
DOSAGE, ADMINISTRATION  
AND MONITORING

Prescriber’s guide 
to SOMAVERT®

* biochemical control with a maximum indicated dose (Every 28 days for 24 weeks, 
unless contraindicated or not tolerated) of either 30 mg octreotide LAR or 120 mg 
lanreotide ATG.

(pegvisomant, rbe) Power for Injection with Diluent
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  For acromegaly patients after failure to achieve 

biochemical control* with octreotide or lanreotide
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Download PBS Authority Application Forms from  
https://www.humanservices.gov.au/organisations/
health-professionals/forms/pb225 
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 Complete the PBS Authority Application Form and 
Authority Prescription Form(s). Check that all required 
questions are answered and that the authority 
application form is signed and dated
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   Mail the authority application form, the authority 
prescription form(s) and any relevant attachments  
to: Department of Human Services, Complex  
Drugs Programs, Reply Paid 9826, HOBART TAS 7001. 
Alternatively, upload these documents through  
Health Professional Online Services (HPOS) at  
www.humanservices.gov.au/hpos

5 
  

Provide the approved authority prescription to the 
patient; SOMAVERT stock ordered and dispensed by 
their nominated pharmacy

6 
  

Patient administered loading dose under medical 
supervision and trained on preparation and self-
administration of SOMAVERT

PBS Listed from 1st September 20171,2

SOMAVERT is indicated for the treatment of acromegaly 
in patients who have had inadequate response to 
surgery and/or radiation and/or other medical therapies 
or for whom these therapies are not appropriate.  
The treatment goal is to normalise IGF-1 levels.1 

®



PRESCRIBING SOMAVERT – 
INITIATION CRITERIA2

CLINICAL CRITERIA
u  Patient has not previously received PBS-subsidised treatment 

with SOMAVERT for acromegaly

     AND 
u  Patient has age- and sex-adjusted IGF-1 concentration  

>1.3 times ULN 

     AND
u  Treatment must be after failure to achieve biochemical 

control with a maximum indicated dose (every 28 days for  
24 weeks, unless contraindicated or not tolerated) of either  
30 mg octreotide LAR or 120 mg lanreotide ATG. 

u Failure is defined as:
u GH>2.5μg/L; and
u IGF-1>1.3 times age- and sex-adjusted ULN 
     AND
u  Treatment must not be given concomitantly with a  

PBS-subsidised somatostatin analogue*
u  In a patient treated with radiotherapy, SOMAVERT should be 

withdrawn every 2 years in the 10 years after completion of 
radiotherapy for assessment of remission. SOMAVERT should be 
withdrawn at least 8 weeks prior to the assessment of remission

ADMINISTRATIVE REQUIREMENTS
u  Initiating SOMAVERT requires a written authority application  

and must include:

1.  Two completed prescription authority forms - one for the loading 
dose and one for the maintenance dose

2.  A completed Acromegaly Pegvisomant initial PBS Authority 
Application - Supporting Information Form 

3. Recent result of IGF-1 levels and date of assessment 

4.  Demonstration of failure to achieve biochemical control after 
completion of a prior therapy with either octreotide or lanreotide.

5.  Date of completion of radiotherapy (if applicable) and a copy  
of IGF-1 levels taken at the most recent two yearly assessment 
in the 10 years after completion of radiotherapy

u  Prescribing Information, including Authority Application  
forms (and other relevant documentation as applicable)  
are available at www.humanservices.gov.au 

u  Provide the approved authority prescription to the  
patient; SOMAVERT stock ordered and dispensed by their  
nominated pharmacy

    *Octreotide, lanreotide or pasireotide.
         †Of severity to necessitate withdrawal of treatment.

PRESCRIBING SOMAVERT – 
CONTINUATION CRITERIA2

CLINICAL CRITERIA
u  Patient must have previously received PBS-subsidised treat-

ment with SOMAVERT for acromegaly 

     AND

u  Treatment must not be given a concomitantly PBS-subsidised 
somatostatin analogue†

       †Octreotide, lanreotide or pasireotide.

     AND

u  Treatment must cease if IGF-1 is not lower after 3 months  
of SOMAVERT treatment at the maximum tolerated dose. 

     AND

u  In a patient treated with radiotherapy, SOMAVERT should be 
withdrawn every 2 years in the 10 years after completion of 
radiotherapy for assessment of remission. SOMAVERT should be 
withdrawn at least 8 weeks prior to the assessment of remission 

ADMINISTRATIVE REQUIREMENTS
u  Application for continuation of treatment with SOMAVERT 

requires an authority application by:

u  Telephoning the Department of Human Services on  
1800 700 270 between 8am and 5pm Mon-Fri



INITIATING PATIENTS  
  ON SOMAVERT®

WHAT IS SOMAVERT?
SOMAVERT (pegvisomant) is an analogue of human growth  
hormone (GH) that has been genetically modified to act as a GH 
receptor antagonist for use in patients with acromegaly.1

SOMAVERT selectively binds to GH receptors on cell surfaces, 
where it interferes with intracellular GH signal transduction to  
reduce the production of insulin-like growth factor-1 (IGF-1).1 
Excess IGF-1 serum levels are known to be associated with the 
symptoms of acromegaly. 

