the records relate is written.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17294
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 (treatment) under a 

category other than short stature due to short stature homeobox (SHOX) gene disorders,  AND 
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• Patient must have had a lapse in 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 have had a height at or below the 1st percentile for age and sex immediately prior to commencing treatment,  
AND 

• Patient must have had a growth velocity below the 25th percentile for bone age and sex measured over the 12 month 
interval immediately prior to commencement of treatment (or the 6 month interval immediately prior to commencement of 
treatment if the patient was an older child at commencement of treatment);  OR 

• Patient must have had an annual growth velocity of 14 cm per year or less in the 12 month period immediately prior to 
commencement of treatment, if the patient had a chronological age of 2 years or less at commencement of treatment;  
OR 

• Patient must have had an annual growth velocity of 8 cm per year or less in the 12 month period immediately prior to 
commencement of treatment, if the patient had a bone or chronological age of 2.5 years or less at commencement of 
treatment,  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.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
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 2025 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. Details of the proposed prescription; AND
2. A completed Growth Hormone Authority Application Supporting Information Form for recommencement of treatment as a 
reclassified patient; AND
3. A minimum of 12 months of growth data (height and weight measurements) from immediately prior to commencement of 
treatment, or a minimum of 6 months of growth data from immediately prior to commencement of treatment if the patient 
was an older child at commencement of treatment; and the result of a bone age assessment performed within the 12 
months immediately prior to commencement of treatment (except for a patient whose chronological age was 2.5 years or 
less at commencement of 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
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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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17149
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 (treatment) under a 

category other than short stature associated with chronic renal insufficiency,  AND 
• Patient must have had a lapse in 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 1st percentile for age and sex immediately prior to commencing treatment;  
OR 

• Patient must have had both a height above the 1st and at or below the 25th percentiles for age and sex immediately prior 
to commencing treatment and a growth velocity less than or equal to the 25th percentile for bone age and sex measured 
over the 12 month interval immediately prior to commencement of treatment (or the 6 month interval immediately prior to 
commencement of treatment if the patient was an older child at commencement of treatment);  OR 

• Patient must have had both a height above the 1st and at or below the 25th percentiles for age and sex immediately prior 
to commencing treatment and an annual growth velocity of 14 cm per year or less in the 12 month period immediately 
prior to commencement of treatment, if the patient had a chronological age of 2 years or less at commencement of 
treatment;  OR 

• Patient must have had both a height above the 1st and at or below the 25th percentiles for age and sex immediately prior 
to commencing treatment and an annual growth velocity of 8 cm per year or less in the 12 month period immediately prior 
to commencement of treatment, if the patient had a bone or chronological age of 2.5 years or less at commencement of 
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 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 
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• Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in general 
paediatrics.

An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
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 2025 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. Details of the proposed prescription; 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 measurements) from immediately prior to commencement 
of treatment, or a minimum of 6 months of growth data from immediately prior to commencement of treatment if the patient 
was an older child at commencement of treatment; and the result of a bone age assessment performed within the 12 
months immediately prior to commencement of treatment (except for a patient whose chronological age was 2.5 years or 
less at commencement of treatment); OR
(b) Height and weight measurements from within three months prior to commencement of treatment for a patient whose 
height was at or below the 1st percentile for age and sex immediately prior to commencing 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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

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 5 mg/1.5 mL injection, 1.5 mL cartridge
10484T Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 1 0.00 171.85 25.00 Scitropin A [SA]

somatropin 5 mg/1.5 mL injection, 1.5 mL cartridge
10512G Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 1 0.00 171.85 25.00 Omnitrope Surepal 5 [SZ]

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 0.00 334.47 25.00 SciTropin A [SA]

somatropin 10 mg/1.5 mL injection, 1.5 mL cartridge
10519P Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 1 0.00 334.47 25.00 Omnitrope Surepal 10 [SZ]

somatropin 15 mg/1.5 mL injection, 1.5 mL cartridge
10485W Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 1 0.00 497.08 25.00 Omnitrope Surepal 15 [SZ]

somatropin 15 mg/1.5 mL injection, 1.5 mL cartridge
15399L Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 1 0.00 497.08 25.00 SciTropin A [SA]

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

operation 8 a.m. to 5 p.m. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
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Reply Paid 9826
HOBART TAS 7001
Authority Required
17162
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 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,  AND 
• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
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 2025 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. Details of the proposed prescription; 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 (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

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
17292
Short stature associated with biochemical growth hormone deficiency
Treatment Phase: Recommencement of treatment
Clinical criteria:
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• 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 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,  AND 
• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
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 2025 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. Details of the proposed prescription; 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 (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

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
17142
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 
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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 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.
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 2025 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. Details of the proposed prescription; 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 (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

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
17167
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 

• 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 a condition with a known risk of malignancy including chromosomal abnormalities such as Down 
and Bloom syndromes,  AND 
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• 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.
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 2025 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. Details of the proposed prescription; 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 (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

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
17293
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 
• 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.
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 2025 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. Details of the proposed prescription; 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 (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

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
17136
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 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.
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 2025 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. Details of the proposed prescription; 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 (except for a patient whose chronological age is 2.5 years or less); 
AND
5. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to 
provide sufficient drug for 16 weeks' worth of treatment (with up to 1 repeat allowed).
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Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to 
demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These 
records must be kept for 2 years after the date the prescription to which the records relate is written.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

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
17143
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 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.
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 2025 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. Details of the proposed prescription; 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 (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

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
17141
Short stature due to short stature homeobox (SHOX) gene disorders
Treatment Phase: Recommencement of treatment
Clinical criteria:
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• 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 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.
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 2025 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. Details of the proposed prescription; 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 (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

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
17137
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 (treatment) under a 

category other than short stature and slow growth,  AND 
• Patient must have had a lapse in treatment,  AND 
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• The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/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 have had a height at or below the 1st percentile for age and sex immediately prior to commencing treatment 
and a growth velocity below the 25th percentile for bone age and sex measured over the 12 month interval immediately 
prior to commencement of treatment (or the 6 month interval immediately prior to commencement of treatment if the 
patient was an older child at commencement of treatment);  OR 

• Patient must have had both: (i) a height no higher than the 1st percentile for age plus sex at the time of having 
commenced treatment with this drug, (ii) over the 12 month interval immediately prior to having commenced treatment, a 
growth velocity no greater than 8 cm/year where the patient had a bone/chronological age of no greater than 2.5 years,  
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.
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,  AND 
• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
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 2025 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. Details of the proposed prescription; 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 measurements) from immediately prior to commencement 
of treatment, or a minimum of 6 months of growth data from immediately prior to commencement of treatment if the patient 
was an older child at commencement of treatment; and the result of a bone age assessment performed within the 12 
months immediately prior to commencement of treatment (where the patient's chronological age was higher than 2.5 years); 
OR
(b) Confirmation that the patient has previously received treatment under the indication short stature associated with chronic 
renal insufficiency, has undergone a renal transplant and a 12 month period of observation following the transplant, and has 
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; AND
4. Recent growth data (height and weight, not older than three months); AND
5. A bone age result performed within the last 12 months (except for a patient whose chronological age is 2.5 years or less); 
AND
6. The proprietary name (brand), form and strength of the growth hormone 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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17148
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 (treatment) under a 

category other than short stature associated with biochemical growth hormone deficiency,  AND 
• Patient must have had a lapse in 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 have had a height at or below the 1st percentile for age and sex immediately prior to commencing treatment;  
OR 

• Patient must have had both a height above the 1st and at or below the 25th percentiles for age and sex immediately prior 
to commencing treatment and a growth velocity below the 25th percentile for bone age and sex measured over the 12 
month interval immediately prior to commencement of treatment (or the 6 month interval immediately prior to 
commencement of treatment if the patient was an older child at commencement of treatment);  OR 

• Patient must have had both a height above the 1st and at or below the 25th percentiles for age and sex immediately prior 
to commencing treatment and an annual growth velocity of 14 cm per year or less in the 12 month period immediately 
prior to commencement of treatment, if the patient had a chronological age of 2 years or less at commencement of 
treatment;  OR 

• Patient must have had both a height above the 1st and at or below the 25th percentiles for age and sex immediately prior 
to commencing treatment and an annual growth velocity of 8 cm per year or less in the 12 month period immediately prior 
to commencement of treatment, if the patient had a bone or chronological age of 2.5 years or less at commencement of 
treatment,  AND 

• Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration 
less than 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre in response to 1 growth hormone stimulation test 
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(pharmacological or physiological e.g. arginine, clonidine, glucagon, insulin, sleep, exercise) and low plasma IGFBP-3 
levels,  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,  AND 
• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
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 2025 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. Details of the proposed prescription; 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 measurements) from immediately prior to commencement 
of treatment, or a minimum of 6 months of growth data from immediately prior to commencement of treatment if the patient 
was an older child at commencement of treatment; and the result of a bone age assessment performed within the 12 
months immediately prior to commencement of treatment (except for a patient whose chronological age was 2.5 years or 
less at commencement of treatment); OR
(b) Height and weight measurements from within three months prior to commencement of treatment for a patient whose 
height was at or below the 1st percentile for age and sex immediately prior to commencing 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 (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17298
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 (treatment) under a 

category other than growth retardation secondary to an intracranial lesion, or cranial irradiation,  AND 
• Patient must have had a lapse in 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 
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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 non-compliance due to social/family 
problems,  AND 

• Patient must have had an intracranial lesion which is under appropriate observation and management;  OR 
• Patient must have received cranial irradiation without having had an intracranial lesion, and is under appropriate 

observation and management,  AND 
• Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration 

less than 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 had a height at or below the 1st percentile for age and sex immediately prior to commencing treatment;  
OR 

• Patient must have had both a height above the 1st percentile for age and sex immediately prior to commencing treatment 
and a growth velocity below the 25th percentile for bone age and sex measured over the 12 month interval immediately 
prior to commencement of treatment (or the 6 month interval immediately prior to commencement of treatment if the 
patient was an older child at commencement of treatment);  OR 

• Patient must have had both a height above the 1st percentile for age and sex immediately prior to commencing treatment 
and an annual growth velocity of 14 cm per year or less in the 12 month period immediately prior to commencement of 
treatment, if the patient had a chronological age of 2 years or less at commencement of treatment;  OR 

• Patient must have had both a height above the 1st percentile for age and sex immediately prior to commencing treatment 
and an annual growth velocity of 8 cm per year or less in the 12 month period immediately prior to commencement of 
treatment, if the patient had a bone or chronological age of 2.5 years or less at commencement of treatment,  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.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
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 2025 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. Details of the proposed prescription; 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 measurements) from immediately prior to commencement 
of treatment, or a minimum of 6 months of growth data from immediately prior to commencement of treatment if the patient 
was an older child at commencement of treatment; and the result of a bone age assessment performed within the 12 
months immediately prior to commencement of treatment (except for a patient whose chronological age was 2.5 years or 
less at commencement of treatment); OR
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(b) Height and weight measurements from within three months prior to commencement of treatment for a patient whose 
height was at or below the 1st percentile for age and sex immediately prior to commencing 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 which is under appropriate observation and management; 
OR
(b) Confirmation that the patient has received cranial irradiation without having had an intracranial lesion and is under 
appropriate observation and management; 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 (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17144
Risk of hypoglycaemia secondary to growth hormone deficiency in neonates/infants
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 risk of hypoglycaemia secondary to growth hormone deficiency in neonates/infants,  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 chronological age of less than 2 years,  AND 
• Patient must have a documented clinical risk of hypoglycaemia,  AND 
• Patient must have documented evidence that the risk of hypoglycaemia is secondary to biochemical growth hormone 

deficiency,  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.
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 2025 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. Details of the proposed prescription; AND
2. A completed Growth Hormone Authority Application Supporting Information Form for recommencement of treatment as a 
reclassified patient; AND
3. Confirmation that the patient has a documented clinical risk of hypoglycaemia; AND
4. Confirmation that the patient has documented evidence that the risk of hypoglycaemia is secondary to biochemical growth 
hormone deficiency; AND
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5. Recent growth data (height and weight, not older than three months); AND
6. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to 
provide sufficient drug for 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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17166
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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 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.
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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 2025 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. Details of the proposed prescription; 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 (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17160
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 (treatment) 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 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 evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration 
less than 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 



SYSTEMIC HORMONAL PREPARATIONS, EXCL. SEX HORMONES AND INSULINS

98 Growth Hormone Program

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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 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 other hypothalamic/pituitary hormone deficits (includes ACTH, TSH, GnRH and/or vasopressin/ADH 
deficiencies),  AND 

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

interval immediately prior to commencement of treatment (or the 6 month interval immediately prior to commencement of 
treatment if the patient was an older child at commencement of treatment);  OR 

• Patient must have had an annual growth velocity of greater than 14 cm per year in the 12 month period immediately prior 
to commencement of treatment, if the patient had a chronological age of 2 years or less at commencement of treatment;  
OR 

• Patient must have had an annual growth velocity of greater than 8 cm per year in the 12 month period immediately prior 
to commencement of treatment, if the patient had a bone or chronological age of 2.5 years or less at commencement of 
treatment,  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.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
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 2025 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. Details of the proposed prescription; AND
2. A completed Growth Hormone Authority Application Supporting Information Form for recommencement of treatment as a 
reclassified patient; AND
3. A minimum of 12 months of growth data (height and weight measurements) from immediately prior to commencement of 
treatment, or a minimum of 6 months of growth data from immediately prior to commencement of treatment if the patient 
was an older child at commencement of treatment; and the result of a bone age assessment performed within the 12 
months immediately prior to commencement of treatment (except for a patient whose chronological age was 2.5 years or 
less at commencement of treatment); AND
4. Evidence of biochemical growth hormone deficiency, including the type of tests performed and peak growth hormone 
concentrations; AND
5. (a) Confirmation that the patient has a structural lesion that is not neoplastic; OR
(b) Confirmation that the patient had a structural lesion that was neoplastic and has undergone a 12 month period of 
observation following completion of treatment for the structural lesion (all treatment); OR
(c) Confirmation that the patient has a structural lesion that is neoplastic, has received medical advice that it is unsafe to 
treat the structural lesion, and has undergone a 12 month period of observation since initial diagnosis of the structural 
lesion; AND
6. Confirmation that the patient has other hypothalamic/pituitary hormone deficits; AND
7. Confirmation that the patient has hypothalamic obesity; AND
8. Recent growth data (height and weight, not older than three months); AND
9. A bone age result performed within the last 12 months (except for a patient whose chronological age is 2.5 years or less); 
AND
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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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17151
Short stature associated with Turner syndrome
Treatment Phase: Recommencement of treatment as a reclassified patient
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.
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 
• 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 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 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 height greater than or equal to 155.0 cm,  AND 
• Patient must not have a bone age of 13.5 years or greater.
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 2025 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. Details of the proposed prescription; 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 (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17158
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 (treatment) under a 

category other than short stature due to short stature homeobox (SHOX) gene disorders,  AND 
• Patient must have had a lapse in 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 have had a height at or below the 1st percentile for age and sex immediately prior to commencing treatment,  
AND 

• Patient must have had a growth velocity below the 25th percentile for bone age and sex measured over the 12 month 
interval immediately prior to commencement of treatment (or the 6 month interval immediately prior to commencement of 
treatment if the patient was an older child at commencement of treatment);  OR 

• Patient must have had an annual growth velocity of 14 cm per year or less in the 12 month period immediately prior to 
commencement of treatment, if the patient had a chronological age of 2 years or less at commencement of treatment;  
OR 

• Patient must have had an annual growth velocity of 8 cm per year or less in the 12 month period immediately prior to 
commencement of treatment, if the patient had a bone or chronological age of 2.5 years or less at commencement of 
treatment,  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.
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.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
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 2025 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. Details of the proposed prescription; AND
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2. A completed Growth Hormone Authority Application Supporting Information Form for recommencement of treatment as a 
reclassified patient; AND
3. A minimum of 12 months of growth data (height and weight measurements) from immediately prior to commencement of 
treatment, or a minimum of 6 months of growth data from immediately prior to commencement of treatment if the patient 
was an older child at commencement of treatment; and the result of a bone age assessment performed within the 12 
months immediately prior to commencement of treatment (except for a patient whose chronological age was 2.5 years or 
less at commencement of 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 (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17182
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 
• 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 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 2025 and request the appropriate number of vials/cartridges required to provide sufficient drug for 16 
weeks' worth of treatment (with up to 1 repeat allowed).
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The authority application must be in writing and must include:
1. Details of the proposed prescription; 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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

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
17149
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 (treatment) under a 

category other than short stature associated with chronic renal insufficiency,  AND 
• Patient must have had a lapse in 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 1st percentile for age and sex immediately prior to commencing treatment;  
OR 

• Patient must have had both a height above the 1st and at or below the 25th percentiles for age and sex immediately prior 
to commencing treatment and a growth velocity less than or equal to the 25th percentile for bone age and sex measured 
over the 12 month interval immediately prior to commencement of treatment (or the 6 month interval immediately prior to 
commencement of treatment if the patient was an older child at commencement of treatment);  OR 

• Patient must have had both a height above the 1st and at or below the 25th percentiles for age and sex immediately prior 
to commencing treatment and an annual growth velocity of 14 cm per year or less in the 12 month period immediately 
prior to commencement of treatment, if the patient had a chronological age of 2 years or less at commencement of 
treatment;  OR 

• Patient must have had both a height above the 1st and at or below the 25th percentiles for age and sex immediately prior 
to commencing treatment and an annual growth velocity of 8 cm per year or less in the 12 month period immediately prior 
to commencement of treatment, if the patient had a bone or chronological age of 2.5 years or less at commencement of 
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 a condition with a known risk of malignancy including chromosomal abnormalities such as Down 
and Bloom syndromes,  AND 
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• 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.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
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 2025 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. Details of the proposed prescription; 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 measurements) from immediately prior to commencement 
of treatment, or a minimum of 6 months of growth data from immediately prior to commencement of treatment if the patient 
was an older child at commencement of treatment; and the result of a bone age assessment performed within the 12 
months immediately prior to commencement of treatment (except for a patient whose chronological age was 2.5 years or 
less at commencement of treatment); OR
(b) Height and weight measurements from within three months prior to commencement of treatment for a patient whose 
height was at or below the 1st percentile for age and sex immediately prior to commencing 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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

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 6 mg/1.03 mL injection, 1.03 mL cartridge
10458K Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 1 0.00 198.32 25.00 Saizen [SG]

somatropin 12 mg/1.5 mL injection, 1.5 mL cartridge
10495J Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 1 0.00 387.40 25.00 Saizen [SG]

somatropin 20 mg/2.5 mL injection, 2.5 mL cartridge
10442N Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 1 0.00 659.71 25.00 Saizen [SG]

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

operation 8 a.m. to 5 p.m. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
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Reply Paid 9826
HOBART TAS 7001
Authority Required
17162
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 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,  AND 
• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
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 2025 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. Details of the proposed prescription; 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 (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

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
17292
Short stature associated with biochemical growth hormone deficiency
Treatment Phase: Recommencement of treatment
Clinical criteria:
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• 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 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,  AND 
• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
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 2025 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. Details of the proposed prescription; 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 (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

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
17142
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 
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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 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.
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 2025 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. Details of the proposed prescription; 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 (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

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
17167
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 

• 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 a condition with a known risk of malignancy including chromosomal abnormalities such as Down 
and Bloom syndromes,  AND 
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• 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.
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 2025 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. Details of the proposed prescription; 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 (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

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
17293
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 
• 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.
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) 



SYSTEMIC HORMONAL PREPARATIONS, EXCL. SEX HORMONES AND INSULINS

108 Growth Hormone Program

Special Arrangement 2025 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. Details of the proposed prescription; 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 (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

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
17136
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 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.
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 2025 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. Details of the proposed prescription; 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 (except for a patient whose chronological age is 2.5 years or less); 
AND
5. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to 
provide sufficient drug for 16 weeks' worth of treatment (with up to 1 repeat allowed).
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Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to 
demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These 
records must be kept for 2 years after the date the prescription to which the records relate is written.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

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
17143
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 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.
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 2025 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. Details of the proposed prescription; 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 (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

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
17141
Short stature due to short stature homeobox (SHOX) gene disorders
Treatment Phase: Recommencement of treatment
Clinical criteria:
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• 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 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.
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 2025 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. Details of the proposed prescription; 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 (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

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
17296
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 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.
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 2025 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. Details of the proposed prescription; 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 (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

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
17137
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 (treatment) under a 

category other than short stature and slow growth,  AND 
• Patient must have had a lapse in treatment,  AND 
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• The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/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 have had a height at or below the 1st percentile for age and sex immediately prior to commencing treatment 
and a growth velocity below the 25th percentile for bone age and sex measured over the 12 month interval immediately 
prior to commencement of treatment (or the 6 month interval immediately prior to commencement of treatment if the 
patient was an older child at commencement of treatment);  OR 

