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2nd Resubmission In Confidence 
 

pegvisomant 10mg, 15mg, 20mg, 25mg and 30mg powder and solvent for 
solution for injection (Somavert®)                SMC No 158/05 
Pfizer Ltd 
 

 
6 October 2017 

 
The Scottish Medicines Consortium (SMC) has completed its assessment of the above product and 
advises NHS Boards and Area Drug and Therapeutic Committees (ADTCs) on its use in NHS 
Scotland.  The advice is summarised as follows: 

 

ADVICE: following a second resubmission considered under the ultra-orphan process 
 
pegvisomant (Somavert®) is accepted for use within NHS Scotland. 
 
Indication under review: Treatment of adult patients with acromegaly who have had an 
inadequate response to surgery and / or radiation therapy and in whom an appropriate 
medical treatment with somatostatin analogues did not normalise IGF-1 [insulin-like growth 
factor 1] concentrations or was not tolerated. 
 
In a phase III study, there were significant reductions in IGF-1 levels and improvements in 
some of the clinical manifestations of acromegaly with pegvisomant compared with placebo. 
 
SMC advice takes account of the benefits of a Patient Access Scheme (PAS) that improves 
the cost effectiveness of pegvisomant and is contingent upon the continuing availability of the 
PAS in NHS Scotland or a list price that is equivalent or lower. 
 
This advice takes account of the views from a Patient and Clinician Engagement (PACE) 
meeting. 
 

 
Overleaf is the detailed advice on this product. 
 
Chairman 
Scottish Medicines Consortium 
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Indication 
Treatment of adult patients with acromegaly who have had an inadequate response to 
surgery and / or radiation therapy and in whom an appropriate medical treatment with 
somatostatin analogues did not normalise IGF-1 [insulin-like growth factor 1] concentrations 
or was not tolerated.1 

 
Dosing Information 
A loading dose of 80mg pegvisomant should be administered subcutaneously under medical 
supervision. Following this 10mg pegvisomant should be administered once daily as a 
subcutaneous injection. Dose adjustments should be based on serum IGF-1 levels. Serum 
IGF-1 concentrations should be measured every four to six weeks and appropriate dose 
adjustments made in increments of 5mg/day in order to maintain the serum IGF -1 
concentration within the age-adjusted normal range and to maintain an optimal therapeutic 
response. The maximum dose should not exceed 30mg/day.   
  
Treatment should be initiated under the supervision of a physician experienced in the 
treatment of acromegaly. 
  
The site of injection should be rotated daily to help prevent lipohypertrophy. 1 
 

Product availability date 
May 2004 
Pegvisomant meets SMC ultra-orphan criteria.  

 

Background 

 
Pegvisomant is a pegylated analogue of human growth hormone that has been genetically 
modified to be a growth hormone receptor antagonist. It blocks growth hormone binding to 
growth hormone receptors on cell surfaces and interferes with intrace llular growth hormone 
signal transduction. Inhibition of growth hormone action with pegvisomant leads to decreased 
serum concentrations of insulin-like growth factor-1 (IGF-1), as well as other growth hormone-
responsive serum proteins such as free IGF-1, the acid-labile subunit of IGF-1 (ALS), and 
insulin-like growth factor binding protein-3 (IGFBP-3).1, 2 

 
It was designated an orphan medicine for the treatment of acromegaly by the European 
Medicines Agency (EMA) in 2001 but was withdrawn from the community register of designated 
orphan medicinal products in November 2012 at the end of the 10-year period of market 
exclusivity. 