SOMAVERT INDICATION
SOMAVERT is indicated for the treatment of acromegaly  
in patients who have had inadequate response to surgery 
and/or radiation and/or other medical therapies, or for 
whom these therapies are not appropriate.1 The treatment 
goal with SOMAVERT is to normalise IGF-1 levels.1

CONTRADINDICATIONS FOR SOMAVERT 
SOMAVERT is contraindicated in patients with a hypersensitivity 
to pegvisomant or any of the excipients.1

PRESCRIBING SOMAVERT1 
u  SOMAVERT can only be initiated under the supervision  

of a physician experienced in the treatment of acromegaly:1 

Initiating  
SOMAVERT  
therapy:

u  Administer 80 mg loading dose subcutaneously under 
medical supervision (4 x 20 mg single packs)

u  10 mg subcutaneous injection administered daily  
by the patient

u  Titrate in 5 mg increments if necessary at intervals  
of 4 to 6 weeks* 
* Titrate in order to normalise IGF-1 levels within the 
age adjusted normal range and alleviate symptoms 
of acromegaly. Dose adjustments should be based 
on IGF-1 levels (not serum GH concentrations).

u  The maximum maintenance dose should not exceed 
30 mg daily

u The site of injection should be rotated daily to help 
     prevent lipohypertrophy

Titration:

Administration 
considerations:

GH, growth hormone; IGF-1, insulin-like growth factor-1.

SOMAVERT®  

PRESENTATION1

u  SOMAVERT is available in dosing strengths of 10 mg,  
15 mg and 20 mg.

u Each pack contains 30 doses for 1 month’s supply.

u  The 20 mg dose is also available as a single pack  
(4 single packs to be used for the loading dose). 

SOMAVERT 20 mg, 30s pack 
Powder for injection and diluent

Box dimensions: 
253 x 174 x 197mm

3 boxes of glass vials containing  
powder for solution for injection (after 

reconstitution with the diluent supplied)

30 pre-filled glass syringes of water  
for injection (diluent) with needles

Pre-filled glass syringe 
and injection needle

10 glass vials of powder



SOMAVERT SAFETY  
INFORMATION

COMMONLY REPORTED ADVERSE REACTIONS
u  The majority of adverse reactions to SOMAVERT observed in 

clinical studies were of mild-to-moderate intensity, of limited 
duration, and did not require discontinuation of treatment.1

u  The most commonly reported adverse reactions with  
SOMAVERT 20 mg included:1

u Injection site reactions (11% vs. 0% placebo)
u Injection site pain (14% vs. 6% placebo)
u Diarrhoea (14% vs. 3% placebo)
u Nausea (14% vs. 3% placebo)

IMPORTANT SAFETY INFORMATION
u  Diabetes – In acromegalic patients with diabetes, the doses of 

insulin or oral hypoglycaemic agents may need to be decreased, 
due to the effect of SOMAVERT on insulin sensitivity and  
glucose tolerance.1

u  Elderly patients – Caution should be used in elderly patients, 
usually starting at the lower end of the dose range, as there  
is a greater frequency of decreased hepatic, renal or cardiac  
function, as well as concomitant disease or other drug therapy.1

u  Fertility – The therapeutic benefits of a reduction in IGF-1  
concentration, which results in improvements of the patient’s 
clinical condition, could potentially increase fertility in female 
patients. Patients should be advised to use adequate  
contraception if necessary.1

u  Pregnancy – Category B3. SOMAVERT should not be used in 
pregnancy unless the anticipated therapeutic effect outweighs  
the potential risk.1

u  Lactation – As the effects of SOMAVERT on postnatal development 
have not been studied, caution should be exercised in patients 
who are breastfeeding.1

u  Hepatic function – Treatment with SOMAVERT should not be 
initiated or continued if signs of liver disease are present,  
pending a comprehensive hepatic evaluation.1

u  Tumour growth  – Treatment by SOMAVERT does not reduce 
tumour size. Therefore, all patients with tumours should 
be carefully monitored in order to detect any potential  
progression in tumour size.1

u  During clinical trials with SOMAVERT, mean tumour size  
remained unchanged.1,3

u  Over a mean of 5.8 years, 3.2% of 936 patients treated with 
SOMAVERT were confirmed by central MRI reading to have either an 
increase or an increase/decrease in tumour size (p-value not stated).4

u  Renal function  – The safety and effectiveness of SOMAVERT  
in patients with renal insufficiency has not been established.1