• Patient must have had both: (i) a height no higher than the 1st percentile for age plus sex at the time of having 
commenced treatment with this drug, (ii) over the 12 month interval immediately prior to having commenced treatment, a 
growth velocity no greater than 8 cm/year where the patient had a bone/chronological age of no greater than 2.5 years,  
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.
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,  AND 
• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
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 2025 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. Details of the proposed prescription; 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 measurements) from immediately prior to commencement 
of treatment, or a minimum of 6 months of growth data from immediately prior to commencement of treatment if the patient 
was an older child at commencement of treatment; and the result of a bone age assessment performed within the 12 
months immediately prior to commencement of treatment (where the patient's chronological age was higher than 2.5 years); 
OR
(b) Confirmation that the patient has previously received treatment under the indication short stature associated with chronic 
renal insufficiency, has undergone a renal transplant and a 12 month period of observation following the transplant, and has 
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; AND
4. Recent growth data (height and weight, not older than three months); AND
5. A bone age result performed within the last 12 months (except for a patient whose chronological age is 2.5 years or less); 
AND
6. The proprietary name (brand), form and strength of the growth hormone 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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17148
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 (treatment) under a 

category other than short stature associated with biochemical growth hormone deficiency,  AND 
• Patient must have had a lapse in 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 have had a height at or below the 1st percentile for age and sex immediately prior to commencing treatment;  
OR 

• Patient must have had both a height above the 1st and at or below the 25th percentiles for age and sex immediately prior 
to commencing treatment and a growth velocity below the 25th percentile for bone age and sex measured over the 12 
month interval immediately prior to commencement of treatment (or the 6 month interval immediately prior to 
commencement of treatment if the patient was an older child at commencement of treatment);  OR 

• Patient must have had both a height above the 1st and at or below the 25th percentiles for age and sex immediately prior 
to commencing treatment and an annual growth velocity of 14 cm per year or less in the 12 month period immediately 
prior to commencement of treatment, if the patient had a chronological age of 2 years or less at commencement of 
treatment;  OR 

• Patient must have had both a height above the 1st and at or below the 25th percentiles for age and sex immediately prior 
to commencing treatment and an annual growth velocity of 8 cm per year or less in the 12 month period immediately prior 
to commencement of treatment, if the patient had a bone or chronological age of 2.5 years or less at commencement of 
treatment,  AND 

• Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration 
less than 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre in response to 1 growth hormone stimulation test 
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(pharmacological or physiological e.g. arginine, clonidine, glucagon, insulin, sleep, exercise) and low plasma IGFBP-3 
levels,  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,  AND 
• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
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 2025 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. Details of the proposed prescription; 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 measurements) from immediately prior to commencement 
of treatment, or a minimum of 6 months of growth data from immediately prior to commencement of treatment if the patient 
was an older child at commencement of treatment; and the result of a bone age assessment performed within the 12 
months immediately prior to commencement of treatment (except for a patient whose chronological age was 2.5 years or 
less at commencement of treatment); OR
(b) Height and weight measurements from within three months prior to commencement of treatment for a patient whose 
height was at or below the 1st percentile for age and sex immediately prior to commencing 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 (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17298
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 (treatment) under a 

category other than growth retardation secondary to an intracranial lesion, or cranial irradiation,  AND 
• Patient must have had a lapse in 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 
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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 non-compliance due to social/family 
problems,  AND 

• Patient must have had an intracranial lesion which is under appropriate observation and management;  OR 
• Patient must have received cranial irradiation without having had an intracranial lesion, and is under appropriate 

observation and management,  AND 
• Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration 

less than 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 had a height at or below the 1st percentile for age and sex immediately prior to commencing treatment;  
OR 

• Patient must have had both a height above the 1st percentile for age and sex immediately prior to commencing treatment 
and a growth velocity below the 25th percentile for bone age and sex measured over the 12 month interval immediately 
prior to commencement of treatment (or the 6 month interval immediately prior to commencement of treatment if the 
patient was an older child at commencement of treatment);  OR 

• Patient must have had both a height above the 1st percentile for age and sex immediately prior to commencing treatment 
and an annual growth velocity of 14 cm per year or less in the 12 month period immediately prior to commencement of 
treatment, if the patient had a chronological age of 2 years or less at commencement of treatment;  OR 

• Patient must have had both a height above the 1st percentile for age and sex immediately prior to commencing treatment 
and an annual growth velocity of 8 cm per year or less in the 12 month period immediately prior to commencement of 
treatment, if the patient had a bone or chronological age of 2.5 years or less at commencement of treatment,  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.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
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 2025 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. Details of the proposed prescription; 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 measurements) from immediately prior to commencement 
of treatment, or a minimum of 6 months of growth data from immediately prior to commencement of treatment if the patient 
was an older child at commencement of treatment; and the result of a bone age assessment performed within the 12 
months immediately prior to commencement of treatment (except for a patient whose chronological age was 2.5 years or 
less at commencement of treatment); OR
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(b) Height and weight measurements from within three months prior to commencement of treatment for a patient whose 
height was at or below the 1st percentile for age and sex immediately prior to commencing 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 which is under appropriate observation and management; 
OR
(b) Confirmation that the patient has received cranial irradiation without having had an intracranial lesion and is under 
appropriate observation and management; 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 (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17144
Risk of hypoglycaemia secondary to growth hormone deficiency in neonates/infants
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 risk of hypoglycaemia secondary to growth hormone deficiency in neonates/infants,  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 chronological age of less than 2 years,  AND 
• Patient must have a documented clinical risk of hypoglycaemia,  AND 
• Patient must have documented evidence that the risk of hypoglycaemia is secondary to biochemical growth hormone 

deficiency,  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.
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 2025 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. Details of the proposed prescription; AND
2. A completed Growth Hormone Authority Application Supporting Information Form for recommencement of treatment as a 
reclassified patient; AND
3. Confirmation that the patient has a documented clinical risk of hypoglycaemia; AND
4. Confirmation that the patient has documented evidence that the risk of hypoglycaemia is secondary to biochemical growth 
hormone deficiency; AND
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5. Recent growth data (height and weight, not older than three months); AND
6. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to 
provide sufficient drug for 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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17166
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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 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.



SYSTEMIC HORMONAL PREPARATIONS, EXCL. SEX HORMONES AND INSULINS

118 Growth Hormone Program

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 2025 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. Details of the proposed prescription; 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 (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17160
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 (treatment) 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 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 evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration 
less than 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 
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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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 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 other hypothalamic/pituitary hormone deficits (includes ACTH, TSH, GnRH and/or vasopressin/ADH 
deficiencies),  AND 

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

interval immediately prior to commencement of treatment (or the 6 month interval immediately prior to commencement of 
treatment if the patient was an older child at commencement of treatment);  OR 

• Patient must have had an annual growth velocity of greater than 14 cm per year in the 12 month period immediately prior 
to commencement of treatment, if the patient had a chronological age of 2 years or less at commencement of treatment;  
OR 

• Patient must have had an annual growth velocity of greater than 8 cm per year in the 12 month period immediately prior 
to commencement of treatment, if the patient had a bone or chronological age of 2.5 years or less at commencement of 
treatment,  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.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
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 2025 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. Details of the proposed prescription; AND
2. A completed Growth Hormone Authority Application Supporting Information Form for recommencement of treatment as a 
reclassified patient; AND
3. A minimum of 12 months of growth data (height and weight measurements) from immediately prior to commencement of 
treatment, or a minimum of 6 months of growth data from immediately prior to commencement of treatment if the patient 
was an older child at commencement of treatment; and the result of a bone age assessment performed within the 12 
months immediately prior to commencement of treatment (except for a patient whose chronological age was 2.5 years or 
less at commencement of treatment); AND
4. Evidence of biochemical growth hormone deficiency, including the type of tests performed and peak growth hormone 
concentrations; AND
5. (a) Confirmation that the patient has a structural lesion that is not neoplastic; OR
(b) Confirmation that the patient had a structural lesion that was neoplastic and has undergone a 12 month period of 
observation following completion of treatment for the structural lesion (all treatment); OR
(c) Confirmation that the patient has a structural lesion that is neoplastic, has received medical advice that it is unsafe to 
treat the structural lesion, and has undergone a 12 month period of observation since initial diagnosis of the structural 
lesion; AND
6. Confirmation that the patient has other hypothalamic/pituitary hormone deficits; AND
7. Confirmation that the patient has hypothalamic obesity; AND
8. Recent growth data (height and weight, not older than three months); AND
9. A bone age result performed within the last 12 months (except for a patient whose chronological age is 2.5 years or less); 
AND
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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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17151
Short stature associated with Turner syndrome
Treatment Phase: Recommencement of treatment as a reclassified patient
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.
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 
• 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 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 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 height greater than or equal to 155.0 cm,  AND 
• Patient must not have a bone age of 13.5 years or greater.
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 2025 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. Details of the proposed prescription; 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 (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17158
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 (treatment) under a 

category other than short stature due to short stature homeobox (SHOX) gene disorders,  AND 
• Patient must have had a lapse in 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 have had a height at or below the 1st percentile for age and sex immediately prior to commencing treatment,  
AND 

• Patient must have had a growth velocity below the 25th percentile for bone age and sex measured over the 12 month 
interval immediately prior to commencement of treatment (or the 6 month interval immediately prior to commencement of 
treatment if the patient was an older child at commencement of treatment);  OR 

• Patient must have had an annual growth velocity of 14 cm per year or less in the 12 month period immediately prior to 
commencement of treatment, if the patient had a chronological age of 2 years or less at commencement of treatment;  
OR 

• Patient must have had an annual growth velocity of 8 cm per year or less in the 12 month period immediately prior to 
commencement of treatment, if the patient had a bone or chronological age of 2.5 years or less at commencement of 
treatment,  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.
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.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
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 2025 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. Details of the proposed prescription; AND
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2. A completed Growth Hormone Authority Application Supporting Information Form for recommencement of treatment as a 
reclassified patient; AND
3. A minimum of 12 months of growth data (height and weight measurements) from immediately prior to commencement of 
treatment, or a minimum of 6 months of growth data from immediately prior to commencement of treatment if the patient 
was an older child at commencement of treatment; and the result of a bone age assessment performed within the 12 
months immediately prior to commencement of treatment (except for a patient whose chronological age was 2.5 years or 
less at commencement of 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 (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17295
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 (treatment) under a 

category other than short stature associated with chronic renal insufficiency,  AND 
• Patient must have had a lapse in 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 1st percentile for age and sex immediately prior to commencing treatment;  
OR 

• Patient must have had both a height above the 1st and at or below the 25th percentiles for age and sex immediately prior 
to commencing treatment and a growth velocity less than or equal to the 25th percentile for bone age and sex measured 
over the 12 month interval immediately prior to commencement of treatment (or the 6 month interval immediately prior to 
commencement of treatment if the patient was an older child at commencement of treatment);  OR 

• Patient must have had both a height above the 1st and at or below the 25th percentiles for age and sex immediately prior 
to commencing treatment and an annual growth velocity of 14 cm per year or less in the 12 month period immediately 
prior to commencement of treatment, if the patient had a chronological age of 2 years or less at commencement of 
treatment;  OR 

• Patient must have had both a height above the 1st and at or below the 25th percentiles for age and sex immediately prior 
to commencing treatment and an annual growth velocity of 8 cm per year or less in the 12 month period immediately prior 
to commencement of treatment, if the patient had a bone or chronological age of 2.5 years or less at commencement of 
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 a condition with a known risk of malignancy including chromosomal abnormalities such as Down 
and Bloom syndromes,  AND 
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• 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.
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.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
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 2025 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. Details of the proposed prescription; 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 measurements) from immediately prior to commencement 
of treatment, or a minimum of 6 months of growth data from immediately prior to commencement of treatment if the patient 
was an older child at commencement of treatment; and the result of a bone age assessment performed within the 12 
months immediately prior to commencement of treatment (except for a patient whose chronological age was 2.5 years or 
less at commencement of treatment); OR
(b) Height and weight measurements from within three months prior to commencement of treatment for a patient whose 
height was at or below the 1st percentile for age and sex immediately prior to commencing 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 (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

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 5 mg/1.5 mL injection, 1.5 mL cartridge
10467X Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 1 0.00 166.81 25.00 Norditropin FlexPro [NO]

somatropin 10 mg/1.5 mL injection, 1.5 mL cartridge
10496K Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 1 0.00 334.47 25.00 Norditropin FlexPro [NO]

somatropin 15 mg/1.5 mL injection, 1.5 mL cartridge
10489C Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 1 0.00 497.08 25.00 Norditropin FlexPro [NO]

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

operation 8 a.m. to 5 p.m. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001
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Authority Required
17186
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 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:
• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
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 2025 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. Details of the proposed prescription; 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 (except for a patient whose chronological age is 2.5 years or less); 
AND
5. The final adult height (in cm) of the patient's mother and father (where available); AND
6. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to 
provide sufficient drug for 13 weeks worth of treatment (with up to 1 repeat allowed).
Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to 
demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These 
records must be kept for 2 years after the date the prescription to which the records relate is written.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17229
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 
• 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 
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• 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 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:
• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
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 2025 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. Details of the proposed prescription; 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 final adult height (in cm) of the patient's mother and father (where available); AND
6. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to 
provide sufficient drug for 13 weeks worth of treatment (with up to 1 repeat allowed).
Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to 
demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These 
records must be kept for 2 years after the date the prescription to which the records relate is written.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17365
Growth retardation secondary to an intracranial lesion, or cranial irradiation
Treatment Phase: Continuing treatment
Clinical criteria:
• Patient must have previously received treatment under the PBS S100 Growth Hormone Program under the growth 

retardation secondary to an intracranial lesion, or cranial irradiation category,  AND 
• Patient must not have been on the maximum dose of 7.5mg/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 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 2025 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. Details of the proposed prescription; AND
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2. A completed Growth Hormone Authority Application Supporting Information Form for continuing treatment; AND
3. Growth data (height and weight) for the most recent 6 month treatment period, including data at both the start and end of 
the treatment period. The most recent data must not be older than three months; AND
4. A bone age result performed within the last 12 months; AND
5. The final adult height (in cm) of the patient's mother and father (where available); AND
6. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to 
provide sufficient drug for 13 weeks worth of treatment (with up to 1 repeat allowed).
Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to 
demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These 
records must be kept for 2 years after the date the prescription to which the records relate is written.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17212
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 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 2025 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. Details of the proposed prescription; 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 final adult height (in cm) of the patient's mother and father (where available); AND
6. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to 
provide sufficient drug for 13 weeks worth of treatment (with up to 1 repeat allowed).
Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to 
demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These 
records must be kept for 2 years after the date the prescription to which the records relate is written.
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'.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17366
Biochemical growth hormone deficiency and precocious puberty
Treatment Phase: Continuing treatment
Clinical criteria:
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• 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 

• 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 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 2025 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. Details of the proposed prescription; 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 final adult height (in cm) of the patient's mother and father (where available); AND
6. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to 
provide sufficient drug for 13 weeks worth of treatment (with up to 1 repeat allowed).
Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to 
demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These 
records must be kept for 2 years after the date the prescription to which the records relate is written.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17213
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 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 
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• 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 2025 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. Details of the proposed prescription; 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 final adult height (in cm) of the patient's mother and father (where available); AND
6. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to 
provide sufficient drug for 13 weeks worth of treatment (with up to 1 repeat allowed).
Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to 
demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These 
records must be kept for 2 years after the date the prescription to which the records relate is written.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17230
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 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 2025 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. Details of the proposed prescription; 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 (except for a patient whose chronological age is 2.5 years or less); 
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).
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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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17307
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 

• 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 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 2025 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. Details of the proposed prescription; 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 final adult height (in cm) of the patient's mother and father (where available); AND
6. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to 
provide sufficient drug for 13 weeks worth of treatment (with up to 1 repeat allowed).
Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to 
demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These 
records must be kept for 2 years after the date the prescription to which the records relate is written.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17309
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 
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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 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.
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 2025 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. Details of the proposed prescription; 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 final adult height (in cm) of the patient's mother and father (where available); AND
6. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to 
provide sufficient drug for 13 weeks worth of treatment (with up to 1 repeat allowed).
Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to 
demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These 
records must be kept for 2 years after the date the prescription to which the records relate is written.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

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
17195
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 (treatment) 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 
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• 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 have had a height at or below the 1st percentile for age and sex immediately prior to commencing treatment 
and a growth velocity below the 25th percentile for bone age and sex measured over the 12 month interval immediately 
prior to commencement of treatment (or the 6 month interval immediately prior to commencement of treatment if the 
patient was an older child at commencement of treatment);  OR 

• Patient must have had both: (i) a height no higher than the 1st percentile for age plus sex at the time of having 
commenced treatment with this drug, (ii) over the 12 month interval immediately prior to having commenced treatment, a 
growth velocity no greater than 8 cm/year where the patient had a bone/chronological age of no greater than 2.5 years,  
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,  AND 
• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
The maximum duration of each continuing treatment phase is 26 weeks. Prescribers must determine an appropriate weekly 
dose in accordance with the dosing arrangements detailed in the National Health (Growth Hormone Program) Special 
Arrangement 2025 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. Details of the proposed prescription; 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 measurements) from immediately prior to commencement 
of treatment, or a minimum of 6 months of growth data from immediately prior to commencement of treatment if the patient 
was an older child at commencement of treatment; and the result of a bone age assessment performed within the 12 
months immediately prior to commencement of treatment (where the patient's chronological age was higher than 2.5 years); 
OR
(b) Confirmation that the patient has previously received treatment under the indication short stature associated with chronic 
renal insufficiency, has undergone a renal transplant and a 12 month period of observation following the transplant, and has 
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; AND
4. 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
5. A bone age result performed within the last 12 months (except for a patient whose chronological age is 2.5 years or less); 
AND
6. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to 
provide sufficient drug for 13 weeks' worth of treatment (with up to 1 repeat allowed).
Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to 
demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These 
records must be kept for 2 years after the date the prescription to which the records relate is written.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17340
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 (treatment) 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 
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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 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 have had a height at or below the 1st percentile for age and sex immediately prior to commencing treatment;  
OR 

• Patient must have had both a height above the 1st and at or below the 25th percentiles for age and sex immediately prior 
to commencing treatment and a growth velocity below the 25th percentile for bone age and sex measured over the 12 
month interval immediately prior to commencement of treatment (or the 6 month interval immediately prior to 
commencement of treatment if the patient was an older child at commencement of treatment);  OR 

• Patient must have had both a height above the 1st and at or below the 25th percentiles for age and sex immediately prior 
to commencing treatment and an annual growth velocity of 14 cm per year or less in the 12 month period immediately 
prior to commencement of treatment, if the patient had a chronological age of 2 years or less at commencement of 
treatment;  OR 

• Patient must have had both a height above the 1st and at or below the 25th percentiles for age and sex immediately prior 
to commencing treatment and an annual growth velocity of 8 cm per year or less in the 12 month period immediately prior 
to commencement of treatment, if the patient had a bone or chronological age of 2.5 years or less at commencement of 
treatment,  AND 

• Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration 
less than 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 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,  AND 
• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
The maximum duration of each continuing treatment phase is 26 weeks. Prescribers must determine an appropriate weekly 
dose in accordance with the dosing arrangements detailed in the National Health (Growth Hormone Program) Special 
Arrangement 2025 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).
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The authority application must be in writing and must include:
1. Details of the proposed prescription; 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 measurements) from immediately prior to commencement 
of treatment, or a minimum of 6 months of growth data from immediately prior to commencement of treatment if the patient 
was an older child at commencement of treatment; and the result of a bone age assessment performed within the 12 
months immediately prior to commencement of treatment (except for a patient whose chronological age was 2.5 years or 
less at commencement of treatment); OR
(b) Height and weight measurements from within three months prior to commencement of treatment for a patient whose 
height was at or below the 1st percentile for age and sex immediately prior to commencing 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).
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17214
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 (treatment) 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 which is under appropriate observation and management;  OR 
• Patient must have received cranial irradiation without having had an intracranial lesion, and is under appropriate 

observation and management,  AND 
• Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration 

less than 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 



SYSTEMIC HORMONAL PREPARATIONS, EXCL. SEX HORMONES AND INSULINS

134 Growth Hormone Program

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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 had a height at or below the 1st percentile for age and sex immediately prior to commencing treatment;  
OR 

• Patient must have had both a height above the 1st percentile for age and sex immediately prior to commencing treatment 
and a growth velocity below the 25th percentile for bone age and sex measured over the 12 month interval immediately 
prior to commencement of treatment (or the 6 month interval immediately prior to commencement of treatment if the 
patient was an older child at commencement of treatment);  OR 

• Patient must have had both a height above the 1st percentile for age and sex immediately prior to commencing treatment 
and an annual growth velocity of 14 cm per year or less in the 12 month period immediately prior to commencement of 
treatment, if the patient had a chronological age of 2 years or less at commencement of treatment;  OR 

• Patient must have had both a height above the 1st percentile for age and sex immediately prior to commencing treatment 
and an annual growth velocity of 8 cm per year or less in the 12 month period immediately prior to commencement of 
treatment, if the patient had a bone or chronological age of 2.5 years or less at commencement of treatment,  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.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
The maximum duration of each continuing treatment phase is 26 weeks. Prescribers must determine an appropriate weekly 
dose in accordance with the dosing arrangements detailed in the National Health (Growth Hormone Program) Special 
Arrangement 2025 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. Details of the proposed prescription; 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 measurements) from immediately prior to commencement 
of treatment, or a minimum of 6 months of growth data from immediately prior to commencement of treatment if the patient 
was an older child at commencement of treatment; and the result of a bone age assessment performed within the 12 
months immediately prior to commencement of treatment (except for a patient whose chronological age was 2.5 years or 
less at commencement of treatment); OR
(b) Height and weight measurements from within three months prior to commencement of treatment for a patient whose 
height was at or below the 1st percentile for age and sex immediately prior to commencing 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 which is under appropriate observation and management; 
OR
(b) Confirmation that the patient has received cranial irradiation without having had an intracranial lesion and is under 
appropriate observation and management; 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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
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17237
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 