 
Pegvisomant for use in this indication has been considered by SMC using its  decision-making 
framework for the assessment of ultra-orphan medicines. 
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Nature of condition 

 
Acromegaly is caused by chronic hypersecretion of growth hormone which, in the majority of 
patients (>90%), is due to a growth hormone-secreting pituitary adenoma. High levels of growth 
hormone stimulate the production of IGF-1 which is responsible for many of the clinical 
manifestations of acromegaly, including acral enlargement, disfigurement, arthopathy, nerve 
entrapment, hypertension and cardiac disease. In addition, there is an increased incidence of 
metabolic complications such as glucose intolerance and diabetes which may be a direct effect 
of growth hormone. Acromegaly is a debilitating condition with a prevalence of 40 to 70 cases 
per million and is associated with a two-fold excess in mortality. Following surgery or when 
surgery is not appropriate, patients may require medical treatment if they do not achieve 
normalisation of growth hormone and IGF-1 levels and, first-line, this is usually with 
somatostatin analogues (octreotide or lanreotide given monthly).  2, 3 Pasireotide has been 
accepted by SMC for second-line medical use in patients who are not adequately controlled on 
a somatostatin analogue. Radiotherapy may be considered as adjuvant therapy following 
surgery and / or medical treatment. Clinical experts consulted by SMC considered that there is 
unmet need in this therapeutic area for a small group of patients uncontrolled by other options.   

 
A patient and clinician engagement (PACE) meeting was held to consider the added value of 
pegvisomant in the context of treatments currently available in NHS Scotland. At the PACE 
meeting, attention was drawn to the significant symptoms experienced by patients with 
uncontrolled acromegaly including extreme fatigue, joint pain, excess growth (which can affect 
internal organs and external appearance), as well as the increased risk of co-morbidities and 
mortality. These have a substantial impact of quality of life. In patients with acromegaly that is 
uncontrolled by surgery, radiation therapy and somatostatin analogues, there are limited 
treatment options. 

 

Impact of new technology 

 
Summary of evidence on comparative efficacy 
The key evidence comes from one 12-week, randomised, double-blind phase III study (SEN-
3614) which compared pegvisomant with placebo in 112 patients with acromegaly. 2, 4 Patients 
were required to have a diagnosis of acromegaly, IGF-1 levels ≥30% above the upper limit of 
the normal range at initial screening and ≥1.3 times the upper limit of the age -adjusted normal 
range at the second screening visit. Eligible patients were randomised to receive either 
pegvisomant (10mg, 15mg or 20mg by subcutaneous injection once daily) or placebo. 
Randomisation was stratified according to the serum IGF-1 concentration at the second 
screening visit (1.3 to 2.0 times or > 2.0 times the upper limit of the age-adjusted normal range). 
A loading dose of pegvisomant 80mg subcutaneously or matching placebo was given to all 
patients. The primary efficacy endpoint was the percentage change in serum IGF -1 
concentration from baseline to week 12 assessed in all randomised patients who had at least 
one post-treatment assessment. This was significantly greater in all pegvisomant groups 
compared with placebo.  Secondary outcomes included the proportion of patients who achieved 
normalisation of IGF-1 levels at week 12 and this was also significantly greater in all 
pegvisomant groups compared with placebo. Results of the primary and key secondary 
outcomes are detailed in table 1. 
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Table 1: Results of the primary and key secondary outcomes of the SEN-3614 study2, 4 
 Pegvisomant 

10mg (n=26) 
Pegvisomant 
15mg (n=26) 

Pegvisomant 
20mg (n=28) 

Placebo  
(n=31) 

Primary outcome:  
Change in IGF-1 levels from 
baseline to week 12: % 

-27%* -50%* -62%* -4.0% 

Secondary outcome: 
Normalisation of IGF-1 levels 
at week 12: %  

38%** 
 

75%*  
 

82%*  
 

9.7%  
 

IGF-1=insulin-like growth factor 1; * p=0.0001 versus placebo; **p=0.0157 versus placebo 
 