INTERACTIONS WITH OTHER MEDICATIONS
u  Interactions between SOMAVERT and other medicinal  

products have not been evaluated in formal studies.1

u  GH opposes the effects of insulin on carbohydrate metabolism 
by decreasing insulin sensitivity and patients with acromegaly 
have significant insulin resistance, thus glucose tolerance may 
increase in some patients treated with SOMAVERT. Patients 
receiving insulin or oral hypoglycaemic products may require 
dose reduction of these therapeutic agents.1

u  In clinical studies, patients taking opioids often needed higher 
serum SOMAVERT concentrations to achieve appropriate  
IGF-1 suppression compared to patients not receiving opioids. 
The mechanism of this interaction is unknown.1

PRE-TREATMENT SCREENING FOR PATIENTS 
RECEIVING SOMAVERT
u  Prior to the start of SOMAVERT therapy, baseline assessments  

of the following should be made:1

u Serum IGF-1 levels

u Serum ALT and AST levels 

MONITORING PATIENTS RECEIVING SOMAVERT 
u  Treatment with SOMAVERT does not reduce tumour size.  

All patients should be carefully monitored in order to detect 
any potential progression in tumour size.1

u  Treatment with SOMAVERT should be evaluated by monitoring 
serum IGF-1 concentrations 4-6 weeks after therapy is initiated 
or any dose adjustments are made and at least every 6 months 
after IGF-1 levels have normalised.1 

The goal of SOMAVERT treatment is to normalise IGF-1  
levels and to control the signs and symptoms of acromegaly.1

u  Serum ALT and AST levels should be measured prior to the 
start of therapy with SOMAVERT, every 4−6 weeks for the first 
6 months of SOMAVERT therapy, and periodically thereafter, 
or at any time patients exhibit symptoms suggestive of hepatitis.1

Transaminase elevations did not appear to be related to the 
dose or duration of SOMAVERT treatment, and generally 
occurred within 4 to 12 weeks of therapy initiation.1

u  Patients with diabetes should be carefully monitored and 
doses of anti-diabetic drugs reduced as necessary.1

ALT, alanine transferase; AST; aspartate aminotransferase; GH, growth hormone;  
IGF-1, insulin-like growth factor-1



References: 1. SOMAVERT Prescribing Information, January 2012. 2. Pharmaceutical 
Benefits Scheme (PBS). Available at: www.pbs.gov.au 3. Trainer PJ, et al. N 
Engl J Med 2000; 342:1171-7. 4. van der Lely AJ, et al. J Clin Endocrinol Metab 
2012;97(5):1589-97.

BEFORE PRESCRIBING, PLEASE REVIEW FULL  
PRODUCT INFORMATION AVAILABLE AT

WWW.PFIZER.COM.AU/PRODUCTS/SOMAVERT

PBS Information: Authority required for use 
in acromegaly. Refer to PBS Schedule for full 

restricted benefit information.

®Registered Trademark. Pfizer Australia. ABN 50 008 422 348. 38–42 Wharf Road, 
West Ryde, NSW 2114. www.pfizer.com.au. Pfizer Medical Information: 1800 675 229.  
PP-SOM-AUS-0003 7/17 PSC0506.

For further information about SOMAVERT please go to 
www.pfizermedinfo.com.au

To speak to a Pfizer Representative,  
or to request SOMAVERT support materials,  
please call 1800SOMAVERT (1800 766 283) 

or email:  somavertsupport@pfizer.com

Minimum Product Information: SOMAVERT® pegvisomant (rbe) 10 mg, 
15 mg, 20 mg powder for injection with diluent. Indications: Treatment 
of acromegaly in patients with inadequate response to surgery and/or 
radiation and/or other medical therapies or for whom these therapies are not 
appropriate. Treatment goal is to normalise IGF-I levels. Contraindications: 
Hypersensitivity to pegvisomant or any of the excipients. Precautions: Tumour 
growth; glucose metabolism; growth hormone deficiency; liver function 
tests; pregnancy Category B3; breastfeeding, elderly patients. Safety and 
efficacy not established in paediatric patients and in patients with renal or 
hepatic insufficiency. See PI for details. Interactions with Other Medicines: 
Insulin, oral hypoglycaemics, opioids. Adverse Effects: Pain, injection site 
reaction, peripheral oedema, chest pain, diarrhoea, nausea, influenza, 
infection, sinusitis, injury, abnormal liver function tests, back pain, dizziness, 
paresthesia, hypertension, development of anti-GH antibodies, injection site 
hypertrophy, systemic hypersensitivity reactions. See PI for details. Dosage 
and Administration: Obtain serum IGF-I levels before starting therapy. 
Administer loading dose of 80 mg subcutaneously under medical supervision. 
Thereafter, the patient should begin daily subcutaneous injections of 10 mg. 
Obtain serum IGF-I levels every 4-6 weeks and adjust dose in 5 mg/day 
increments. Maximum daily maintenance dose is 30 mg. Adjust dose for 
diabetic patients, elderly, heavier patients and patients on opioids. Rotate 
injection site. See PI for details. V20112.
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