• 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 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 
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Arrangement 2025 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. Details of the proposed prescription; 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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17304
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 (treatment) 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 

• 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 
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• Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration 
less than 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 have had a growth velocity above the 25th percentile for bone age and sex measured over the 12 month 

interval immediately prior to commencement of treatment (or the 6 month interval immediately prior to commencement of 
treatment if the patient was an older child at commencement of treatment);  OR 

• Patient must have had an annual growth velocity of greater than 14 cm per year in the 12 month period immediately prior 
to commencement of treatment, if the patient had a chronological age of 2 years or less at commencement of treatment;  
OR 

• Patient must have had an annual growth velocity of greater than 8 cm per year in the 12 month period immediately prior 
to commencement of treatment, if the patient had a bone or chronological age of 2.5 years or less at commencement of 
treatment,  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.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
The maximum duration of each continuing treatment phase is 26 weeks. Prescribers must determine an appropriate weekly 
dose in accordance with the dosing arrangements detailed in the National Health (Growth Hormone Program) Special 
Arrangement 2025 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. Details of the proposed prescription; AND
2. A completed Growth Hormone Authority Application Supporting Information Form for continuing treatment as a 
reclassified patient; AND
3. A minimum of 12 months of growth data (height and weight measurements) from immediately prior to commencement of 
treatment, or a minimum of 6 months of growth data from immediately prior to commencement of treatment if the patient 
was an older child at commencement of treatment; and the result of a bone age assessment performed within the 12 
months immediately prior to commencement of treatment (except for a patient whose chronological age was 2.5 years or 
less at commencement of 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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
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17308
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 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 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.
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 2025 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. Details of the proposed prescription; 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 (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17238
Short stature due to short stature homeobox (SHOX) gene disorders
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Treatment Phase: Continuing treatment as a reclassified patient
Clinical criteria:
• Patient must have previously received treatment under the PBS S100 Growth Hormone Program (treatment) 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 have had a height at or below the 1st percentile for age and sex immediately prior to commencing treatment,  
AND 

• Patient must have had a growth velocity below the 25th percentile for bone age and sex measured over the 12 month 
interval immediately prior to commencement of treatment (or the 6 month interval immediately prior to commencement of 
treatment if the patient was an older child at commencement of treatment);  OR 

• Patient must have had an annual growth velocity of 14 cm per year or less in the 12 month period immediately prior to 
commencement of treatment, if the patient had a chronological age of 2 years or less at commencement of treatment;  
OR 

• Patient must have had an annual growth velocity of 8 cm per year or less in the 12 month period immediately prior to 
commencement of treatment, if the patient had a bone or chronological age of 2.5 years or less at commencement of 
treatment,  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.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
The maximum duration of each continuing treatment phase is 26 weeks. Prescribers must determine an appropriate weekly 
dose in accordance with the dosing arrangements detailed in the National Health (Growth Hormone Program) Special 
Arrangement 2025 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. Details of the proposed prescription; AND
2. A completed Growth Hormone Authority Application Supporting Information Form for continuing treatment as a 
reclassified patient; AND
3. A minimum of 12 months of growth data (height and weight measurements) from immediately prior to commencement of 
treatment, or a minimum of 6 months of growth data from immediately prior to commencement of treatment if the patient 
was an older child at commencement of treatment; and the result of a bone age assessment performed within the 12 
months immediately prior to commencement of treatment (except for a patient whose chronological age was 2.5 years or 
less at commencement of treatment); AND
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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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17190
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 (treatment) 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 
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 1st percentile for age and sex immediately prior to commencing treatment;  
OR 

• Patient must have had both a height above the 1st and at or below the 25th percentiles for age and sex immediately prior 
to commencing treatment and a growth velocity less than or equal to the 25th percentile for bone age and sex measured 
over the 12 month interval immediately prior to commencement of treatment (or the 6 month interval immediately prior to 
commencement of treatment if the patient was an older child at commencement of treatment);  OR 

• Patient must have had both a height above the 1st and at or below the 25th percentiles for age and sex immediately prior 
to commencing treatment and an annual growth velocity of 14 cm per year or less in the 12 month period immediately 
prior to commencement of treatment, if the patient had a chronological age of 2 years or less at commencement of 
treatment;  OR 

• Patient must have had both a height above the 1st and at or below the 25th percentiles for age and sex immediately prior 
to commencing treatment and an annual growth velocity of 8 cm per year or less in the 12 month period immediately prior 
to commencement of treatment, if the patient had a bone or chronological age of 2.5 years or less at commencement of 
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 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.
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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.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
The maximum duration of each continuing treatment phase is 26 weeks. Prescribers must determine an appropriate weekly 
dose in accordance with the dosing arrangements detailed in the National Health (Growth Hormone Program) Special 
Arrangement 2025 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. Details of the proposed prescription; 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 measurements) from immediately prior to commencement 
of treatment, or a minimum of 6 months of growth data from immediately prior to commencement of treatment if the patient 
was an older child at commencement of treatment; and the result of a bone age assessment performed within the 12 
months immediately prior to commencement of treatment (except for a patient whose chronological age was 2.5 years or 
less at commencement of treatment); OR
(b) Height and weight measurements from within three months prior to commencement of treatment for a patient whose 
height was at or below the 1st percentile for age and sex immediately prior to commencing 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. 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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

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
17231
Short stature and slow growth
Treatment Phase: Change of drug
Treatment criteria:
• Patient must be undergoing existing PBS-subsidised growth hormone treatment where the prescribed drug is changing 

within the same PBS indication - subsidy through this treatment phase must not: (i) initiate treatment, (ii) recommence 
treatment, (iii) reclassify the PBS indication.

Clinical criteria:
• Patient must have been treated with PBS-subsidised growth hormone for less than 32 weeks;  OR 
• Patient must have been treated with PBS-subsidised growth hormone for at least 32 weeks, with an adequate response 

to treatment (as defined further below) having been demonstrated;  OR 
• Patient must have been treated with PBS-subsidised growth hormone for at least 32 weeks, with an adequate response 

to treatment (as defined further below) not demonstrated due to at least one of: (i) a significant medical illness, (ii) major 
surgery (e.g. renal transplant), (iii) an adverse reaction to growth hormone, (iv) non-compliance to treatment arising from 
social/family problems, (v) sub-optimal dosing (i.e. the dose was less than the permitted upper dose range),  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 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,  AND 
• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
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Definition:
An adequate response to the preceding supply of growth hormone for which the patient is changing from is one where the 
patient, for their sex, has achieved at least one of:
(a) the 50th percentile growth velocity for bone age;
(b) an increase in height standard deviation score for chronological age;
(c) a minimum growth velocity of 4 cm per year;
(d) a mid-parental height standard deviation score.
Applications for authorisation under this treatment phase must be made via the Online PBS Authorities System (real time 
assessment) or in writing via HPOS form upload or mail and must include:
1. 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.
2. A bone age result performed within the last 12 months where the patient has a chronological age greater than 2.5 years.
Where growth data has been supplied within 3 months of this authority application, do not resupply this data.
If the application is submitted through HPOS form upload or mail, it must include:
(i) details of the proposed prescription; and
(ii) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice).
Prescribe an appropriate amount of drug (maximum quantity in units) outlined within the 'Notes' section of this restriction.
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

Note Prescribe an appropriate amount of drug (maximum quantity in units) that facilitates approximately 13 weeks of treatment 
per dispensing. Request up to 1 repeat prescription. With 1 repeat prescription, this treatment phase listing intends to 
provide approximately 26 weeks of treatment.
An online calculator has been developed to assist in the determination of the quantity of drug to be sought. It is located in 
the following location:
https: //www.pbs.gov.au/browse/section100-gh
Authority Required
17197
Short stature associated with biochemical growth hormone deficiency
Treatment Phase: Change of drug
Treatment criteria:
• Patient must be undergoing existing PBS-subsidised growth hormone treatment where the prescribed drug is changing 

within the same PBS indication - subsidy through this treatment phase must not: (i) initiate treatment, (ii) recommence 
treatment, (iii) reclassify the PBS indication.

Clinical criteria:
• Patient must have been treated with PBS-subsidised growth hormone for less than 32 weeks;  OR 
• Patient must have been treated with PBS-subsidised growth hormone for at least 32 weeks, with an adequate response 

to treatment (as defined further below) having been demonstrated;  OR 
• Patient must have been treated with PBS-subsidised growth hormone for at least 32 weeks, with an adequate response 

to treatment (as defined further below) not demonstrated due to at least one of: (i) a significant medical illness, (ii) major 
surgery (e.g. renal transplant), (iii) an adverse reaction to growth hormone, (iv) non-compliance to treatment arising from 
social/family problems, (v) sub-optimal dosing (i.e. the dose was less than the permitted upper dose range),  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 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,  AND 
• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
Definition:
An adequate response to the preceding supply of growth hormone for which the patient is changing from is one where the 
patient, for their sex, has achieved at least one of:
(a) the 50th percentile growth velocity for bone age;
(b) an increase in height standard deviation score for chronological age;
(c) a minimum growth velocity of 4 cm per year;
(d) a mid-parental height standard deviation score.
Applications for authorisation under this treatment phase must be made via the Online PBS Authorities System (real time 
assessment) or in writing via HPOS form upload or mail and must include:
1. 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.
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2. A bone age result performed within the last 12 months where the patient has a chronological age greater than 2.5 years.
Where growth data has been supplied within 3 months of this authority application, do not resupply this data.
If the application is submitted through HPOS form upload or mail, it must include:
(i) details of the proposed prescription; and
(ii) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice).
Prescribe an appropriate amount of drug (maximum quantity in units) outlined within the 'Notes' section of this restriction.
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

Note Prescribe an appropriate amount of drug (maximum quantity in units) that facilitates approximately 13 weeks of treatment 
per dispensing. Request up to 1 repeat prescription. With 1 repeat prescription, this treatment phase listing intends to 
provide approximately 26 weeks of treatment.
An online calculator has been developed to assist in the determination of the quantity of drug to be sought. It is located in 
the following location:
https: //www.pbs.gov.au/browse/section100-gh

somatropin 5 mg/1.5 mL injection, 1.5 mL cartridge
10427T Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 1 0.00 171.85 25.00 Scitropin A [SA]

somatropin 5 mg/1.5 mL injection, 1.5 mL cartridge
10507B Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 1 0.00 171.85 25.00 Omnitrope Surepal 5 [SZ]

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 0.00 334.47 25.00 SciTropin A [SA]

somatropin 10 mg/1.5 mL injection, 1.5 mL cartridge
10506Y Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 1 0.00 334.47 25.00 Omnitrope Surepal 10 [SZ]

somatropin 15 mg/1.5 mL injection, 1.5 mL cartridge
10490D Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 1 0.00 497.08 25.00 Omnitrope Surepal 15 [SZ]

somatropin 15 mg/1.5 mL injection, 1.5 mL cartridge
15417K Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 1 0.00 497.08 25.00 SciTropin A [SA]

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

operation 8 a.m. to 5 p.m. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001
Authority Required
17162
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 
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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 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,  AND 
• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
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 2025 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. Details of the proposed prescription; 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 (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

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
17292
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 
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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 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,  AND 
• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
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 2025 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. Details of the proposed prescription; 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 (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

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
17142
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 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 
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• 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.
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 2025 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. Details of the proposed prescription; 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 (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

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
17167
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 

• 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 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.
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 2025 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. Details of the proposed prescription; AND
2. A completed Growth Hormone Authority Application Supporting Information Form for recommencement of treatment; AND
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3. Recent growth data (height and weight, not older than three months); AND
4. A bone age result performed within the last 12 months (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

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
17293
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 
• 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.
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 2025 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. Details of the proposed prescription; 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 (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
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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
17136
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 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.
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 2025 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. Details of the proposed prescription; 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 (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

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
17143
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 
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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 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.
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 2025 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. Details of the proposed prescription; 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 (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

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
17141
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 
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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 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.
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 2025 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. Details of the proposed prescription; 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 (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

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
17296
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 
• 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 
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continuing treatment period, whichever applies), unless response was affected by non-compliance due to social/family 
problems,  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.
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 2025 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. Details of the proposed prescription; 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 (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

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
17157
Short stature and poor body composition due to Prader-Willi 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 

and poor body composition due to Prader Willi syndrome category,  AND 
• Patient must have had a lapse in growth hormone treatment,  AND 
• Patient must have had a bone age below skeletal maturity (15.5 years for males and 13.5 years for females) (except 

where the patient had a chronological age of 2.5 years or less) at the last application and 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 

• Patient must have had a bone age below skeletal maturity (15.5 years for males and 13.5 years for females) (except 
where the patient had a chronological age of 2.5 years or less) at the last application and 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 

• Patient must have had a bone age below skeletal maturity (15.5 years for males and 13.5 years for females) (except 
where the patient had a chronological age of 2.5 years or less) at the last application and 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 

• Patient must have had a bone age below skeletal maturity (15.5 years for males and 13.5 years for females) (except 
where the patient had a chronological age of 2.5 years or less) at the last application and treatment must not have lapsed 
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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 

• Patient must have had a bone age below skeletal maturity (15.5 years for males and 13.5 years for females) (except 
where the patient had a chronological age of 2.5 years or less) at the last application and 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;  OR 

• Patient must have had a bone age at or above skeletal maturity (15.5 years for males and 13.5 years for females) at the 
last application and treatment must not have lapsed due to failure to respond to growth hormone at a dose of 
0.04mg/kg/wk or greater for the most recent treatment period (32 weeks for the initial treatment period or 26 weeks for 
subsequent treatment periods, whichever applies);  OR 

• Patient must have had a bone age at or above skeletal maturity (15.5 years for males and 13.5 years for females) at the 
last application and treatment must not have lapsed due to failure to respond to growth hormone at a dose of 
0.04mg/kg/wk or greater for the most recent treatment period (32 weeks for the initial treatment period or 26 weeks for 
subsequent treatment periods, whichever applies), unless response was affected by a significant medical illness;  OR 

• Patient must have had a bone age at or above skeletal maturity (15.5 years for males and 13.5 years for females) at the 
last application and treatment must not have lapsed due to failure to respond to growth hormone at a dose of 
0.04mg/kg/wk or greater for the most recent treatment period (32 weeks for the initial treatment period or 26 weeks for 
subsequent treatment periods, whichever applies), unless response was affected by major surgery (e.g. renal transplant);  
OR 

• Patient must have had a bone age at or above skeletal maturity (15.5 years for males and 13.5 years for females) at the 
last application and treatment must not have lapsed due to failure to respond to growth hormone at a dose of 
0.04mg/kg/wk or greater for the most recent treatment period (32 weeks for the initial treatment period or 26 weeks for 
subsequent treatment periods, whichever applies), unless response was affected by an adverse reaction to growth 
hormone;  OR 

• Patient must have had a bone age at or above skeletal maturity (15.5 years for males and 13.5 years for females) at the 
last application and treatment must not have lapsed due to failure to respond to growth hormone at a dose of 
0.04mg/kg/wk or greater for the most recent treatment period (32 weeks for the initial treatment period or 26 weeks for 
subsequent treatment periods, whichever applies), unless response was affected by non-compliance due to social/family 
problems,  AND 

• Patient must have been re-evaluated via polysomnography for airway obstruction and apnoea during the initial 32 week 
treatment period and any sleep disorders identified that required treatment must have been addressed,  AND 

• Patient must not have 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 developed uncontrolled morbid obesity, defined as a body weight greater than 200% of ideal body 

weight for height and sex, with ideal body weight derived by calculating the 50th percentile weight for the patient's current 
height.

Population criteria:
• Patient must not have a chronological age of equal to or greater than 18 years.
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 2025 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. Details of the proposed prescription; AND
2. A completed Growth Hormone Authority Application Supporting Information Form for recommencement of treatment; AND
3. Recent growth data (height, weight, and waist circumference, not older than three months); AND
4. The date at which skeletal maturity was achieved (if applicable) [Note: In patients whose chronological age is greater than 
2.5 years, a bone age reading should be performed at least once every 12 months prior to attainment of skeletal maturity.]; 
AND
5. Confirmation that during the initial 32 week treatment period, the patient was re-evaluated via polysomnography for 
airway obstruction and apnoea, and any sleep disorders that were identified have been addressed; AND
6. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to 
provide sufficient drug for 16 weeks' worth of treatment (with up to 1 repeat allowed).
Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to 
demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These 
records must be kept for 2 years after the date the prescription to which the records relate is written.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

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
17137
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 (treatment) under a 

category other than short stature and slow growth,  AND 
• Patient must have had a lapse in 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 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 have had a height at or below the 1st percentile for age and sex immediately prior to commencing treatment 
and a growth velocity below the 25th percentile for bone age and sex measured over the 12 month interval immediately 
prior to commencement of treatment (or the 6 month interval immediately prior to commencement of treatment if the 
patient was an older child at commencement of treatment);  OR 

• Patient must have had both: (i) a height no higher than the 1st percentile for age plus sex at the time of having 
commenced treatment with this drug, (ii) over the 12 month interval immediately prior to having commenced treatment, a 
growth velocity no greater than 8 cm/year where the patient had a bone/chronological age of no greater than 2.5 years,  
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.
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,  AND 
• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
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 2025 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. Details of the proposed prescription; 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 measurements) from immediately prior to commencement 
of treatment, or a minimum of 6 months of growth data from immediately prior to commencement of treatment if the patient 
was an older child at commencement of treatment; and the result of a bone age assessment performed within the 12 
months immediately prior to commencement of treatment (where the patient's chronological age was higher than 2.5 years); 
OR
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(b) Confirmation that the patient has previously received treatment under the indication short stature associated with chronic 
renal insufficiency, has undergone a renal transplant and a 12 month period of observation following the transplant, and has 
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; AND
4. Recent growth data (height and weight, not older than three months); AND
5. A bone age result performed within the last 12 months (except for a patient whose chronological age is 2.5 years or less); 
AND
6. The proprietary name (brand), form and strength of the growth hormone 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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17148
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 (treatment) under a 

category other than short stature associated with biochemical growth hormone deficiency,  AND 
• Patient must have had a lapse in 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 have had a height at or below the 1st percentile for age and sex immediately prior to commencing treatment;  
OR 

• Patient must have had both a height above the 1st and at or below the 25th percentiles for age and sex immediately prior 
to commencing treatment and a growth velocity below the 25th percentile for bone age and sex measured over the 12 
month interval immediately prior to commencement of treatment (or the 6 month interval immediately prior to 
commencement of treatment if the patient was an older child at commencement of treatment);  OR 

• Patient must have had both a height above the 1st and at or below the 25th percentiles for age and sex immediately prior 
to commencing treatment and an annual growth velocity of 14 cm per year or less in the 12 month period immediately 
prior to commencement of treatment, if the patient had a chronological age of 2 years or less at commencement of 
treatment;  OR 

• Patient must have had both a height above the 1st and at or below the 25th percentiles for age and sex immediately prior 
to commencing treatment and an annual growth velocity of 8 cm per year or less in the 12 month period immediately prior 
to commencement of treatment, if the patient had a bone or chronological age of 2.5 years or less at commencement of 
treatment,  AND 

• Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration 
less than 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 
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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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 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,  AND 
• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
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 2025 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. Details of the proposed prescription; 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 measurements) from immediately prior to commencement 
of treatment, or a minimum of 6 months of growth data from immediately prior to commencement of treatment if the patient 
was an older child at commencement of treatment; and the result of a bone age assessment performed within the 12 
months immediately prior to commencement of treatment (except for a patient whose chronological age was 2.5 years or 
less at commencement of treatment); OR
(b) Height and weight measurements from within three months prior to commencement of treatment for a patient whose 
height was at or below the 1st percentile for age and sex immediately prior to commencing 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 (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17298
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 (treatment) under a 

category other than growth retardation secondary to an intracranial lesion, or cranial irradiation,  AND 
• Patient must have had a lapse in 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 
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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 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 which is under appropriate observation and management;  OR 
• Patient must have received cranial irradiation without having had an intracranial lesion, and is under appropriate 

observation and management,  AND 
• Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration 

less than 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 had a height at or below the 1st percentile for age and sex immediately prior to commencing treatment;  
OR 

• Patient must have had both a height above the 1st percentile for age and sex immediately prior to commencing treatment 
and a growth velocity below the 25th percentile for bone age and sex measured over the 12 month interval immediately 
prior to commencement of treatment (or the 6 month interval immediately prior to commencement of treatment if the 
patient was an older child at commencement of treatment);  OR 

• Patient must have had both a height above the 1st percentile for age and sex immediately prior to commencing treatment 
and an annual growth velocity of 14 cm per year or less in the 12 month period immediately prior to commencement of 
treatment, if the patient had a chronological age of 2 years or less at commencement of treatment;  OR 