Other secondary outcomes of concentrations of free IGF-1, IGF-binding protein 3 and acid-labile 
subunit of IGF-3 were all significantly reduced in the three pegvisomant groups compared with 
placebo (p≤0.05). Serum growth hormone concentrations were significantly higher in the 
pegvisomant 15mg and 20mg groups compared with placebo at week 12 (p<0.001).  Mean 
serum growth hormone concentrations stabilised when IGF-1 concentrations reached normal 
levels. There were also significant reductions in ring size of the fourth digit on the right hand in 
the pegvisomant 15mg and 20mg groups compared with placebo at week 12. 2, 4 
 
The symptoms and signs of acromegaly were assessed on a scale from 0 (no symptoms) to 8 
(severe, incapacitating symptoms) for each of five symptoms. There were significantly greater 
reductions in the total signs and symptoms score (maximum score of 40 points) at week 12 for 
all pegvisomant groups versus placebo: -2.5, -4.4, -4.7 and 1.3 for the pegvisomant 10mg, 
15mg, 20mg and placebo groups respectively.4 Of the five symptom scales, soft-tissue swelling 
and excessive perspiration were significantly reduced in the pegvisomant 15mg and 20mg 
groups compared with placebo and fatigue in all pegvisomant groups compared with placeb o 
(p≤0.05). Arthralgia and headache did not differ significantly between any pegvisomant group 
and placebo. 
 
Study SEN-3615 (n=109) was an open-label follow-up of SEN-3614 (n=103) together with some 
additional patients (n=6). After a mean duration of pegvisomant treatment of 41.6 weeks, normal 
IGF-1 levels were achieved by 93% of patients.2   
 
An additional, six-week, double-blind, phase II study (SEN-3611) compared unlicensed doses of 
pegvisomant with placebo in 46 adult patients with acromegaly (and an IGF-1 of ≥50% above 
the upper limit of the normal range). Patients completing this study could continue in the SEN-
3613 open-label, extension study, later amended to SEN-3613A (n=38; in which dosing 
changed from weekly to daily [80mg loading dose then 10mg daily adjusted up to 40mg daily]).2   
 
Published results are available from a pooled analysis of the long-term safety and efficacy of 
pegvisomant once daily from the two extension studies (SEN-3613A and SEN3615). Efficacy 
was based on 152 patients treated with once daily pegvisomant. The mean doses titra ted to 
were 14.7mg/day for patients treated for up to six months, 18.0mg/day for patients treated for up 
to 12 months and 19.6mg/day for patients treated for up to 18 months. Normalised IGF -1 levels 
were achieved by 97% (87/90) patients who received pegvisomant for at least 12 months.5   
 
An open-label, post-marketing, phase IV surveillance study (ACRO-study) provides supportive 
evidence from 710 patients from 14 countries treated with pegvisomant monotherapy for 
acromegaly for up five years. Although the main aim was to assess the long term safety of 
pegvisomant, efficacy outcomes were also measured. Patients were followed for a mean 
duration of 4.3 years with a mean duration of pegvisomant treatment of 5.4 years. At five years, 
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68% of patients had normal IGF-1 levels (mean pegvisomant dose of 17.2mg/day), 30% of 
patients had elevated IGF-1 levels (mean dose of 19.8mg/day) and 2.6% of patients had IGF-1 
levels below the normal range. A separate longitudinal analysis in a subgroup of 155 patients, 
treated for a mean duration of 7.5 years (range (1.1 to 9.9 years), reported normal IGF -1 levels 
in 16% of patients at baseline, 64% at year 1 and 66% at year 5. 6 