• Patient must have had both a height above the 1st percentile for age and sex immediately prior to commencing treatment 
and an annual growth velocity of 8 cm per year or less in the 12 month period immediately prior to commencement of 
treatment, if the patient had a bone or chronological age of 2.5 years or less at commencement of treatment,  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.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
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 2025 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. Details of the proposed prescription; AND
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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 measurements) from immediately prior to commencement 
of treatment, or a minimum of 6 months of growth data from immediately prior to commencement of treatment if the patient 
was an older child at commencement of treatment; and the result of a bone age assessment performed within the 12 
months immediately prior to commencement of treatment (except for a patient whose chronological age was 2.5 years or 
less at commencement of treatment); OR
(b) Height and weight measurements from within three months prior to commencement of treatment for a patient whose 
height was at or below the 1st percentile for age and sex immediately prior to commencing 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 which is under appropriate observation and management; 
OR
(b) Confirmation that the patient has received cranial irradiation without having had an intracranial lesion and is under 
appropriate observation and management; 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 (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17144
Risk of hypoglycaemia secondary to growth hormone deficiency in neonates/infants
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 risk of hypoglycaemia secondary to growth hormone deficiency in neonates/infants,  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 chronological age of less than 2 years,  AND 
• Patient must have a documented clinical risk of hypoglycaemia,  AND 
• Patient must have documented evidence that the risk of hypoglycaemia is secondary to biochemical growth hormone 

deficiency,  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.
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 2025 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:



SYSTEMIC HORMONAL PREPARATIONS, EXCL. SEX HORMONES AND INSULINS

158 Growth Hormone Program

1. Details of the proposed prescription; AND
2. A completed Growth Hormone Authority Application Supporting Information Form for recommencement of treatment as a 
reclassified patient; AND
3. Confirmation that the patient has a documented clinical risk of hypoglycaemia; AND
4. Confirmation that the patient has documented evidence that the risk of hypoglycaemia is secondary to biochemical growth 
hormone deficiency; AND
5. Recent growth data (height and weight, not older than three months); AND
6. 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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17166
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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 
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• Patient must be undergoing Gonadotrophin Releasing Hormone agonist therapy for pubertal suppression,  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.
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 2025 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. Details of the proposed prescription; 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 (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17160
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 (treatment) 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 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 evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration 
less than 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre in response to 1 pharmacological growth hormone 
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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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 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 other hypothalamic/pituitary hormone deficits (includes ACTH, TSH, GnRH and/or vasopressin/ADH 
deficiencies),  AND 

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

interval immediately prior to commencement of treatment (or the 6 month interval immediately prior to commencement of 
treatment if the patient was an older child at commencement of treatment);  OR 

• Patient must have had an annual growth velocity of greater than 14 cm per year in the 12 month period immediately prior 
to commencement of treatment, if the patient had a chronological age of 2 years or less at commencement of treatment;  
OR 

• Patient must have had an annual growth velocity of greater than 8 cm per year in the 12 month period immediately prior 
to commencement of treatment, if the patient had a bone or chronological age of 2.5 years or less at commencement of 
treatment,  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.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
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 2025 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. Details of the proposed prescription; AND
2. A completed Growth Hormone Authority Application Supporting Information Form for recommencement of treatment as a 
reclassified patient; AND
3. A minimum of 12 months of growth data (height and weight measurements) from immediately prior to commencement of 
treatment, or a minimum of 6 months of growth data from immediately prior to commencement of treatment if the patient 
was an older child at commencement of treatment; and the result of a bone age assessment performed within the 12 
months immediately prior to commencement of treatment (except for a patient whose chronological age was 2.5 years or 
less at commencement of 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
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(c) Confirmation that the patient has a structural lesion that is neoplastic, has received medical advice that it is unsafe to 
treat the structural lesion, and has undergone a 12 month period of observation since initial diagnosis of the structural 
lesion; AND
6. Confirmation that the patient has other hypothalamic/pituitary hormone deficits; AND
7. Confirmation that the patient has hypothalamic obesity; AND
8. Recent growth data (height and weight, not older than three months); AND
9. A bone age result performed within the last 12 months (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17151
Short stature associated with Turner syndrome
Treatment Phase: Recommencement of treatment as a reclassified patient
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.
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 
• 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 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 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 height greater than or equal to 155.0 cm,  AND 
• Patient must not have a bone age of 13.5 years or greater.
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 2025 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. Details of the proposed prescription; 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
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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 (except for a patient whose chronological age is 2.5 years or less); 
AND
The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to 
provide sufficient drug for 16 weeks' worth of treatment (with up to 1 repeat allowed).
Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to 
demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These 
records must be kept for 2 years after the date the prescription to which the records relate is written.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17158
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 (treatment) under a 

category other than short stature due to short stature homeobox (SHOX) gene disorders,  AND 
• Patient must have had a lapse in 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 have had a height at or below the 1st percentile for age and sex immediately prior to commencing treatment,  
AND 

• Patient must have had a growth velocity below the 25th percentile for bone age and sex measured over the 12 month 
interval immediately prior to commencement of treatment (or the 6 month interval immediately prior to commencement of 
treatment if the patient was an older child at commencement of treatment);  OR 

• Patient must have had an annual growth velocity of 14 cm per year or less in the 12 month period immediately prior to 
commencement of treatment, if the patient had a chronological age of 2 years or less at commencement of treatment;  
OR 

• Patient must have had an annual growth velocity of 8 cm per year or less in the 12 month period immediately prior to 
commencement of treatment, if the patient had a bone or chronological age of 2.5 years or less at commencement of 
treatment,  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.
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.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
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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 2025 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. Details of the proposed prescription; AND
2. A completed Growth Hormone Authority Application Supporting Information Form for recommencement of treatment as a 
reclassified patient; AND
3. A minimum of 12 months of growth data (height and weight measurements) from immediately prior to commencement of 
treatment, or a minimum of 6 months of growth data from immediately prior to commencement of treatment if the patient 
was an older child at commencement of treatment; and the result of a bone age assessment performed within the 12 
months immediately prior to commencement of treatment (except for a patient whose chronological age was 2.5 years or 
less at commencement of 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 (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17295
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 (treatment) under a 

category other than short stature associated with chronic renal insufficiency,  AND 
• Patient must have had a lapse in 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 1st percentile for age and sex immediately prior to commencing treatment;  
OR 

• Patient must have had both a height above the 1st and at or below the 25th percentiles for age and sex immediately prior 
to commencing treatment and a growth velocity less than or equal to the 25th percentile for bone age and sex measured 
over the 12 month interval immediately prior to commencement of treatment (or the 6 month interval immediately prior to 
commencement of treatment if the patient was an older child at commencement of treatment);  OR 

• Patient must have had both a height above the 1st and at or below the 25th percentiles for age and sex immediately prior 
to commencing treatment and an annual growth velocity of 14 cm per year or less in the 12 month period immediately 
prior to commencement of treatment, if the patient had a chronological age of 2 years or less at commencement of 
treatment;  OR 

• Patient must have had both a height above the 1st and at or below the 25th percentiles for age and sex immediately prior 
to commencing treatment and an annual growth velocity of 8 cm per year or less in the 12 month period immediately prior 
to commencement of treatment, if the patient had a bone or chronological age of 2.5 years or less at commencement of 
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 
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• 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 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.
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.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
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 2025 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. Details of the proposed prescription; 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 measurements) from immediately prior to commencement 
of treatment, or a minimum of 6 months of growth data from immediately prior to commencement of treatment if the patient 
was an older child at commencement of treatment; and the result of a bone age assessment performed within the 12 
months immediately prior to commencement of treatment (except for a patient whose chronological age was 2.5 years or 
less at commencement of treatment); OR
(b) Height and weight measurements from within three months prior to commencement of treatment for a patient whose 
height was at or below the 1st percentile for age and sex immediately prior to commencing 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 (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

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
17171
Short stature and poor body composition due to Prader-Willi 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 and poor body composition due to Prader-Willi 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 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 
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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 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 diagnostic results consistent with Prader-Willi syndrome (the condition must be genetically proven);  
OR 

• Patient must have a clinical diagnosis of Prader-Willi syndrome, confirmed by a clinical geneticist,  AND 
• Patient must have been evaluated via polysomnography for airway obstruction and apnoea whilst on growth hormone 

treatment and any sleep disorders identified that required treatment must have been addressed;  OR 
• Patient must have been evaluated via polysomnography for airway obstruction and apnoea within the last 12 months with 

no sleep disorders identified;  OR 
• Patient must have been evaluated via polysomnography for airway obstruction and apnoea within the last 12 months with 

sleep disorders identified which are not of sufficient severity to require treatment;  OR 
• Patient must have been evaluated via polysomnography for airway obstruction and apnoea within the last 12 months with 

sleep disorders identified for which the patient is currently receiving ameliorative treatment,  AND 
• Patient must not have uncontrolled morbid obesity, defined as a body weight greater than 200% of ideal body weight for 

height and sex, with ideal body weight derived by calculating the 50th percentile weight for the patient's current height,  
AND 

• Patient must not have a condition with a known risk of malignancy including chromosomal abnormalities such as Down 
and Bloom syndromes,  AND 

• Patient must not have an active tumour or evidence of tumour growth or activity,  AND 
• Patient must not have a chronological age of 18 years or greater.
Treatment criteria:
• Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in paediatric 

endocrinology;  OR 
• Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in general 

paediatrics.
The maximum duration of each 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 2025 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. Details of the proposed prescription; AND
2. A completed Growth Hormone Authority Application Supporting Information Form for recommencement of treatment as a 
reclassified patient; AND
3. (a) Confirmation that the patient has diagnostic results consistent with Prader-Willi syndrome, OR
(b) Confirmation that the patient has a clinical diagnosis of Prader-Willi syndrome, confirmed by a clinical geneticist; AND
4. Confirmation that the patient has been evaluated via polysomnography for airway obstruction and apnoea whilst on 
growth hormone treatment or within the last 12 months, and any sleep disorders identified via the polysomnography that 
required treatment have been addressed; AND
5. Recent growth data (height and weight, not older than three months); AND
6. The date at which skeletal maturity was achieved (if applicable) [Note: In patients whose chronological age is greater than 
2.5 years, a bone age reading should be performed at least once every 12 months prior to attainment of skeletal maturity]; 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

somatropin 400 microgram injection [1 chamber] (&) inert substance diluent [0.25 mL chamber], 7 dual chamber 
syringes
10908D Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 1 0.00 100.80 25.00 Genotropin MiniQuick [PF]

somatropin 600 microgram injection [1 chamber] (&) inert substance diluent [0.25 mL chamber], 7 dual chamber 
syringes
10477K Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 1 0.00 145.84 25.00 Genotropin MiniQuick [PF]
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somatropin 800 microgram injection [1 chamber] (&) inert substance diluent [0.25 mL chamber], 7 dual chamber 
syringes
10463Q Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 1 0.00 191.38 25.00 Genotropin MiniQuick [PF]

somatropin 1 mg injection [1 chamber] (&) inert substance diluent [0.25 mL chamber], 7 dual chamber syringes
10430Y Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 1 0.00 236.91 25.00 Genotropin MiniQuick [PF]

somatropin 1.2 mg injection [1 chamber] (&) inert substance diluent [0.25 mL chamber], 7 dual chamber 
syringes
10457J Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 1 0.00 282.44 25.00 Genotropin MiniQuick [PF]

somatropin 1.4 mg injection [1 chamber] (&) inert substance diluent [0.25 mL chamber], 7 dual chamber 
syringes
10434E Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 1 0.00 327.97 25.00 Genotropin MiniQuick [PF]

somatropin 1.6 mg injection [1 chamber] (&) inert substance diluent [0.25 mL chamber], 7 dual chamber 
syringes
10498M Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 1 0.00 373.50 25.00 Genotropin MiniQuick [PF]

somatropin 1.8 mg injection [1 chamber] (&) inert substance diluent [0.25 mL chamber], 7 dual chamber 
syringes
10501Q Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 1 0.00 419.03 25.00 Genotropin MiniQuick [PF]

somatropin 2 mg injection [1 chamber] (&) inert substance diluent [0.25 mL chamber], 7 dual chamber syringes
10472E Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 1 0.00 464.56 25.00 Genotropin MiniQuick [PF]

somatropin 5 mg injection [1 chamber] (&) inert substance diluent [1 mL chamber], 1 dual chamber pen device
10435F Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 1 0.00 166.81 25.00 Genotropin GoQuick [PF]

somatropin 12 mg injection [1 chamber] (&) inert substance diluent [1 mL chamber], 1 dual chamber pen device
10426R Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 1 0.00 387.40 25.00 Genotropin GoQuick [PF]

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

operation 8 a.m. to 5 p.m. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001
Authority Required
17186
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 
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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 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 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:
• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
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 2025 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. Details of the proposed prescription; 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 (except for a patient whose chronological age is 2.5 years or less); 
AND
5. The final adult height (in cm) of the patient's mother and father (where available); AND
6. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to 
provide sufficient drug for 13 weeks worth of treatment (with up to 1 repeat allowed).
Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to 
demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These 
records must be kept for 2 years after the date the prescription to which the records relate is written.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17202
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 
• 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 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:
• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
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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 2025 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. Details of the proposed prescription; 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 (except for a patient whose chronological age is 2.5 years or less); 
AND
5. The final adult height (in cm) of the patient's mother and father (where available); AND
6. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to 
provide sufficient drug for 13 weeks worth of treatment (with up to 1 repeat allowed).
Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to 
demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These 
records must be kept for 2 years after the date the prescription to which the records relate is written.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17206
Growth retardation secondary to an intracranial lesion, or cranial irradiation
Treatment Phase: Continuing treatment
Clinical criteria:
• Patient must have previously received treatment under the PBS S100 Growth Hormone Program under the growth 

retardation secondary to an intracranial lesion, or cranial irradiation category,  AND 
• Patient must not have been on the maximum dose of 7.5mg/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 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.
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 2025 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. Details of the proposed prescription; 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 (except for a patient whose chronological age is 2.5 years or less); 
AND
5. The final adult height (in cm) of the patient's mother and father (where available); AND
6. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to 
provide sufficient drug for 13 weeks worth of treatment (with up to 1 repeat allowed).
Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to 
demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These 
records must be kept for 2 years after the date the prescription to which the records relate is written.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17226
Risk of hypoglycaemia secondary to growth hormone deficiency in neonates/infants
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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 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.
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 2025 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. Details of the proposed prescription; 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 (except for a patient whose chronological age is 2.5 years or less); 
AND
5. The final adult height (in cm) of the patient's mother and father (where available); AND
6. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to 
provide sufficient drug for 13 weeks worth of treatment (with up to 1 repeat allowed).
Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to 
demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These 
records must be kept for 2 years after the date the prescription to which the records relate is written.
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'.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17200
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 

• 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 
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• 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.
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 2025 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. Details of the proposed prescription; 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 (except for a patient whose chronological age is 2.5 years or less); 
AND
5. The final adult height (in cm) of the patient's mother and father (where available); AND
6. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to 
provide sufficient drug for 13 weeks worth of treatment (with up to 1 repeat allowed).
Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to 
demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These 
records must be kept for 2 years after the date the prescription to which the records relate is written.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17207
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 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.
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 2025 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. Details of the proposed prescription; 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 (except for a patient whose chronological age is 2.5 years or less); 
AND
5. The final adult height (in cm) of the patient's mother and father (where available); AND
6. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to 
provide sufficient drug for 13 weeks worth of treatment (with up to 1 repeat allowed).
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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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17227
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 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.
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 2025 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. Details of the proposed prescription; 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 (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17187
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 

• 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 
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• 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 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.
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 2025 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. Details of the proposed prescription; 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 (except for a patient whose chronological age is 2.5 years or less); 
AND
5. The final adult height (in cm) of the patient's mother and father (where available); AND
6. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to 
provide sufficient drug for 13 weeks worth of treatment (with up to 1 repeat allowed).
Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to 
demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These 
records must be kept for 2 years after the date the prescription to which the records relate is written.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17232
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 a condition with a known risk of malignancy including chromosomal abnormalities such as Down 

and Bloom syndromes,  AND 
• Patient must not have been on the maximum dose of 9.5mg/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 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.
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 2025 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. Details of the proposed prescription; 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 (except for a patient whose chronological age is 2.5 years or less); 
AND
5. The final adult height (in cm) of the patient's mother and father (where available); AND
6. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to 
provide sufficient drug for 13 weeks worth of treatment (with up to 1 repeat allowed).
Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to 
demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These 
records must be kept for 2 years after the date the prescription to which the records relate is written.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

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
17195
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 (treatment) 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 have had a height at or below the 1st percentile for age and sex immediately prior to commencing treatment 
and a growth velocity below the 25th percentile for bone age and sex measured over the 12 month interval immediately 
prior to commencement of treatment (or the 6 month interval immediately prior to commencement of treatment if the 
patient was an older child at commencement of treatment);  OR 

• Patient must have had both: (i) a height no higher than the 1st percentile for age plus sex at the time of having 
commenced treatment with this drug, (ii) over the 12 month interval immediately prior to having commenced treatment, a 
growth velocity no greater than 8 cm/year where the patient had a bone/chronological age of no greater than 2.5 years,  
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 
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• Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in general 
paediatrics,  AND 

• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
The maximum duration of each continuing treatment phase is 26 weeks. Prescribers must determine an appropriate weekly 
dose in accordance with the dosing arrangements detailed in the National Health (Growth Hormone Program) Special 
Arrangement 2025 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. Details of the proposed prescription; 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 measurements) from immediately prior to commencement 
of treatment, or a minimum of 6 months of growth data from immediately prior to commencement of treatment if the patient 
was an older child at commencement of treatment; and the result of a bone age assessment performed within the 12 
months immediately prior to commencement of treatment (where the patient's chronological age was higher than 2.5 years); 
OR
(b) Confirmation that the patient has previously received treatment under the indication short stature associated with chronic 
renal insufficiency, has undergone a renal transplant and a 12 month period of observation following the transplant, and has 
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; AND
4. 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
5. A bone age result performed within the last 12 months (except for a patient whose chronological age is 2.5 years or less); 
AND
6. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to 
provide sufficient drug for 13 weeks' worth of treatment (with up to 1 repeat allowed).
Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to 
demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These 
records must be kept for 2 years after the date the prescription to which the records relate is written.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17210
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 (treatment) 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 have had a height at or below the 1st percentile for age and sex immediately prior to commencing treatment;  
OR 

• Patient must have had both a height above the 1st and at or below the 25th percentiles for age and sex immediately prior 
to commencing treatment and a growth velocity below the 25th percentile for bone age and sex measured over the 12 
month interval immediately prior to commencement of treatment (or the 6 month interval immediately prior to 
commencement of treatment if the patient was an older child at commencement of treatment);  OR 

• Patient must have had both a height above the 1st and at or below the 25th percentiles for age and sex immediately prior 
to commencing treatment and an annual growth velocity of 14 cm per year or less in the 12 month period immediately 
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prior to commencement of treatment, if the patient had a chronological age of 2 years or less at commencement of 
treatment;  OR 

• Patient must have had both a height above the 1st and at or below the 25th percentiles for age and sex immediately prior 
to commencing treatment and an annual growth velocity of 8 cm per year or less in the 12 month period immediately prior 
to commencement of treatment, if the patient had a bone or chronological age of 2.5 years or less at commencement of 
treatment,  AND 

• Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration 
less than 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 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,  AND 
• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
The maximum duration of each continuing treatment phase is 26 weeks. Prescribers must determine an appropriate weekly 
dose in accordance with the dosing arrangements detailed in the National Health (Growth Hormone Program) Special 
Arrangement 2025 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. Details of the proposed prescription; 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 measurements) from immediately prior to commencement 
of treatment, or a minimum of 6 months of growth data from immediately prior to commencement of treatment if the patient 
was an older child at commencement of treatment; and the result of a bone age assessment performed within the 12 
months immediately prior to commencement of treatment (except for a patient whose chronological age was 2.5 years or 
less at commencement of treatment); OR
(b) Height and weight measurements from within three months prior to commencement of treatment for a patient whose 
height was at or below the 1st percentile for age and sex immediately prior to commencing 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 (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17188
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 (treatment) 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 which is under appropriate observation and management;  OR 
• Patient must have received cranial irradiation without having had an intracranial lesion, and is under appropriate 

observation and management,  AND 
• Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration 

less than 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 had a height at or below the 1st percentile for age and sex immediately prior to commencing treatment;  
OR 

• Patient must have had both a height above the 1st percentile for age and sex immediately prior to commencing treatment 
and a growth velocity below the 25th percentile for bone age and sex measured over the 12 month interval immediately 
prior to commencement of treatment (or the 6 month interval immediately prior to commencement of treatment if the 
patient was an older child at commencement of treatment);  OR 

• Patient must have had both a height above the 1st percentile for age and sex immediately prior to commencing treatment 
and an annual growth velocity of 14 cm per year or less in the 12 month period immediately prior to commencement of 
treatment, if the patient had a chronological age of 2 years or less at commencement of treatment;  OR 
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• Patient must have had both a height above the 1st percentile for age and sex immediately prior to commencing treatment 
and an annual growth velocity of 8 cm per year or less in the 12 month period immediately prior to commencement of 
treatment, if the patient had a bone or chronological age of 2.5 years or less at commencement of treatment,  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.
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 2025 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. Details of the proposed prescription; 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 measurements) from immediately prior to commencement 
of treatment, or a minimum of 6 months of growth data from immediately prior to commencement of treatment if the patient 
was an older child at commencement of treatment; and the result of a bone age assessment performed within the 12 
months immediately prior to commencement of treatment (except for a patient whose chronological age was 2.5 years or 
less at commencement of treatment); OR
(b) Height and weight measurements from within three months prior to commencement of treatment for a patient whose 
height was at or below the 1st percentile for age and sex immediately prior to commencing 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 which is under appropriate observation and management; 
OR
(b) Confirmation that the patient has received cranial irradiation without having had an intracranial lesion and is under 
appropriate observation and management; 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 (except for a patient whose chronological age is 2.5 years or less); 
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.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17189
Risk of hypoglycaemia secondary to growth hormone deficiency in neonates/infants
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 risk of hypoglycaemia secondary to growth hormone deficiency in neonates/infants,  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 
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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 non-compliance due to social/family 
problems,  AND 

• Patient must have a chronological age of less than 2 years,  AND 
• Patient must have a documented clinical risk of hypoglycaemia,  AND 
• Patient must have documented evidence that the risk of hypoglycaemia is secondary to biochemical growth hormone 

deficiency,  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.
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 2025 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. Details of the proposed prescription; AND
2. A completed Growth Hormone Authority Application Supporting Information Form for continuing treatment as a 
reclassified patient; AND
3. Confirmation that the patient has a documented clinical risk of hypoglycaemia; AND
4. Confirmation that the patient has documented evidence that the risk of hypoglycaemia is secondary to biochemical growth 
hormone deficiency; AND
5. Growth data (height and weight) for the most recent 6 month treatment period, including data at both the start and end of 
the treatment period. The most recent data must not be older than three months; AND
6. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to 
provide sufficient drug for 13 weeks' worth of treatment (with up to 1 repeat allowed).
Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to 
demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These 
records must be kept for 2 years after the date the prescription to which the records relate is written.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17306
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 

• 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 
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• Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration 
less than 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 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.
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 2025 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. Details of the proposed prescription; 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 (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17305
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 (treatment) under a 

category other than hypothalamic-pituitary disease secondary to a structural lesion, with hypothalamic obesity driven 
growth,  AND 
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• The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 have had a growth velocity above the 25th percentile for bone age and sex measured over the 12 month 

interval immediately prior to commencement of treatment (or the 6 month interval immediately prior to commencement of 
treatment if the patient was an older child at commencement of treatment);  OR 

• Patient must have had an annual growth velocity of greater than 14 cm per year in the 12 month period immediately prior 
to commencement of treatment, if the patient had a chronological age of 2 years or less at commencement of treatment;  
OR 

• Patient must have had an annual growth velocity of greater than 8 cm per year in the 12 month period immediately prior 
to commencement of treatment, if the patient had a bone or chronological age of 2.5 years or less at commencement of 
treatment,  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 
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• Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in general 
paediatrics.

An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
The maximum duration of each continuing treatment phase is 26 weeks. Prescribers must determine an appropriate weekly 
dose in accordance with the dosing arrangements detailed in the National Health (Growth Hormone Program) Special 
Arrangement 2025 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. Details of the proposed prescription; AND
2. A completed Growth Hormone Authority Application Supporting Information Form for continuing treatment as a 
reclassified patient; AND
3. A minimum of 12 months of growth data (height and weight measurements) from immediately prior to commencement of 
treatment, or a minimum of 6 months of growth data from immediately prior to commencement of treatment if the patient 
was an older child at commencement of treatment; and the result of a bone age assessment performed within the 12 
months immediately prior to commencement of treatment (except for a patient whose chronological age was 2.5 years or 
less at commencement of 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 (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17203
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 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 
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• 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 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.
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 2025 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. Details of the proposed prescription; 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 (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17220
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 (treatment) 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 have had a height at or below the 1st percentile for age and sex immediately prior to commencing treatment,  
AND 
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• Patient must have had a growth velocity below the 25th percentile for bone age and sex measured over the 12 month 
interval immediately prior to commencement of treatment (or the 6 month interval immediately prior to commencement of 
treatment if the patient was an older child at commencement of treatment);  OR 

• Patient must have had an annual growth velocity of 14 cm per year or less in the 12 month period immediately prior to 
commencement of treatment, if the patient had a chronological age of 2 years or less at commencement of treatment;  
OR 

• Patient must have had an annual growth velocity of 8 cm per year or less in the 12 month period immediately prior to 
commencement of treatment, if the patient had a bone or chronological age of 2.5 years or less at commencement of 
treatment,  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.
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.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
The maximum duration of each continuing treatment phase is 26 weeks. Prescribers must determine an appropriate weekly 
dose in accordance with the dosing arrangements detailed in the National Health (Growth Hormone Program) Special 
Arrangement 2025 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. Details of the proposed prescription; AND
2. A completed Growth Hormone Authority Application Supporting Information Form for continuing treatment as a 
reclassified patient; AND
3. A minimum of 12 months of growth data (height and weight measurements) from immediately prior to commencement of 
treatment, or a minimum of 6 months of growth data from immediately prior to commencement of treatment if the patient 
was an older child at commencement of treatment; and the result of a bone age assessment performed within the 12 
months immediately prior to commencement of treatment (except for a patient whose chronological age was 2.5 years or 
less at commencement of 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 (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17196
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 (treatment) 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 
continuing treatment period, whichever applies), unless response was affected by major surgery (e.g. renal transplant);  
OR 



SYSTEMIC HORMONAL PREPARATIONS, EXCL. SEX HORMONES AND INSULINS

184 Growth Hormone Program

• 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 1st percentile for age and sex immediately prior to commencing treatment;  
OR 

• Patient must have had both a height above the 1st and at or below the 25th percentiles for age and sex immediately prior 
to commencing treatment and a growth velocity less than or equal to the 25th percentile for bone age and sex measured 
over the 12 month interval immediately prior to commencement of treatment (or the 6 month interval immediately prior to 
commencement of treatment if the patient was an older child at commencement of treatment);  OR 

• Patient must have had both a height above the 1st and at or below the 25th percentiles for age and sex immediately prior 
to commencing treatment and an annual growth velocity of 14 cm per year or less in the 12 month period immediately 
prior to commencement of treatment, if the patient had a chronological age of 2 years or less at commencement of 
treatment;  OR 

• Patient must have had both a height above the 1st and at or below the 25th percentiles for age and sex immediately prior 
to commencing treatment and an annual growth velocity of 8 cm per year or less in the 12 month period immediately prior 
to commencement of treatment, if the patient had a bone or chronological age of 2.5 years or less at commencement of 
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 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.
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.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
The maximum duration of each continuing treatment phase is 26 weeks. Prescribers must determine an appropriate weekly 
dose in accordance with the dosing arrangements detailed in the National Health (Growth Hormone Program) Special 
Arrangement 2025 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. Details of the proposed prescription; 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 measurements) from immediately prior to commencement 
of treatment, or a minimum of 6 months of growth data from immediately prior to commencement of treatment if the patient 
was an older child at commencement of treatment; and the result of a bone age assessment performed within the 12 
months immediately prior to commencement of treatment (except for a patient whose chronological age was 2.5 years or 
less at commencement of treatment); OR
(b) Height and weight measurements from within three months prior to commencement of treatment for a patient whose 
height was at or below the 1st percentile for age and sex immediately prior to commencing 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. 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 (except for a patient whose chronological age is 2.5 years or less); 
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).



SYSTEMIC HORMONAL PREPARATIONS, EXCL. SEX HORMONES AND INSULINS

Schedule of Pharmaceutical Benefits–September 2026 185

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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

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
17231
Short stature and slow growth
Treatment Phase: Change of drug
Treatment criteria:
• Patient must be undergoing existing PBS-subsidised growth hormone treatment where the prescribed drug is changing 

within the same PBS indication - subsidy through this treatment phase must not: (i) initiate treatment, (ii) recommence 
treatment, (iii) reclassify the PBS indication.

Clinical criteria:
• Patient must have been treated with PBS-subsidised growth hormone for less than 32 weeks;  OR 
• Patient must have been treated with PBS-subsidised growth hormone for at least 32 weeks, with an adequate response 

to treatment (as defined further below) having been demonstrated;  OR 
• Patient must have been treated with PBS-subsidised growth hormone for at least 32 weeks, with an adequate response 

to treatment (as defined further below) not demonstrated due to at least one of: (i) a significant medical illness, (ii) major 
surgery (e.g. renal transplant), (iii) an adverse reaction to growth hormone, (iv) non-compliance to treatment arising from 
social/family problems, (v) sub-optimal dosing (i.e. the dose was less than the permitted upper dose range),  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 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,  AND 
• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
Definition:
An adequate response to the preceding supply of growth hormone for which the patient is changing from is one where the 
patient, for their sex, has achieved at least one of:
(a) the 50th percentile growth velocity for bone age;
(b) an increase in height standard deviation score for chronological age;
(c) a minimum growth velocity of 4 cm per year;
(d) a mid-parental height standard deviation score.
Applications for authorisation under this treatment phase must be made via the Online PBS Authorities System (real time 
assessment) or in writing via HPOS form upload or mail and must include:
1. 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.
2. A bone age result performed within the last 12 months where the patient has a chronological age greater than 2.5 years.
Where growth data has been supplied within 3 months of this authority application, do not resupply this data.
If the application is submitted through HPOS form upload or mail, it must include:
(i) details of the proposed prescription; and
(ii) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice).
Prescribe an appropriate amount of drug (maximum quantity in units) outlined within the 'Notes' section of this restriction.
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

Note Prescribe an appropriate amount of drug (maximum quantity in units) that facilitates approximately 13 weeks of treatment 
per dispensing. Request up to 1 repeat prescription. With 1 repeat prescription, this treatment phase listing intends to 
provide approximately 26 weeks of treatment.
An online calculator has been developed to assist in the determination of the quantity of drug to be sought. It is located in 
the following location:
https: //www.pbs.gov.au/browse/section100-gh
Authority Required
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17197
Short stature associated with biochemical growth hormone deficiency
Treatment Phase: Change of drug
Treatment criteria:
• Patient must be undergoing existing PBS-subsidised growth hormone treatment where the prescribed drug is changing 

within the same PBS indication - subsidy through this treatment phase must not: (i) initiate treatment, (ii) recommence 
treatment, (iii) reclassify the PBS indication.

Clinical criteria:
• Patient must have been treated with PBS-subsidised growth hormone for less than 32 weeks;  OR 
• Patient must have been treated with PBS-subsidised growth hormone for at least 32 weeks, with an adequate response 

to treatment (as defined further below) having been demonstrated;  OR 
• Patient must have been treated with PBS-subsidised growth hormone for at least 32 weeks, with an adequate response 

to treatment (as defined further below) not demonstrated due to at least one of: (i) a significant medical illness, (ii) major 
surgery (e.g. renal transplant), (iii) an adverse reaction to growth hormone, (iv) non-compliance to treatment arising from 
social/family problems, (v) sub-optimal dosing (i.e. the dose was less than the permitted upper dose range),  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 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,  AND 
• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
Definition:
An adequate response to the preceding supply of growth hormone for which the patient is changing from is one where the 
patient, for their sex, has achieved at least one of:
(a) the 50th percentile growth velocity for bone age;
(b) an increase in height standard deviation score for chronological age;
(c) a minimum growth velocity of 4 cm per year;
(d) a mid-parental height standard deviation score.
Applications for authorisation under this treatment phase must be made via the Online PBS Authorities System (real time 
assessment) or in writing via HPOS form upload or mail and must include:
1. 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.
2. A bone age result performed within the last 12 months where the patient has a chronological age greater than 2.5 years.
Where growth data has been supplied within 3 months of this authority application, do not resupply this data.
If the application is submitted through HPOS form upload or mail, it must include:
(i) details of the proposed prescription; and
(ii) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice).
Prescribe an appropriate amount of drug (maximum quantity in units) outlined within the 'Notes' section of this restriction.
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

Note Prescribe an appropriate amount of drug (maximum quantity in units) that facilitates approximately 13 weeks of treatment 
per dispensing. Request up to 1 repeat prescription. With 1 repeat prescription, this treatment phase listing intends to 
provide approximately 26 weeks of treatment.
An online calculator has been developed to assist in the determination of the quantity of drug to be sought. It is located in 
the following location:
https: //www.pbs.gov.au/browse/section100-gh

somatropin 5 mg/1.5 mL injection, 1.5 mL cartridge
10432C Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 1 0.00 166.81 25.00 Norditropin FlexPro [NO]

somatropin 10 mg/1.5 mL injection, 1.5 mL cartridge
10451C Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 1 0.00 334.47 25.00 Norditropin FlexPro [NO]

somatropin 15 mg/1.5 mL injection, 1.5 mL cartridge
10449Y Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 1 0.00 497.08 25.00 Norditropin FlexPro [NO]
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SOMATROPIN
Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 

operation 8 a.m. to 5 p.m. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001
Authority Required
17186
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 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:
• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
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 2025 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. Details of the proposed prescription; 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 (except for a patient whose chronological age is 2.5 years or less); 
AND
5. The final adult height (in cm) of the patient's mother and father (where available); AND
6. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to 
provide sufficient drug for 13 weeks worth of treatment (with up to 1 repeat allowed).
Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to 
demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These 
records must be kept for 2 years after the date the prescription to which the records relate is written.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17202
Short stature associated with biochemical growth hormone deficiency
Treatment Phase: Continuing treatment
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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 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 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:
• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
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 2025 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. Details of the proposed prescription; 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 (except for a patient whose chronological age is 2.5 years or less); 
AND
5. The final adult height (in cm) of the patient's mother and father (where available); AND
6. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to 
provide sufficient drug for 13 weeks worth of treatment (with up to 1 repeat allowed).
Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to 
demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These 
records must be kept for 2 years after the date the prescription to which the records relate is written.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17206
Growth retardation secondary to an intracranial lesion, or cranial irradiation
Treatment Phase: Continuing treatment
Clinical criteria:
• Patient must have previously received treatment under the PBS S100 Growth Hormone Program under the growth 

retardation secondary to an intracranial lesion, or cranial irradiation category,  AND 
• Patient must not have been on the maximum dose of 7.5mg/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 
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• 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.
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 2025 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. Details of the proposed prescription; 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 (except for a patient whose chronological age is 2.5 years or less); 
AND
5. The final adult height (in cm) of the patient's mother and father (where available); AND
6. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to 
provide sufficient drug for 13 weeks worth of treatment (with up to 1 repeat allowed).
Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to 
demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These 
records must be kept for 2 years after the date the prescription to which the records relate is written.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17226
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 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.
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 2025 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. Details of the proposed prescription; 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 (except for a patient whose chronological age is 2.5 years or less); 
AND
5. The final adult height (in cm) of the patient's mother and father (where available); AND
6. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to 
provide sufficient drug for 13 weeks worth of treatment (with up to 1 repeat allowed).
Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to 
demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These 
records must be kept for 2 years after the date the prescription to which the records relate is written.
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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'.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17200
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 

• 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 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.
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 2025 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. Details of the proposed prescription; 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 (except for a patient whose chronological age is 2.5 years or less); 
AND
5. The final adult height (in cm) of the patient's mother and father (where available); AND
6. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to 
provide sufficient drug for 13 weeks worth of treatment (with up to 1 repeat allowed).
Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to 
demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These 
records must be kept for 2 years after the date the prescription to which the records relate is written.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17207
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 
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• 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 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.
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 2025 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. Details of the proposed prescription; 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 (except for a patient whose chronological age is 2.5 years or less); 
AND
5. The final adult height (in cm) of the patient's mother and father (where available); AND
6. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to 
provide sufficient drug for 13 weeks worth of treatment (with up to 1 repeat allowed).
Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to 
demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These 
records must be kept for 2 years after the date the prescription to which the records relate is written.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17227
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 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.
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 2025 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. Details of the proposed prescription; 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
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4. A bone age result performed within the last 12 months (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17187
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 

• 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 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.
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 2025 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. Details of the proposed prescription; 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 (except for a patient whose chronological age is 2.5 years or less); 
AND
5. The final adult height (in cm) of the patient's mother and father (where available); AND
6. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to 
provide sufficient drug for 13 weeks worth of treatment (with up to 1 repeat allowed).
Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to 
demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These 
records must be kept for 2 years after the date the prescription to which the records relate is written.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17195
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 (treatment) 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 
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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 have had a height at or below the 1st percentile for age and sex immediately prior to commencing treatment 
and a growth velocity below the 25th percentile for bone age and sex measured over the 12 month interval immediately 
prior to commencement of treatment (or the 6 month interval immediately prior to commencement of treatment if the 
patient was an older child at commencement of treatment);  OR 

• Patient must have had both: (i) a height no higher than the 1st percentile for age plus sex at the time of having 
commenced treatment with this drug, (ii) over the 12 month interval immediately prior to having commenced treatment, a 
growth velocity no greater than 8 cm/year where the patient had a bone/chronological age of no greater than 2.5 years,  
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,  AND 
• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
The maximum duration of each continuing treatment phase is 26 weeks. Prescribers must determine an appropriate weekly 
dose in accordance with the dosing arrangements detailed in the National Health (Growth Hormone Program) Special 
Arrangement 2025 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. Details of the proposed prescription; 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 measurements) from immediately prior to commencement 
of treatment, or a minimum of 6 months of growth data from immediately prior to commencement of treatment if the patient 
was an older child at commencement of treatment; and the result of a bone age assessment performed within the 12 
months immediately prior to commencement of treatment (where the patient's chronological age was higher than 2.5 years); 
OR
(b) Confirmation that the patient has previously received treatment under the indication short stature associated with chronic 
renal insufficiency, has undergone a renal transplant and a 12 month period of observation following the transplant, and has 
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; AND
4. 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
5. A bone age result performed within the last 12 months (except for a patient whose chronological age is 2.5 years or less); 
AND
6. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to 
provide sufficient drug for 13 weeks' worth of treatment (with up to 1 repeat allowed).
Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to 
demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These 
records must be kept for 2 years after the date the prescription to which the records relate is written.
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In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17210
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 (treatment) 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 have had a height at or below the 1st percentile for age and sex immediately prior to commencing treatment;  
OR 

• Patient must have had both a height above the 1st and at or below the 25th percentiles for age and sex immediately prior 
to commencing treatment and a growth velocity below the 25th percentile for bone age and sex measured over the 12 
month interval immediately prior to commencement of treatment (or the 6 month interval immediately prior to 
commencement of treatment if the patient was an older child at commencement of treatment);  OR 

• Patient must have had both a height above the 1st and at or below the 25th percentiles for age and sex immediately prior 
to commencing treatment and an annual growth velocity of 14 cm per year or less in the 12 month period immediately 
prior to commencement of treatment, if the patient had a chronological age of 2 years or less at commencement of 
treatment;  OR 

• Patient must have had both a height above the 1st and at or below the 25th percentiles for age and sex immediately prior 
to commencing treatment and an annual growth velocity of 8 cm per year or less in the 12 month period immediately prior 
to commencement of treatment, if the patient had a bone or chronological age of 2.5 years or less at commencement of 
treatment,  AND 

• Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration 
less than 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 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 
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• 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,  AND 
• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
The maximum duration of each continuing treatment phase is 26 weeks. Prescribers must determine an appropriate weekly 
dose in accordance with the dosing arrangements detailed in the National Health (Growth Hormone Program) Special 
Arrangement 2025 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. Details of the proposed prescription; 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 measurements) from immediately prior to commencement 
of treatment, or a minimum of 6 months of growth data from immediately prior to commencement of treatment if the patient 
was an older child at commencement of treatment; and the result of a bone age assessment performed within the 12 
months immediately prior to commencement of treatment (except for a patient whose chronological age was 2.5 years or 
less at commencement of treatment); OR
(b) Height and weight measurements from within three months prior to commencement of treatment for a patient whose 
height was at or below the 1st percentile for age and sex immediately prior to commencing 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 (except for a patient whose chronological age is 2.5 years or less); 
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.
Biochemical growth hormone deficiency should not be secondary to an intracranial lesion or cranial irradiation for 
applications under this category.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17188
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 (treatment) 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 which is under appropriate observation and management;  OR 
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• Patient must have received cranial irradiation without having had an intracranial lesion, and is under appropriate 
observation and management,  AND 

• Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration 
less than 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 had a height at or below the 1st percentile for age and sex immediately prior to commencing treatment;  
OR 

• Patient must have had both a height above the 1st percentile for age and sex immediately prior to commencing treatment 
and a growth velocity below the 25th percentile for bone age and sex measured over the 12 month interval immediately 
prior to commencement of treatment (or the 6 month interval immediately prior to commencement of treatment if the 
patient was an older child at commencement of treatment);  OR 

• Patient must have had both a height above the 1st percentile for age and sex immediately prior to commencing treatment 
and an annual growth velocity of 14 cm per year or less in the 12 month period immediately prior to commencement of 
treatment, if the patient had a chronological age of 2 years or less at commencement of treatment;  OR 

• Patient must have had both a height above the 1st percentile for age and sex immediately prior to commencing treatment 
and an annual growth velocity of 8 cm per year or less in the 12 month period immediately prior to commencement of 
treatment, if the patient had a bone or chronological age of 2.5 years or less at commencement of treatment,  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.
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 2025 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. Details of the proposed prescription; 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 measurements) from immediately prior to commencement 
of treatment, or a minimum of 6 months of growth data from immediately prior to commencement of treatment if the patient 
was an older child at commencement of treatment; and the result of a bone age assessment performed within the 12 
months immediately prior to commencement of treatment (except for a patient whose chronological age was 2.5 years or 
less at commencement of treatment); OR
(b) Height and weight measurements from within three months prior to commencement of treatment for a patient whose 
height was at or below the 1st percentile for age and sex immediately prior to commencing 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 which is under appropriate observation and management; 
OR
(b) Confirmation that the patient has received cranial irradiation without having had an intracranial lesion and is under 
appropriate observation and management; AND
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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 (except for a patient whose chronological age is 2.5 years or less); 
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.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17189
Risk of hypoglycaemia secondary to growth hormone deficiency in neonates/infants
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 risk of hypoglycaemia secondary to growth hormone deficiency in neonates/infants,  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 chronological age of less than 2 years,  AND 
• Patient must have a documented clinical risk of hypoglycaemia,  AND 
• Patient must have documented evidence that the risk of hypoglycaemia is secondary to biochemical growth hormone 

deficiency,  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.
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 2025 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. Details of the proposed prescription; AND
2. A completed Growth Hormone Authority Application Supporting Information Form for continuing treatment as a 
reclassified patient; AND
3. Confirmation that the patient has a documented clinical risk of hypoglycaemia; AND
4. Confirmation that the patient has documented evidence that the risk of hypoglycaemia is secondary to biochemical growth 
hormone deficiency; AND
5. Growth data (height and weight) for the most recent 6 month treatment period, including data at both the start and end of 
the treatment period. The most recent data must not be older than three months; AND
6. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to 
provide sufficient drug for 13 weeks' worth of treatment (with up to 1 repeat allowed).
Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to 
demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These 
records must be kept for 2 years after the date the prescription to which the records relate is written.
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In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17306
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 

• 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 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.