 
Summary of evidence on comparative safety 
During the SEN3614 study, pegvisomant was generally well tolerated and the majority of 
adverse events reported were of mild severity. One serious adverse event was reported in a 
patient treated with pegvisomant 15mg who developed raised serum aminotransferase levels 
and discontinued study treatment. The incidence of adverse events was similar across the 
pegvisomant 10mg,15mg, 20mg and placebo groups: upper respiratory tract infections (19%, 
15%, 18% and 16% respectively); headache (12%, 7.7%, 11% and 12% respectively); pain 
(7.7%, 3.8%, 14% and 6.2% respectively); diarrhoea (3.8%; 0%, 14% and 3.1% respectively); 
nausea (0%, 7.7%, 14% and 3.1% respectively) and flatulence (0%, 3.8%, 11% and 0% 
respectively). Injection site reactions, characterised as mild, erythematous reactions requiring 
no treatment, were reported in 7.7% (2/26), 3.8% (1/26), 11% (3/28) and 0% of pegvisomant 
10mg, 15mg, 20mg and placebo patients respectively.4     
 
In the published results from the pooled extension studies (SEN-3613A and SEN3615), two 
patients had raised liver aminotransferase levels and discontinued treatment. Mean pituitary 
tumour volume did not significantly change during treatment; two patients had progression of 
tumour size requiring treatment but this was not considered to be related to pegvisomant. 5   
 
In the long-term ACRO-study, pegvisomant was also generally well tolerated. During the study, 
49% (345/710) of patients had an adverse event and in 19% (133/710) these were serious. 
Increased liver transaminases (to >three times the upper limit of normal) was reported in 1.2% 
(8/670) of patients.  

 
Summary of clinical effectiveness issues 
In the pivotal study, pegvisomant resulted in significant reductions in mean serum IGF-1 
concentrations and significantly greater proportions of patients achieved normalisation of IGF -1 
concentrations compared with placebo.  Normalisation of IGF-1 levels represents a biochemical 
response. Although elevated growth hormone and IGF-1 levels are predictors of mortality in 
patients with acromegaly, pegvisomant does not reduce growth hormone levels but blocks its 
actions.3, 7 It does not impede tumour growth and the summary of product characteristics (SPC) 
notes growth hormone-secreting pituitary tumours may sometimes expand, causing serious 
complications (for example, visual field defects). Treatment by pegvisomant does not reduce 
tumour size. All patients with these tumours should be carefully monitored in order to avoid any 
eventual progression in tumour size under treatment.1 The EMA also noted that since the 
somatostatin analogues reduce tumour size in a substantial proportion of patients, pegvisomant 
was considered inferior to somatostatin analogues in terms of tumour control. 2 However, the 
most recent results of the ACRO-study have provided some reassurance.6 
 
There is an absence of long-term direct health outcome data for the complications of 
acromegaly. However, guidelines note that biochemical response is associated with reduction in 
the excess mortality risk associated with acromegaly.3, 7 
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The SPC also notes that during pegvisomant treatment, development of isolated low-titre anti-
growth hormone antibodies was observed in 17% of patients. The clinical significance of these 
antibodies is unknown.1 
 
The treatment duration of the placebo-controlled data from the pivotal study is limited to 12 
weeks. Although longer term, open-label and post-marketing data provide evidence of continued 
efficacy and safety, these are uncontrolled. In addition, a lower proportion of patients achieved 
normalisation of IGF-1 levels in the ACRO-study compared with shorter term studies, possibly 
due to decreased compliance and less frequent dose titration by the treating physician. 6 
 
In clinical practice, pegvisomant is likely to be used as licensed after surgery and after failure of 
or intolerance to somatostatin analogues. In the pivotal study, patients  were not required to 
have received surgery and / or somatostatin analogues. However, the majority of study patients 
had had surgery (>80%) and 58% to 81% had received previous somatostatin analogues. In 
addition, study patients were not to have received treatment with any long-acting somatostatin 
analogue within three months. No controlled data were presented in which the dose of 
pegvisomant was titrated as per the recommendations in its licence. These factors may after the 
generalisability of the results to clinical practice. 
 