SYSTEMIC HORMONAL PREPARATIONS, EXCL. SEX HORMONES AND INSULINS

Schedule of Pharmaceutical Benefits–September 2026 199

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 2025 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. Details of the proposed prescription; 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 (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17305
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 (treatment) 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 

• 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 
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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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 have had a growth velocity above the 25th percentile for bone age and sex measured over the 12 month 

interval immediately prior to commencement of treatment (or the 6 month interval immediately prior to commencement of 
treatment if the patient was an older child at commencement of treatment);  OR 

• Patient must have had an annual growth velocity of greater than 14 cm per year in the 12 month period immediately prior 
to commencement of treatment, if the patient had a chronological age of 2 years or less at commencement of treatment;  
OR 

• Patient must have had an annual growth velocity of greater than 8 cm per year in the 12 month period immediately prior 
to commencement of treatment, if the patient had a bone or chronological age of 2.5 years or less at commencement of 
treatment,  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.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
The maximum duration of each continuing treatment phase is 26 weeks. Prescribers must determine an appropriate weekly 
dose in accordance with the dosing arrangements detailed in the National Health (Growth Hormone Program) Special 
Arrangement 2025 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. Details of the proposed prescription; AND
2. A completed Growth Hormone Authority Application Supporting Information Form for continuing treatment as a 
reclassified patient; AND
3. A minimum of 12 months of growth data (height and weight measurements) from immediately prior to commencement of 
treatment, or a minimum of 6 months of growth data from immediately prior to commencement of treatment if the patient 
was an older child at commencement of treatment; and the result of a bone age assessment performed within the 12 
months immediately prior to commencement of treatment (except for a patient whose chronological age was 2.5 years or 
less at commencement of 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 (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
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Authority Required
17203
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 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 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.
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 2025 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. Details of the proposed prescription; 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 (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17220
Short stature due to short stature homeobox (SHOX) gene disorders
Treatment Phase: Continuing treatment as a reclassified patient
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Clinical criteria:
• Patient must have previously received treatment under the PBS S100 Growth Hormone Program (treatment) 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 have had a height at or below the 1st percentile for age and sex immediately prior to commencing treatment,  
AND 

• Patient must have had a growth velocity below the 25th percentile for bone age and sex measured over the 12 month 
interval immediately prior to commencement of treatment (or the 6 month interval immediately prior to commencement of 
treatment if the patient was an older child at commencement of treatment);  OR 

• Patient must have had an annual growth velocity of 14 cm per year or less in the 12 month period immediately prior to 
commencement of treatment, if the patient had a chronological age of 2 years or less at commencement of treatment;  
OR 

• Patient must have had an annual growth velocity of 8 cm per year or less in the 12 month period immediately prior to 
commencement of treatment, if the patient had a bone or chronological age of 2.5 years or less at commencement of 
treatment,  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.
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.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
The maximum duration of each continuing treatment phase is 26 weeks. Prescribers must determine an appropriate weekly 
dose in accordance with the dosing arrangements detailed in the National Health (Growth Hormone Program) Special 
Arrangement 2025 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. Details of the proposed prescription; AND
2. A completed Growth Hormone Authority Application Supporting Information Form for continuing treatment as a 
reclassified patient; AND
3. A minimum of 12 months of growth data (height and weight measurements) from immediately prior to commencement of 
treatment, or a minimum of 6 months of growth data from immediately prior to commencement of treatment if the patient 
was an older child at commencement of treatment; and the result of a bone age assessment performed within the 12 
months immediately prior to commencement of treatment (except for a patient whose chronological age was 2.5 years or 
less at commencement of 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
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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 (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17309
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 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.
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 2025 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. Details of the proposed prescription; 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 final adult height (in cm) of the patient's mother and father (where available); AND
6. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to 
provide sufficient drug for 13 weeks worth of treatment (with up to 1 repeat allowed).
Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to 
demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These 
records must be kept for 2 years after the date the prescription to which the records relate is written.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

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
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17190
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 (treatment) 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 
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 1st percentile for age and sex immediately prior to commencing treatment;  
OR 

• Patient must have had both a height above the 1st and at or below the 25th percentiles for age and sex immediately prior 
to commencing treatment and a growth velocity less than or equal to the 25th percentile for bone age and sex measured 
over the 12 month interval immediately prior to commencement of treatment (or the 6 month interval immediately prior to 
commencement of treatment if the patient was an older child at commencement of treatment);  OR 

• Patient must have had both a height above the 1st and at or below the 25th percentiles for age and sex immediately prior 
to commencing treatment and an annual growth velocity of 14 cm per year or less in the 12 month period immediately 
prior to commencement of treatment, if the patient had a chronological age of 2 years or less at commencement of 
treatment;  OR 

• Patient must have had both a height above the 1st and at or below the 25th percentiles for age and sex immediately prior 
to commencing treatment and an annual growth velocity of 8 cm per year or less in the 12 month period immediately prior 
to commencement of treatment, if the patient had a bone or chronological age of 2.5 years or less at commencement of 
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 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.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
The maximum duration of each continuing treatment phase is 26 weeks. Prescribers must determine an appropriate weekly 
dose in accordance with the dosing arrangements detailed in the National Health (Growth Hormone Program) Special 
Arrangement 2025 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. Details of the proposed prescription; AND
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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 measurements) from immediately prior to commencement 
of treatment, or a minimum of 6 months of growth data from immediately prior to commencement of treatment if the patient 
was an older child at commencement of treatment; and the result of a bone age assessment performed within the 12 
months immediately prior to commencement of treatment (except for a patient whose chronological age was 2.5 years or 
less at commencement of treatment); OR
(b) Height and weight measurements from within three months prior to commencement of treatment for a patient whose 
height was at or below the 1st percentile for age and sex immediately prior to commencing 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. 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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

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
17231
Short stature and slow growth
Treatment Phase: Change of drug
Treatment criteria:
• Patient must be undergoing existing PBS-subsidised growth hormone treatment where the prescribed drug is changing 

within the same PBS indication - subsidy through this treatment phase must not: (i) initiate treatment, (ii) recommence 
treatment, (iii) reclassify the PBS indication.

Clinical criteria:
• Patient must have been treated with PBS-subsidised growth hormone for less than 32 weeks;  OR 
• Patient must have been treated with PBS-subsidised growth hormone for at least 32 weeks, with an adequate response 

to treatment (as defined further below) having been demonstrated;  OR 
• Patient must have been treated with PBS-subsidised growth hormone for at least 32 weeks, with an adequate response 

to treatment (as defined further below) not demonstrated due to at least one of: (i) a significant medical illness, (ii) major 
surgery (e.g. renal transplant), (iii) an adverse reaction to growth hormone, (iv) non-compliance to treatment arising from 
social/family problems, (v) sub-optimal dosing (i.e. the dose was less than the permitted upper dose range),  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 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,  AND 
• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
Definition:
An adequate response to the preceding supply of growth hormone for which the patient is changing from is one where the 
patient, for their sex, has achieved at least one of:
(a) the 50th percentile growth velocity for bone age;
(b) an increase in height standard deviation score for chronological age;
(c) a minimum growth velocity of 4 cm per year;
(d) a mid-parental height standard deviation score.
Applications for authorisation under this treatment phase must be made via the Online PBS Authorities System (real time 
assessment) or in writing via HPOS form upload or mail and must include:
1. 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.
2. A bone age result performed within the last 12 months where the patient has a chronological age greater than 2.5 years.
Where growth data has been supplied within 3 months of this authority application, do not resupply this data.
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If the application is submitted through HPOS form upload or mail, it must include:
(i) details of the proposed prescription; and
(ii) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice).
Prescribe an appropriate amount of drug (maximum quantity in units) outlined within the 'Notes' section of this restriction.
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

Note Prescribe an appropriate amount of drug (maximum quantity in units) that facilitates approximately 13 weeks of treatment 
per dispensing. Request up to 1 repeat prescription. With 1 repeat prescription, this treatment phase listing intends to 
provide approximately 26 weeks of treatment.
An online calculator has been developed to assist in the determination of the quantity of drug to be sought. It is located in 
the following location:
https: //www.pbs.gov.au/browse/section100-gh
Authority Required
17197
Short stature associated with biochemical growth hormone deficiency
Treatment Phase: Change of drug
Treatment criteria:
• Patient must be undergoing existing PBS-subsidised growth hormone treatment where the prescribed drug is changing 

within the same PBS indication - subsidy through this treatment phase must not: (i) initiate treatment, (ii) recommence 
treatment, (iii) reclassify the PBS indication.

Clinical criteria:
• Patient must have been treated with PBS-subsidised growth hormone for less than 32 weeks;  OR 
• Patient must have been treated with PBS-subsidised growth hormone for at least 32 weeks, with an adequate response 

to treatment (as defined further below) having been demonstrated;  OR 
• Patient must have been treated with PBS-subsidised growth hormone for at least 32 weeks, with an adequate response 

to treatment (as defined further below) not demonstrated due to at least one of: (i) a significant medical illness, (ii) major 
surgery (e.g. renal transplant), (iii) an adverse reaction to growth hormone, (iv) non-compliance to treatment arising from 
social/family problems, (v) sub-optimal dosing (i.e. the dose was less than the permitted upper dose range),  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 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,  AND 
• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
Definition:
An adequate response to the preceding supply of growth hormone for which the patient is changing from is one where the 
patient, for their sex, has achieved at least one of:
(a) the 50th percentile growth velocity for bone age;
(b) an increase in height standard deviation score for chronological age;
(c) a minimum growth velocity of 4 cm per year;
(d) a mid-parental height standard deviation score.
Applications for authorisation under this treatment phase must be made via the Online PBS Authorities System (real time 
assessment) or in writing via HPOS form upload or mail and must include:
1. 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.
2. A bone age result performed within the last 12 months where the patient has a chronological age greater than 2.5 years.
Where growth data has been supplied within 3 months of this authority application, do not resupply this data.
If the application is submitted through HPOS form upload or mail, it must include:
(i) details of the proposed prescription; and
(ii) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice).
Prescribe an appropriate amount of drug (maximum quantity in units) outlined within the 'Notes' section of this restriction.
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
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Note Prescribe an appropriate amount of drug (maximum quantity in units) that facilitates approximately 13 weeks of treatment 
per dispensing. Request up to 1 repeat prescription. With 1 repeat prescription, this treatment phase listing intends to 
provide approximately 26 weeks of treatment.
An online calculator has been developed to assist in the determination of the quantity of drug to be sought. It is located in 
the following location:
https: //www.pbs.gov.au/browse/section100-gh

somatropin 6 mg/1.03 mL injection, 1.03 mL cartridge
10462P Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 1 0.00 198.32 25.00 Saizen [SG]

somatropin 12 mg/1.5 mL injection, 1.5 mL cartridge
10483R Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 1 0.00 387.40 25.00 Saizen [SG]

somatropin 20 mg/2.5 mL injection, 2.5 mL cartridge
10497L Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 1 0.00 659.71 25.00 Saizen [SG]

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

operation 8 a.m. to 5 p.m. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001
Authority Required
17186
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 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:
• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
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 2025 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).
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The authority application must be in writing and must include:
1. Details of the proposed prescription; 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 (except for a patient whose chronological age is 2.5 years or less); 
AND
5. The final adult height (in cm) of the patient's mother and father (where available); AND
6. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to 
provide sufficient drug for 13 weeks worth of treatment (with up to 1 repeat allowed).
Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to 
demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These 
records must be kept for 2 years after the date the prescription to which the records relate is written.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17202
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 
• 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 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:
• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
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 2025 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. Details of the proposed prescription; 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 (except for a patient whose chronological age is 2.5 years or less); 
AND
5. The final adult height (in cm) of the patient's mother and father (where available); AND
6. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to 
provide sufficient drug for 13 weeks worth of treatment (with up to 1 repeat allowed).
Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to 
demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These 
records must be kept for 2 years after the date the prescription to which the records relate is written.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17206
Growth retardation secondary to an intracranial lesion, or cranial irradiation
Treatment Phase: Continuing treatment
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Clinical criteria:
• Patient must have previously received treatment under the PBS S100 Growth Hormone Program under the growth 

retardation secondary to an intracranial lesion, or cranial irradiation category,  AND 
• Patient must not have been on the maximum dose of 7.5mg/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 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.
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 2025 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. Details of the proposed prescription; 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 (except for a patient whose chronological age is 2.5 years or less); 
AND
5. The final adult height (in cm) of the patient's mother and father (where available); AND
6. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to 
provide sufficient drug for 13 weeks worth of treatment (with up to 1 repeat allowed).
Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to 
demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These 
records must be kept for 2 years after the date the prescription to which the records relate is written.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17226
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 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 
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• Patient must not have a chronological age of 5 years or greater.
The maximum duration of each continuing treatment phase is 26 weeks. Prescribers must determine an appropriate weekly 
dose in accordance with the dosing arrangements detailed in the National Health (Growth Hormone Program) Special 
Arrangement 2025 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. Details of the proposed prescription; 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 (except for a patient whose chronological age is 2.5 years or less); 
AND
5. The final adult height (in cm) of the patient's mother and father (where available); AND
6. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to 
provide sufficient drug for 13 weeks worth of treatment (with up to 1 repeat allowed).
Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to 
demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These 
records must be kept for 2 years after the date the prescription to which the records relate is written.
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'.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17200
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 

• 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 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.
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 2025 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. Details of the proposed prescription; 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 (except for a patient whose chronological age is 2.5 years or less); 
AND
5. The final adult height (in cm) of the patient's mother and father (where available); AND
6. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to 
provide sufficient drug for 13 weeks worth of treatment (with up to 1 repeat allowed).
Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to 
demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These 
records must be kept for 2 years after the date the prescription to which the records relate is written.
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In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17207
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 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.
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 2025 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. Details of the proposed prescription; 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 (except for a patient whose chronological age is 2.5 years or less); 
AND
5. The final adult height (in cm) of the patient's mother and father (where available); AND
6. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to 
provide sufficient drug for 13 weeks worth of treatment (with up to 1 repeat allowed).
Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to 
demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These 
records must be kept for 2 years after the date the prescription to which the records relate is written.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17227
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 
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• 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 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.
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 2025 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. Details of the proposed prescription; 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 (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17187
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 

• 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 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.
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 2025 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. Details of the proposed prescription; 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 (except for a patient whose chronological age is 2.5 years or less); 
AND
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5. The final adult height (in cm) of the patient's mother and father (where available); AND
6. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to 
provide sufficient drug for 13 weeks worth of treatment (with up to 1 repeat allowed).
Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to 
demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These 
records must be kept for 2 years after the date the prescription to which the records relate is written.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17232
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 a condition with a known risk of malignancy including chromosomal abnormalities such as Down 

and Bloom syndromes,  AND 
• Patient must not have been on the maximum dose of 9.5mg/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 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.
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 2025 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. Details of the proposed prescription; 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 (except for a patient whose chronological age is 2.5 years or less); 
AND
5. The final adult height (in cm) of the patient's mother and father (where available); AND
6. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to 
provide sufficient drug for 13 weeks worth of treatment (with up to 1 repeat allowed).
Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to 
demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These 
records must be kept for 2 years after the date the prescription to which the records relate is written.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

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
17219
Short stature and poor body composition due to Prader-Willi syndrome
Treatment Phase: Continuing treatment
Clinical criteria:
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• Patient must have previously received treatment under the PBS S100 Growth Hormone Program under the short stature 
and poor body composition due to Prader-Willi syndrome category,  AND 

• Patient must have been re-evaluated via polysomnography for airway obstruction and apnoea during the initial 32 week 
treatment period and any sleep disorders identified that required treatment must have been addressed,  AND 

• Patient must have had a bone age below skeletal maturity (15.5 years for males and 13.5 years for females) (except 
where the patient had a chronological age of 2.5 years or less) at the last application and 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 had a bone age below skeletal maturity (15.5 years for males and 13.5 years for females) (except 
where the patient had a chronological age of 2.5 years or less) at the last application and must have maintained or 
improved height percentile for age and sex while on the maximum dose of 7.5mg/m2/week or greater for the most recent 
treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a continuing treatment 
period, whichever applies;  OR 

• Patient must have had a bone age below skeletal maturity (15.5 years for males and 13.5 years for females) (except 
where the patient had a chronological age of 2.5 years or less) at the last application and must have maintained or 
improved body mass index SDS for age and sex while on the maximum dose of 7.5mg/m2/week or greater for the most 
recent treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a continuing 
treatment period, whichever applies);  OR 

• Patient must have had a bone age below skeletal maturity (15.5 years for males and 13.5 years for females) (except 
where the patient had a chronological age of 2.5 years or less) at the last application and must have maintained or 
improved waist circumference while on the maximum dose of 7.5mg/m2/week or greater for the most recent treatment 
period (32 weeks for an initial or recommencement treatment period and 26 weeks for a continuing treatment period, 
whichever applies;  OR 

• Patient must have had a bone age below skeletal maturity (15.5 years for males and 13.5 years for females) (except 
where the patient had a chronological age of 2.5 years or less) at the last application and must have maintained or 
improved waist/height ratio (waist circumference in centimetres divided by height in centimetres) while on the maximum 
dose of 7.5mg/m2/week or greater for the most recent treatment period (32 weeks for an initial or recommencement 
treatment period and 26 weeks for a continuing treatment period, whichever applies);  OR 

• Patient must have had a bone age below skeletal maturity (15.5 years for males and 13.5 years for females) (except 
where the patient had a chronological age of 2.5 years or less) at the last application and must have achieved an 
increase in height percentile with reference to the untreated Prader-Willi syndrome standards for age and sex while on 
the maximum dose of 7.5mg/m2/week or greater for the most recent treatment period (32 weeks for an initial or 
recommencement treatment period and 26 weeks for a continuing treatment period, whichever applies);  OR 

• Patient must have had a bone age at or above skeletal maturity (15.5 years for males and 13.5 years for females) at the 
last application and must not have been on the maximum dose of 0.04mg/kg/week or greater for the most recent 
treatment period (32 weeks for an initial or recommencement treatment period and 26 weeks for a continuing treatment 
period, whichever applies;  OR 

• Patient must have had a bone age at or above skeletal maturity (15.5 years for males and 13.5 years for females) at the 
last application and must have maintained or improved body mass index while on the maximum dose of 0.04mg/kg/week 
or greater for the most recent treatment period (32 weeks for an initial or recommencement treatment period and 26 
weeks for a continuing treatment period, whichever applies);  OR 

• Patient must have had a bone age at or above skeletal maturity (15.5 years for males and 13.5 years for females) at the 
last application and must have maintained or improved body mass index SDS for age and sex while on the maximum 
dose of 0.04mg/kg/week or greater for the most recent treatment period (32 weeks for an initial or recommencement 
treatment period and 26 weeks for a continuing treatment period, whichever applies);  OR 

• Patient must have had a bone age at or above skeletal maturity (15.5 years for males and 13.5 years for females) at the 
last application and must have maintained or improved waist circumference while on the maximum dose of 
0.04mg/kg/week or greater for the most recent treatment period (32 weeks for an initial or recommencement treatment 
period and 26 weeks for a continuing treatment period, whichever applies;  OR 

• Patient must have had a bone age at or above skeletal maturity (15.5 years for males and 13.5 years for females) at the 
last application and must have maintained or improved waist/height ratio (waist circumference in centimetres divided by 
height in centimetres) while on the maximum dose of 0.04mg/kg/week or greater for 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 had a bone age at or above skeletal maturity (15.5 years for males and 13.5 years for females) at the 
last application and must have maintained or improved weight SDS for age and sex while on the maximum dose of 
0.04mg/kg/week or greater for the most recent treatment period (32 weeks for an initial or recommencement treatment 
period and 26 weeks for a continuing treatment period, whichever applies),  AND 

• 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 developed uncontrolled morbid obesity, defined as a body weight greater than 200% of ideal body 

weight for height and sex, with ideal body weight derived by calculating the 50th percentile weight for the patient's current 
height.

Population criteria:
• Patient must not have a chronological age of equal to or greater than 18 years.
The maximum duration of each continuing treatment phase is 26 weeks. Prescribers must determine an appropriate weekly 
dose in accordance with the dosing arrangements detailed in the National Health (Growth Hormone Program) Special 
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Arrangement 2025 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. Details of the proposed prescription; AND
2. A completed Growth Hormone Authority Application Supporting Information Form for continuing treatment; AND
3. Growth data (height, weight and waist circumference) for the most recent 6 month treatment period, including data at both 
the start and end of the treatment period. The most recent data must not be older than three months; AND
4. The date at which skeletal maturity was achieved (if applicable) [Note: In patients whose chronological age is greater than 
2.5 years, a bone age reading should be performed at least once every 12 months prior to attainment of skeletal maturity]; 
AND
5. Confirmation that during the initial 32 week treatment period, the patient was re-evaluated via polysomnography for 
airway obstruction and apnoea, and any sleep disorders that were identified have been addressed; AND
6. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to 
provide sufficient drug for 13 weeks' worth of treatment (with up to 1 repeat allowed).
Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to 
demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These 
records must be kept for 2 years after the date the prescription to which the records relate is written.
Maintenance is defined as a value within a 5% tolerance (this allows for seasonal and other measurement variations).
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17195
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 (treatment) 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 have had a height at or below the 1st percentile for age and sex immediately prior to commencing treatment 
and a growth velocity below the 25th percentile for bone age and sex measured over the 12 month interval immediately 
prior to commencement of treatment (or the 6 month interval immediately prior to commencement of treatment if the 
patient was an older child at commencement of treatment);  OR 

• Patient must have had both: (i) a height no higher than the 1st percentile for age plus sex at the time of having 
commenced treatment with this drug, (ii) over the 12 month interval immediately prior to having commenced treatment, a 
growth velocity no greater than 8 cm/year where the patient had a bone/chronological age of no greater than 2.5 years,  
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 
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• Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in general 
paediatrics,  AND 

• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
The maximum duration of each continuing treatment phase is 26 weeks. Prescribers must determine an appropriate weekly 
dose in accordance with the dosing arrangements detailed in the National Health (Growth Hormone Program) Special 
Arrangement 2025 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. Details of the proposed prescription; 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 measurements) from immediately prior to commencement 
of treatment, or a minimum of 6 months of growth data from immediately prior to commencement of treatment if the patient 
was an older child at commencement of treatment; and the result of a bone age assessment performed within the 12 
months immediately prior to commencement of treatment (where the patient's chronological age was higher than 2.5 years); 
OR
(b) Confirmation that the patient has previously received treatment under the indication short stature associated with chronic 
renal insufficiency, has undergone a renal transplant and a 12 month period of observation following the transplant, and has 
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; AND
4. 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
5. A bone age result performed within the last 12 months (except for a patient whose chronological age is 2.5 years or less); 
AND
6. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to 
provide sufficient drug for 13 weeks' worth of treatment (with up to 1 repeat allowed).
Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to 
demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These 
records must be kept for 2 years after the date the prescription to which the records relate is written.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17210
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 (treatment) 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 have had a height at or below the 1st percentile for age and sex immediately prior to commencing treatment;  
OR 

• Patient must have had both a height above the 1st and at or below the 25th percentiles for age and sex immediately prior 
to commencing treatment and a growth velocity below the 25th percentile for bone age and sex measured over the 12 
month interval immediately prior to commencement of treatment (or the 6 month interval immediately prior to 
commencement of treatment if the patient was an older child at commencement of treatment);  OR 

• Patient must have had both a height above the 1st and at or below the 25th percentiles for age and sex immediately prior 
to commencing treatment and an annual growth velocity of 14 cm per year or less in the 12 month period immediately 
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prior to commencement of treatment, if the patient had a chronological age of 2 years or less at commencement of 
treatment;  OR 

• Patient must have had both a height above the 1st and at or below the 25th percentiles for age and sex immediately prior 
to commencing treatment and an annual growth velocity of 8 cm per year or less in the 12 month period immediately prior 
to commencement of treatment, if the patient had a bone or chronological age of 2.5 years or less at commencement of 
treatment,  AND 

• Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration 
less than 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 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,  AND 
• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
The maximum duration of each continuing treatment phase is 26 weeks. Prescribers must determine an appropriate weekly 
dose in accordance with the dosing arrangements detailed in the National Health (Growth Hormone Program) Special 
Arrangement 2025 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. Details of the proposed prescription; 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 measurements) from immediately prior to commencement 
of treatment, or a minimum of 6 months of growth data from immediately prior to commencement of treatment if the patient 
was an older child at commencement of treatment; and the result of a bone age assessment performed within the 12 
months immediately prior to commencement of treatment (except for a patient whose chronological age was 2.5 years or 
less at commencement of treatment); OR
(b) Height and weight measurements from within three months prior to commencement of treatment for a patient whose 
height was at or below the 1st percentile for age and sex immediately prior to commencing 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 (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17188
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 (treatment) 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 which is under appropriate observation and management;  OR 
• Patient must have received cranial irradiation without having had an intracranial lesion, and is under appropriate 

observation and management,  AND 
• Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration 

less than 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 had a height at or below the 1st percentile for age and sex immediately prior to commencing treatment;  
OR 

• Patient must have had both a height above the 1st percentile for age and sex immediately prior to commencing treatment 
and a growth velocity below the 25th percentile for bone age and sex measured over the 12 month interval immediately 
prior to commencement of treatment (or the 6 month interval immediately prior to commencement of treatment if the 
patient was an older child at commencement of treatment);  OR 

• Patient must have had both a height above the 1st percentile for age and sex immediately prior to commencing treatment 
and an annual growth velocity of 14 cm per year or less in the 12 month period immediately prior to commencement of 
treatment, if the patient had a chronological age of 2 years or less at commencement of treatment;  OR 
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• Patient must have had both a height above the 1st percentile for age and sex immediately prior to commencing treatment 
and an annual growth velocity of 8 cm per year or less in the 12 month period immediately prior to commencement of 
treatment, if the patient had a bone or chronological age of 2.5 years or less at commencement of treatment,  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.
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 2025 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. Details of the proposed prescription; 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 measurements) from immediately prior to commencement 
of treatment, or a minimum of 6 months of growth data from immediately prior to commencement of treatment if the patient 
was an older child at commencement of treatment; and the result of a bone age assessment performed within the 12 
months immediately prior to commencement of treatment (except for a patient whose chronological age was 2.5 years or 
less at commencement of treatment); OR
(b) Height and weight measurements from within three months prior to commencement of treatment for a patient whose 
height was at or below the 1st percentile for age and sex immediately prior to commencing 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 which is under appropriate observation and management; 
OR
(b) Confirmation that the patient has received cranial irradiation without having had an intracranial lesion and is under 
appropriate observation and management; 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 (except for a patient whose chronological age is 2.5 years or less); 
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.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17189
Risk of hypoglycaemia secondary to growth hormone deficiency in neonates/infants
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 risk of hypoglycaemia secondary to growth hormone deficiency in neonates/infants,  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 
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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 non-compliance due to social/family 
problems,  AND 

• Patient must have a chronological age of less than 2 years,  AND 
• Patient must have a documented clinical risk of hypoglycaemia,  AND 
• Patient must have documented evidence that the risk of hypoglycaemia is secondary to biochemical growth hormone 

deficiency,  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.
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 2025 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. Details of the proposed prescription; AND
2. A completed Growth Hormone Authority Application Supporting Information Form for continuing treatment as a 
reclassified patient; AND
3. Confirmation that the patient has a documented clinical risk of hypoglycaemia; AND
4. Confirmation that the patient has documented evidence that the risk of hypoglycaemia is secondary to biochemical growth 
hormone deficiency; AND
5. Growth data (height and weight) for the most recent 6 month treatment period, including data at both the start and end of 
the treatment period. The most recent data must not be older than three months; AND
6. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to 
provide sufficient drug for 13 weeks' worth of treatment (with up to 1 repeat allowed).
Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to 
demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These 
records must be kept for 2 years after the date the prescription to which the records relate is written.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17306
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 

• 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 
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• Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration 
less than 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 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.
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 2025 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. Details of the proposed prescription; 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 (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17305
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 (treatment) under a 

category other than hypothalamic-pituitary disease secondary to a structural lesion, with hypothalamic obesity driven 
growth,  AND 
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• The treatment must not have lapsed due to failure to respond to growth hormone at a dose of 7.5mg/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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 have had a growth velocity above the 25th percentile for bone age and sex measured over the 12 month 

interval immediately prior to commencement of treatment (or the 6 month interval immediately prior to commencement of 
treatment if the patient was an older child at commencement of treatment);  OR 

• Patient must have had an annual growth velocity of greater than 14 cm per year in the 12 month period immediately prior 
to commencement of treatment, if the patient had a chronological age of 2 years or less at commencement of treatment;  
OR 

• Patient must have had an annual growth velocity of greater than 8 cm per year in the 12 month period immediately prior 
to commencement of treatment, if the patient had a bone or chronological age of 2.5 years or less at commencement of 
treatment,  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 
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• Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in general 
paediatrics.

An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
The maximum duration of each continuing treatment phase is 26 weeks. Prescribers must determine an appropriate weekly 
dose in accordance with the dosing arrangements detailed in the National Health (Growth Hormone Program) Special 
Arrangement 2025 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. Details of the proposed prescription; AND
2. A completed Growth Hormone Authority Application Supporting Information Form for continuing treatment as a 
reclassified patient; AND
3. A minimum of 12 months of growth data (height and weight measurements) from immediately prior to commencement of 
treatment, or a minimum of 6 months of growth data from immediately prior to commencement of treatment if the patient 
was an older child at commencement of treatment; and the result of a bone age assessment performed within the 12 
months immediately prior to commencement of treatment (except for a patient whose chronological age was 2.5 years or 
less at commencement of 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 (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17203
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 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 
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• 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 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.
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 2025 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. Details of the proposed prescription; 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 (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17220
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 (treatment) 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 have had a height at or below the 1st percentile for age and sex immediately prior to commencing treatment,  
AND 
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• Patient must have had a growth velocity below the 25th percentile for bone age and sex measured over the 12 month 
interval immediately prior to commencement of treatment (or the 6 month interval immediately prior to commencement of 
treatment if the patient was an older child at commencement of treatment);  OR 

• Patient must have had an annual growth velocity of 14 cm per year or less in the 12 month period immediately prior to 
commencement of treatment, if the patient had a chronological age of 2 years or less at commencement of treatment;  
OR 

• Patient must have had an annual growth velocity of 8 cm per year or less in the 12 month period immediately prior to 
commencement of treatment, if the patient had a bone or chronological age of 2.5 years or less at commencement of 
treatment,  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.
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.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
The maximum duration of each continuing treatment phase is 26 weeks. Prescribers must determine an appropriate weekly 
dose in accordance with the dosing arrangements detailed in the National Health (Growth Hormone Program) Special 
Arrangement 2025 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. Details of the proposed prescription; AND
2. A completed Growth Hormone Authority Application Supporting Information Form for continuing treatment as a 
reclassified patient; AND
3. A minimum of 12 months of growth data (height and weight measurements) from immediately prior to commencement of 
treatment, or a minimum of 6 months of growth data from immediately prior to commencement of treatment if the patient 
was an older child at commencement of treatment; and the result of a bone age assessment performed within the 12 
months immediately prior to commencement of treatment (except for a patient whose chronological age was 2.5 years or 
less at commencement of 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 (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17196
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 (treatment) 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 
continuing treatment period, whichever applies), unless response was affected by major surgery (e.g. renal transplant);  
OR 
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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), 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 1st percentile for age and sex immediately prior to commencing treatment;  
OR 

• Patient must have had both a height above the 1st and at or below the 25th percentiles for age and sex immediately prior 
to commencing treatment and a growth velocity less than or equal to the 25th percentile for bone age and sex measured 
over the 12 month interval immediately prior to commencement of treatment (or the 6 month interval immediately prior to 
commencement of treatment if the patient was an older child at commencement of treatment);  OR 

• Patient must have had both a height above the 1st and at or below the 25th percentiles for age and sex immediately prior 
to commencing treatment and an annual growth velocity of 14 cm per year or less in the 12 month period immediately 
prior to commencement of treatment, if the patient had a chronological age of 2 years or less at commencement of 
treatment;  OR 

• Patient must have had both a height above the 1st and at or below the 25th percentiles for age and sex immediately prior 
to commencing treatment and an annual growth velocity of 8 cm per year or less in the 12 month period immediately prior 
to commencement of treatment, if the patient had a bone or chronological age of 2.5 years or less at commencement of 
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 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.
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.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
The maximum duration of each continuing treatment phase is 26 weeks. Prescribers must determine an appropriate weekly 
dose in accordance with the dosing arrangements detailed in the National Health (Growth Hormone Program) Special 
Arrangement 2025 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. Details of the proposed prescription; 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 measurements) from immediately prior to commencement 
of treatment, or a minimum of 6 months of growth data from immediately prior to commencement of treatment if the patient 
was an older child at commencement of treatment; and the result of a bone age assessment performed within the 12 
months immediately prior to commencement of treatment (except for a patient whose chronological age was 2.5 years or 
less at commencement of treatment); OR
(b) Height and weight measurements from within three months prior to commencement of treatment for a patient whose 
height was at or below the 1st percentile for age and sex immediately prior to commencing 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. 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 (except for a patient whose chronological age is 2.5 years or less); 
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).
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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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

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
17222
Short stature and poor body composition due to Prader-Willi 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 and poor body composition due to Prader-Willi syndrome,  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 diagnostic results consistent with Prader-Willi syndrome (the condition must be genetically proven);  
OR 

• Patient must have a clinical diagnosis of Prader-Willi syndrome, confirmed by a clinical geneticist,  AND 
• Patient must have been evaluated via polysomnography for airway obstruction and apnoea whilst on growth hormone 

treatment and any sleep disorders identified that required treatment must have been addressed,  AND 
• Patient must not have uncontrolled morbid obesity, defined as a body weight greater than 200% of ideal body weight for 

height and sex, with ideal body weight derived by calculating the 50th percentile weight for the patient's current height,  
AND 

• Patient must not have a condition with a known risk of malignancy including chromosomal abnormalities such as Down 
and Bloom syndromes,  AND 

• Patient must not have an active tumour or evidence of tumour growth or activity,  AND 
• Patient must not have a chronological age of 18 years or greater.
Treatment criteria:
• Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in paediatric 

endocrinology;  OR 
• Must be treated by a medical practitioner in consultation with a nominated specialist or consultant physician in general 

paediatrics.
The maximum duration of each continuing treatment phase is 26 weeks. Prescribers must determine an appropriate weekly 
dose in accordance with the dosing arrangements detailed in the National Health (Growth Hormone Program) Special 
Arrangement 2025 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. Details of the proposed prescription; AND
2. A completed Growth Hormone Authority Application Supporting Information Form for continuing treatment as a 
reclassified patient; AND
3. (a) Confirmation that the patient has diagnostic results consistent with Prader-Willi syndrome, OR
(b) Confirmation that the patient has a clinical diagnosis of Prader-Willi syndrome, confirmed by a clinical geneticist; AND
4. Confirmation that the patient has been evaluated via polysomnography for airway obstruction and apnoea whilst on 
growth hormone treatment, and any sleep disorders identified via the polysomnography that required treatment have been 
addressed; AND
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
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6. The date at which skeletal maturity was achieved (if applicable) [Note: In patients whose chronological age is greater than 
2.5 years, a bone age reading should be performed at least once every 12 months prior to attainment of skeletal maturity]; 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17231
Short stature and slow growth
Treatment Phase: Change of drug
Treatment criteria:
• Patient must be undergoing existing PBS-subsidised growth hormone treatment where the prescribed drug is changing 

within the same PBS indication - subsidy through this treatment phase must not: (i) initiate treatment, (ii) recommence 
treatment, (iii) reclassify the PBS indication.

Clinical criteria:
• Patient must have been treated with PBS-subsidised growth hormone for less than 32 weeks;  OR 
• Patient must have been treated with PBS-subsidised growth hormone for at least 32 weeks, with an adequate response 

to treatment (as defined further below) having been demonstrated;  OR 
• Patient must have been treated with PBS-subsidised growth hormone for at least 32 weeks, with an adequate response 

to treatment (as defined further below) not demonstrated due to at least one of: (i) a significant medical illness, (ii) major 
surgery (e.g. renal transplant), (iii) an adverse reaction to growth hormone, (iv) non-compliance to treatment arising from 
social/family problems, (v) sub-optimal dosing (i.e. the dose was less than the permitted upper dose range),  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 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,  AND 
• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
Definition:
An adequate response to the preceding supply of growth hormone for which the patient is changing from is one where the 
patient, for their sex, has achieved at least one of:
(a) the 50th percentile growth velocity for bone age;
(b) an increase in height standard deviation score for chronological age;
(c) a minimum growth velocity of 4 cm per year;
(d) a mid-parental height standard deviation score.
Applications for authorisation under this treatment phase must be made via the Online PBS Authorities System (real time 
assessment) or in writing via HPOS form upload or mail and must include:
1. 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.
2. A bone age result performed within the last 12 months where the patient has a chronological age greater than 2.5 years.
Where growth data has been supplied within 3 months of this authority application, do not resupply this data.
If the application is submitted through HPOS form upload or mail, it must include:
(i) details of the proposed prescription; and
(ii) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice).
Prescribe an appropriate amount of drug (maximum quantity in units) outlined within the 'Notes' section of this restriction.
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

Note Prescribe an appropriate amount of drug (maximum quantity in units) that facilitates approximately 13 weeks of treatment 
per dispensing. Request up to 1 repeat prescription. With 1 repeat prescription, this treatment phase listing intends to 
provide approximately 26 weeks of treatment.
An online calculator has been developed to assist in the determination of the quantity of drug to be sought. It is located in 
the following location:
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https: //www.pbs.gov.au/browse/section100-gh
Authority Required
17197
Short stature associated with biochemical growth hormone deficiency
Treatment Phase: Change of drug
Treatment criteria:
• Patient must be undergoing existing PBS-subsidised growth hormone treatment where the prescribed drug is changing 

within the same PBS indication - subsidy through this treatment phase must not: (i) initiate treatment, (ii) recommence 
treatment, (iii) reclassify the PBS indication.

Clinical criteria:
• Patient must have been treated with PBS-subsidised growth hormone for less than 32 weeks;  OR 
• Patient must have been treated with PBS-subsidised growth hormone for at least 32 weeks, with an adequate response 

to treatment (as defined further below) having been demonstrated;  OR 
• Patient must have been treated with PBS-subsidised growth hormone for at least 32 weeks, with an adequate response 

to treatment (as defined further below) not demonstrated due to at least one of: (i) a significant medical illness, (ii) major 
surgery (e.g. renal transplant), (iii) an adverse reaction to growth hormone, (iv) non-compliance to treatment arising from 
social/family problems, (v) sub-optimal dosing (i.e. the dose was less than the permitted upper dose range),  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 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,  AND 
• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
Definition:
An adequate response to the preceding supply of growth hormone for which the patient is changing from is one where the 
patient, for their sex, has achieved at least one of:
(a) the 50th percentile growth velocity for bone age;
(b) an increase in height standard deviation score for chronological age;
(c) a minimum growth velocity of 4 cm per year;
(d) a mid-parental height standard deviation score.
Applications for authorisation under this treatment phase must be made via the Online PBS Authorities System (real time 
assessment) or in writing via HPOS form upload or mail and must include:
1. 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.
2. A bone age result performed within the last 12 months where the patient has a chronological age greater than 2.5 years.
Where growth data has been supplied within 3 months of this authority application, do not resupply this data.
If the application is submitted through HPOS form upload or mail, it must include:
(i) details of the proposed prescription; and
(ii) a completed authority application form relevant to the indication and treatment phase (the latest version is located on the 
website specified in the Administrative Advice).
Prescribe an appropriate amount of drug (maximum quantity in units) outlined within the 'Notes' section of this restriction.
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.

Note Prescribe an appropriate amount of drug (maximum quantity in units) that facilitates approximately 13 weeks of treatment 
per dispensing. Request up to 1 repeat prescription. With 1 repeat prescription, this treatment phase listing intends to 
provide approximately 26 weeks of treatment.
An online calculator has been developed to assist in the determination of the quantity of drug to be sought. It is located in 
the following location:
https: //www.pbs.gov.au/browse/section100-gh

somatropin 400 microgram injection [1 chamber] (&) inert substance diluent [0.25 mL chamber], 7 dual chamber 
syringes
10891F Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 1 0.00 100.80 25.00 Genotropin MiniQuick [PF]

somatropin 600 microgram injection [1 chamber] (&) inert substance diluent [0.25 mL chamber], 7 dual chamber 
syringes
10456H Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 1 0.00 145.84 25.00 Genotropin MiniQuick [PF]
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somatropin 800 microgram injection [1 chamber] (&) inert substance diluent [0.25 mL chamber], 7 dual chamber 
syringes
10479M Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 1 0.00 191.38 25.00 Genotropin MiniQuick [PF]

somatropin 1 mg injection [1 chamber] (&) inert substance diluent [0.25 mL chamber], 7 dual chamber syringes
10480N Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 1 0.00 236.91 25.00 Genotropin MiniQuick [PF]

somatropin 1.2 mg injection [1 chamber] (&) inert substance diluent [0.25 mL chamber], 7 dual chamber 
syringes
10453E Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 1 0.00 282.44 25.00 Genotropin MiniQuick [PF]

somatropin 1.4 mg injection [1 chamber] (&) inert substance diluent [0.25 mL chamber], 7 dual chamber 
syringes
10488B Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 1 0.00 327.97 25.00 Genotropin MiniQuick [PF]

somatropin 1.6 mg injection [1 chamber] (&) inert substance diluent [0.25 mL chamber], 7 dual chamber 
syringes
10454F Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 1 0.00 373.50 25.00 Genotropin MiniQuick [PF]

somatropin 1.8 mg injection [1 chamber] (&) inert substance diluent [0.25 mL chamber], 7 dual chamber 
syringes
10500P Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 1 0.00 419.03 25.00 Genotropin MiniQuick [PF]

somatropin 2 mg injection [1 chamber] (&) inert substance diluent [0.25 mL chamber], 7 dual chamber syringes
10428W Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 1 0.00 464.56 25.00 Genotropin MiniQuick [PF]

somatropin 5 mg injection [1 chamber] (&) inert substance diluent [1 mL chamber], 1 dual chamber pen device
10443P Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 1 0.00 166.81 25.00 Genotropin GoQuick [PF]

somatropin 12 mg injection [1 chamber] (&) inert substance diluent [1 mL chamber], 1 dual chamber pen device
10431B Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 1 0.00 387.40 25.00 Genotropin GoQuick [PF]

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

Authority Required
18917
Severe growth hormone deficiency
Treatment Phase: Initial treatment of late onset growth hormone deficiency
Treatment criteria:
• Must be treated by an endocrinologist.
Clinical criteria:
• Patient must have onset of growth hormone deficiency secondary to organic hypothalamic or pituitary disease diagnosed 

at chronological age of 18 years or older;  OR 
• Patient must have onset of growth hormone deficiency diagnosed after skeletal maturity (bone age greater than or equal 

to 15.5 years in males or 13.5 years in females) and before chronological age of 18 years,  AND 
• Patient must have a diagnostic insulin tolerance test with maximum serum growth hormone (GH) less than 2.5 

micrograms per litre;  OR 
• Patient must have a diagnostic arginine infusion test with maximum serum GH less than 0.4 micrograms per litre;  OR 
• Patient must have a diagnostic glucagon provocation test with maximum serum GH less than 3 micrograms per litre;  OR 
• Patient must have: (a) a chronological age of 18 years or older, (b) established hypothalamic-pituitary disease, (c) at 

least three documented pituitary hormone deficiencies, (d) an IGF-1 concentration lower than the sex- and age-specific 
lower limit of normal in a patient.

The authority application must be made in writing and must include:
1. Details of the proposed prescription, specifying the active ingredient name, form and strength of the medicine, followed by 
the brand name; AND
2. A completed Severe Growth Hormone Deficiency supporting information form; AND
3. If applicable, results of the growth hormone simulation testing, including the date of testing, the type of test performed, the 
peak growth hormone concentration, and laboratory reference range for age/gender.
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Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001
Authority Required
14366
Severe growth hormone deficiency
Treatment Phase: Continuing treatment in a person with a mature skeleton or aged 18 years or older
Treatment criteria:
• Must be treated by an endocrinologist.
Clinical criteria:
• Patient must have previously received PBS-subsidised therapy with this drug for this condition under an initial treatment 

restriction applying to a documented childhood onset growth hormone deficiency due to a congenital, genetic or structural 
cause in a patient with a mature skeleton;  OR 

• Patient must have previously received PBS-subsidised therapy with this drug for this condition under an initial treatment 
restriction applying to late onset of growth hormone deficiency secondary to organic hypothalamic or pituitary disease in 
a patient with chronological age of 18 years or older;  OR 

• Patient must have previously received PBS-subsidised therapy with this drug for this condition under an initial treatment 
restriction applying to late onset of growth hormone deficiency diagnosed after skeletal maturity (bone age greater than 
or equal to 15.5 years in males or 13.5 years in females) and before chronological age of 18 years.

Note Applications for authorisation under this restriction may be made in real time using the Online PBS Authorities system (see 
www.servicesaustralia.gov.au/HPOS) or by telephone by contacting Services Australia on 1800 700 270 (hours of operation 
8 a.m. to 5 p.m. Monday to Friday).
Authority Required
18920
Severe growth hormone deficiency
Treatment Phase: Initial treatment of childhood onset growth hormone deficiency in a patient who has received PBS-
subsidised treatment as a child
Treatment criteria:
• Must be treated by an endocrinologist.
Clinical criteria:
• Patient must have a documented childhood onset growth hormone deficiency due to a congenital, genetic or structural 

cause,  AND 
• Patient must have previously received PBS-subsidised treatment with this drug for this condition as a child.
Population criteria:
• Patient must have a mature skeleton.
Somatropin is not PBS-subsidised for patients with Prader-Willi syndrome aged 18 years or older without a documented 
childhood onset Growth Hormone Deficiency.
The authority application must be made in writing and must include:
1. Details of the proposed prescription, specifying the active ingredient name, form and strength of the medicine, followed by 
the brand name; AND
2. A completed Severe Growth Hormone Deficiency supporting information form.

Note Any queries concerning the arrangements to prescribe may be directed to Services Australia on 1800 700 270 (hours of 
operation 8 a.m. to 5 p.m. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001
Authority Required
18914
Severe growth hormone deficiency
Treatment Phase: Initial treatment of childhood onset growth hormone deficiency in a patient who has received non-PBS 
subsidised treatment as a child



SYSTEMIC HORMONAL PREPARATIONS, EXCL. SEX HORMONES AND INSULINS

232 Growth Hormone Program

Treatment criteria:
• Must be treated by an endocrinologist.
Clinical criteria:
• Patient must have a documented childhood onset growth hormone deficiency due to a congenital, genetic or structural 

cause,  AND 
• Patient must have previously received non-PBS subsidised treatment with this drug for this condition as a child,  AND 
• Patient must have current or historical evidence of an insulin tolerance test with maximum serum growth hormone (GH) 

less than 2.5 micrograms per litre;  OR 
• Patient must have current or historical evidence of an arginine infusion test with maximum serum GH less than 0.4 

micrograms per litre;  OR 
• Patient must have current or historical evidence of a glucagon provocation test with maximum serum GH less than 3 

micrograms per litre.
Population criteria:
• Patient must have a mature skeleton.
Somatropin is not PBS-subsidised for patients with Prader-Willi syndrome aged 18 years or older without a documented 
childhood onset Growth Hormone Deficiency.
The authority application must be made in writing and must include:
1. Details of the proposed prescription, specifying the active ingredient name, form and strength of the medicine, followed by 
the brand name; AND
2. A completed Severe Growth Hormone Deficiency supporting information form; AND
3. Results of the growth hormone stimulation testing, including the date of testing, the type of test performed, the peak 
growth hormone concentration, and laboratory reference range for age/gender.

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

somatropin 5 mg injection [1 chamber] (&) inert substance diluent [1 mL chamber], 1 dual chamber pen device
11493X Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 5 0.00 166.81 25.00 Genotropin GoQuick [PF]

somatropin 5 mg/1.5 mL injection, 1.5 mL cartridge
11895C Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 5 0.00 166.81 25.00 Norditropin FlexPro [NO]

somatropin 6 mg/1.03 mL injection, 1.03 mL cartridge
13712Q Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 5 0.00 198.32 25.00 Saizen [SG]

somatropin 12 mg injection [1 chamber] (&) inert substance diluent [1 mL chamber], 1 dual chamber pen device
11495B Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 5 0.00 387.40 25.00 Genotropin GoQuick [PF]

somatropin 12 mg/1.5 mL injection, 1.5 mL cartridge
13709M Max.Qty Packs No. of Rpts Premium $ DPMQ $ MRVSN $ Brand Name and Manufacturer

1 5 0.00 387.40 25.00 Saizen [SG]

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

operation 8 a.m. to 5 p.m. Monday to Friday).
Prescribing information (including Authority Application forms and other relevant documentation as applicable) is available 
on the Services Australia website at www.servicesaustralia.gov.au
Applications for authority to prescribe should be submitted online using the form upload facility in Health Professional Online 
Services (HPOS) at www.servicesaustralia.gov.au/hpos
Or mailed to:
Services Australia
Complex Drugs
Reply Paid 9826
HOBART TAS 7001
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Authority Required
17255
Short stature and slow growth
Treatment Phase: Initial treatment
Clinical criteria:
• Patient must have a current height at or below the 1st percentile for age and sex,  AND 
• Patient must have a growth velocity below the 25th percentile for bone age and sex measured over a 12 month interval 

(or a 6 month interval for an older child);  OR 
• Patient must have an annual growth velocity of 8 cm per year or less if the patient has a bone or chronological age of 2.5 

years or less,  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,  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.
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,  AND 
• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
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 
2025 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. Details of the proposed prescription; AND
2. A completed Growth Hormone Authority Application Supporting Information Form for initial treatment; AND
3. A minimum of 12 months of recent growth data (height and weight measurements) or a minimum of 6 months of recent 
growth data for an older child. The most recent data must not be more than three months old at the time of application; AND
4. A bone age result performed within the last 12 months (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17369
Short stature associated with biochemical growth hormone deficiency
Treatment Phase: Initial treatment
Clinical criteria:
• Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration 

less than 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 
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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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 a current height at or below the 1st percentile for age and sex;  OR 
• Patient must have a current height above the 1st and at or below the 25th percentiles for age and sex and a growth 

velocity below the 25th percentile for bone age and sex measured over a 12 month interval (or a 6 month interval for an 
older child);  OR 

• Patient must have a current height above the 1st and at or below the 25th percentiles for age and sex and an annual 
growth velocity of 8 cm per year or less if the patient has a bone age of 2.5 years or less,  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.
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,  AND 
• Patient must be undergoing treatment for the stated indication with only one growth hormone at any given time.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
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 
2025 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. Details of the proposed prescription; 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 measurements) or a minimum of 6 months of 
recent growth data for an older child. The most recent data must not be more than three months old at the time of 
application; OR
(b) Height and weight measurements, not more than three months old at the time of application, for a patient whose current 
height is at or below the 1st percentile for age and sex; 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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17262
Growth retardation secondary to an intracranial lesion, or cranial irradiation
Treatment Phase: Initial treatment
Clinical criteria:
• Patient must have had an intracranial lesion which is under appropriate observation and management;  OR 
• Patient must have received cranial irradiation without having had an intracranial lesion, and is under appropriate 

observation and management,  AND 
• Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration 

less than 10 mU/L or less than or equal to 3.3 micrograms per litre in response to 2 pharmacological growth hormone 
stimulation tests (e.g. arginine, clonidine, glucagon, insulin);  OR 
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• Patient must have evidence of biochemical growth hormone deficiency, with a peak serum growth hormone concentration 
less than 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 a current height at or below the 1st percentile for age and sex;  OR 
• Patient must have a current height above the 1st percentile for age and sex and a growth velocity below the 25th 

percentile for bone age and sex measured over a 12 month interval (or a 6 month interval for an older child);  OR 
• Patient must have a current height above the 1st percentile for age and sex and an annual growth velocity of 8 cm per 

year or less if the patient has a bone age of 2.5 years or less,  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.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
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 
2025 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. Details of the proposed prescription; 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 measurements) or a minimum of 6 months of 
recent growth data for an older child. The most recent data must not be more than three months old at the time of 
application; OR
(b) Height and weight measurements, not more than three months old at the time of application, for a patient whose current 
height is at or below the 1st percentile for age and sex; 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 which is under appropriate observation and management; 
OR
(b) Confirmation that the patient has received cranial irradiation without having had an intracranial lesion and is under 
appropriate observation and management; 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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17265
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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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 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 
2025 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. Details of the proposed prescription; 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.
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In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17310
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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 10 mU/L or less than or equal to 3.3 micrograms per litre 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 have a growth velocity above the 25th percentile for bone age and sex measured over a 12 month interval 

(or a 6 month interval for an older child);  OR 
• Patient must have an annual growth velocity of greater than 8 cm per year if the patient has a bone age of 2.5 years or 

less,  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.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
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 
2025 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. Details of the proposed prescription; AND
2. A completed Growth Hormone Authority Application Supporting Information Form for initial treatment; AND
3. A minimum of 12 months of recent growth data (height and weight measurements) or a minimum of 6 months of recent 
growth data for an older child. The most recent data must not be more than three months old at the time of application; AND
4. A bone age result performed within the last 12 months; AND
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5. Evidence of biochemical growth hormone deficiency, including the type of tests performed and peak growth hormone 
concentrations; AND
6. (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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17380
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 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 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 height greater than or equal to 155.0 cm,  AND 
• Patient must not have a bone age of 13.5 years or greater.
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 
2025 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. Details of the proposed prescription; 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 (except for a patient whose chronological age is 2.5 years or less); 
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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17253
Short stature due to short stature homeobox (SHOX) gene disorders
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Treatment Phase: Initial treatment
Clinical criteria:
• 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 have a current height at or below the 1st percentile for age and sex,  AND 
• Patient must have a growth velocity below the 25th percentile for bone age and sex measured over a 12 month interval 

(or a 6 month interval for an older child);  OR 
• Patient must have an annual growth velocity of 8 cm per year or less if the patient has a bone or chronological age of 2.5 

years or less,  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.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
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 
2025 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. Details of the proposed prescription; AND
2. A completed Growth Hormone Authority Application Supporting Information Form for initial treatment; AND
3. A minimum of 12 months of recent growth data (height and weight measurements) or a minimum of 6 months of recent 
growth data for an older child. The most recent data must not be more than three months old at the time of application; AND
4. A bone age result performed within the last 12 months; AND
5. Confirmation that the patient has diagnostic results consistent with a short stature homeobox (SHOX) gene disorder; AND
6. If the patient's condition is secondary to mixed gonadal dysgenesis, confirmation that an appropriate plan of management 
for the patient's increased risk of gonadoblastoma is in place; AND
7. The proprietary name (brand), form and strength of somatropin requested, and the number of vials/cartridges required to 
provide sufficient drug for 16 weeks' worth of treatment (with up to 1 repeat allowed).
Prescribers must keep a copy of any clinical records relating to the prescription, including such records required to 
demonstrate that the prescription was written in compliance with any relevant circumstances and/or purposes. These 
records must be kept for 2 years after the date the prescription to which the records relate is written.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
Authority Required
17241
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 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 have a current height at or below the 1st percentile for age and sex;  OR 
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• Patient must have a current height above the 1st and at or below the 25th percentiles for age and sex and a growth 
velocity less than or equal to the 25th percentile for bone age and sex measured over a 12 month interval (or a 6 month 
interval for an older child);  OR 

• Patient must have a current height above the 1st and at or below the 25th percentiles for age and sex and an annual 
growth velocity of 8 cm per year or less if the patient has a bone age of 2.5 years or less,  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.
An older child is defined as a male with a chronological age of at least 12 years or a bone age of at least 10 years, or a 
female with a chronological age of at least 10 years or a bone age of at least 8 years.
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 
2025 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. Details of the proposed prescription; 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 measurements) or a minimum of 6 months of 
recent growth data for an older child. The most recent data must not be more than three months old at the time of 
application; OR
(b) Height and weight measurements, not more than three months old at the time of application, for a patient whose current 
height is at or below the 1st percentile for age and sex; 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.
In children with diabetes mellitus prescribers must ascertain that a growth failure is not due to poor diabetes control, 
diabetes control is adequate, and regular screening occurs for diabetes complications, particularly retinopathy.
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Index of Manufacturer Codes
Code Manufacturer
JW Asteri Pharma Pty Ltd
NO Novo Nordisk Pharmaceuticals Pty. Limited
PF Pfizer Australia Pty Ltd
SA SciGen (Australia) Pty Limited
SG Merck Healthcare Pty Ltd
SZ Sandoz Pty Ltd
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10443P (SOMATROPIN) ................................................230
10446T (SOMATROPIN) ................................................240
10449Y (SOMATROPIN) ................................................186
10451C (SOMATROPIN) ................................................186
10453E (SOMATROPIN) ................................................230
10454F (SOMATROPIN) ................................................230
10456H (SOMATROPIN) ................................................229
10457J (SOMATROPIN).................................................166
10458K (SOMATROPIN) ................................................103
10462P (SOMATROPIN) ................................................207
10463Q (SOMATROPIN)................................................166
10467X (SOMATROPIN) ................................................123
10472E (SOMATROPIN) ................................................166
10477K (SOMATROPIN) ................................................165
10479M (SOMATROPIN)................................................230
10480N (SOMATROPIN) ................................................230
10481P (SOMATROPIN) ..................................................83
10483R (SOMATROPIN) ................................................207
10484T (SOMATROPIN) ..................................................83
10485W (SOMATROPIN) .................................................83
10488B (SOMATROPIN) ................................................230
10489C (SOMATROPIN) ................................................123
10490D (SOMATROPIN) ................................................143
10495J (SOMATROPIN).................................................103
10496K (SOMATROPIN) ................................................123
10497L (SOMATROPIN).................................................207
10498M (SOMATROPIN)................................................166
10500P (SOMATROPIN) ................................................230
10501Q (SOMATROPIN)................................................166
10506Y (SOMATROPIN) ................................................143
10507B (SOMATROPIN) ................................................143
10512G (SOMATROPIN)..................................................83
10514J (SOMATROPIN).................................................240
10518N (SOMATROPIN) ................................................240
10519P (SOMATROPIN) ..................................................83
10891F (SOMATROPIN) ................................................229
10902T (SOMATROPIN) ..................................................63
10908D (SOMATROPIN) ................................................165
11493X (SOMATROPIN) ................................................232
11495B (SOMATROPIN) ................................................232
11895C (SOMATROPIN) ................................................232
13116H (MECASERMIN)..................................................10
13119L (SOMATROGON) ................................................37

13120M (SOMATROGON) ...............................................37
13125T (SOMATROGON) ................................................31
13130C (SOMATROGON)................................................31
13709M (SOMATROPIN)................................................232
13712Q (SOMATROPIN)................................................232
15367T (SOMAPACITAN) ................................................17
15374E (SOMAPACITAN) ................................................23
15384Q (SOMAPACITAN)................................................23
15385R (SOMAPACITAN) ................................................17
15394F (SOMATROPIN) ................................................240
15399L (SOMATROPIN)...................................................83
15417K (SOMATROPIN) ................................................143

3
3388H (SOMATROPIN) ....................................................45

5
5818F (SOMATROPIN) ....................................................54
5819G (SOMATROPIN)....................................................54
5820H (SOMATROPIN) ....................................................54
5822K (SOMATROPIN) ....................................................45
5824M (SOMATROPIN)....................................................45

6
6311E (SOMATROPIN) ..................................................240
6313G (SOMATROPIN)....................................................63
6314H (SOMATROPIN) ....................................................63
6315J (SOMATROPIN).....................................................63
6316K (SOMATROPIN) ....................................................63
6317L (SOMATROPIN).....................................................64
6318M (SOMATROPIN)....................................................64
6319N (SOMATROPIN) ....................................................64
6476W (SOMATROPIN) .................................................240

9
9585L (SOMATROPIN).....................................................64
9586M (SOMATROPIN)....................................................64
9628R (SOMATROPIN) ....................................................63

G
Genotropin GoQuick .................................64, 166, 230, 232
Genotropin MiniQuick .................63, 64, 165, 166, 229, 230

I
Increlex..............................................................................10

M
MECASERMIN....................................................................8

N
Ngenla.........................................................................31, 37
Norditropin FlexPro ...................................54, 123, 186, 232
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O
Omnitrope Surepal 10.......................................83, 143, 240
Omnitrope Surepal 15.......................................83, 143, 240
Omnitrope Surepal 5 .........................................83, 143, 240

S
Saizen .......................................................45, 103, 207, 232

Scitropin A.........................................................83, 143, 240
SciTropin A........................................................83, 143, 240
Sogroya.......................................................................17, 23
SOMAPACITAN..........................................................10, 18
SOMATROGON..........................................................23, 31
SOMATROPIN.37, 45, 54, 64, 83, 103, 123, 143, 166, 187, 

207, 230, 232
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