There are no direct comparative data with pasireotide and a Bucher fixed effects indirect 
comparison was conducted to compare the two medicines as monotherapy for treatment of 
inadequately controlled acromegaly. The pivotal pegvisomant study (SEN-3614) and one 
pasireotide study (C2402) were included in the analysis.4, 8 No significant difference between 
treatments was shown for the outcome of normalisation of IGF-1 levels. There were limitations 
with the indirect comparison, in terms of heterogeneity of study designs and patient 
characteristics, outcomes compared at different timeframes (12 weeks versus 24 weeks) and 
the assumptions made to overcome the issue of no common comparator arm. Since the SEN-
3614 study used fixed doses of pegvisomant, the results of the indirect comparison are of 
limited generalisability to the titrated dosing of pegvisomant used in clinical practice. In 
summary, the results of the indirect comparison should be interpreted with caution and no firm 
conclusions can be made. 
 
The introduction of pegvisomant would offer patients with acromegaly, inadequately controlled 
by surgery and somatostatin analogues, an alternative treatment to pasireotide. It has a different 
mode of action and is the only growth hormone receptor antagonist licensed for the treatment of 
acromegaly. Pegvisomant offers an alternative method of administration being given by daily 
subcutaneous injection compared with the four-weekly deep intramuscular injection for 
pasireotide. The loading dose of pegvisomant is given subcutaneously under medical 
supervision but the daily subcutaneous injections may be self-administered at home. However, 
pegvisomant needs to be stored in the fridge and then has to be prepared before injection, so 
may not be practical for some patients.   
 
Clinical experts consulted by SMC considered that pegvisomant is a therapeutic advancement 
in the small number of patients uncontrolled by other treatment options.  
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Patient and clinician engagement 

 
A patient and clinician engagement (PACE) meeting with a patient group representative and 
clinical specialists was held to consider the added value pegvisomant, as an ultra-orphan 
medicine, in the context of treatments currently available in NHS Scotland.  
 
The key points expressed by the group were: 

 

 Uncontrolled acromegaly is a debilitating disease which negatively affects quality of life. 
Patients are at increased risk of associated co-morbidities and mortality, particularly from 
cardiovascular complications.  

 
 For the small number of patients with acromegaly uncontrolled by surgery, radiation therapy 

and somatostatin analogues, there are limited treatment options and pegvisomant would 
offer another choice of therapy. Patients require a daily subcutaneous injection but PACE 
participants reported that this was outweighed by the benefits of treatment.  

 
 Since the beneficial effects of radiation therapy can take several years to develop, 

pegvisomant may offer a bridging therapy for some patients until this benefit is realised.  
 

 Pegvisomant offers a different mechanism of action to available treatments. It may also be 
beneficial in patients who want to avoid the risk of hyperglycaemia associated with 
pasireotide which can further increase the cardiovascular risk.  

 

 Improvements in symptom and pain control may increase mobility and quality of life and 
reduce the risk of co-morbidities and mortality. These improvements may offer patients the 
ability to return to normal life and work with less dependency on family and carers as well as 
less impact on healthcare services. 

 
Additional Patient and Carer Involvement 
 
We received a patient group submission from The Pituitary Foundation, which is a registered 
charity. The Pituitary Foundation has received 12.4% pharmaceutical company funding in the 
past two years, including from the submitting company. A representative from the charity 
participated in the PACE meeting. The key points of their submission have been included in the 
full PACE statement. 

 

Value for money 

 
The company submitted a cost minimisation analysis comparing pegvisomant to pasireotide for 
the treatment of adult patients with acromegaly who have had an inadequate response to 
surgery and / or radiation therapy and in whom an appropriate medical t reatment with 
somatostatin analogues did not normalise IGF-1 concentrations or was not tolerated.  The 
company submitted a simple three state economic model (with a Markov structure) to capture 
the total costs associated with uncontrolled acromegaly, controlled acromegaly and death over 
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a 5 year time horizon.  Although the model included mortality and efficacy variables, these were 
assumed to be equivalent between treatments.  
 
The clinical data used to underpin the assumption of comparable efficacy between  treatments 
was taken from the indirect treatment comparison which is described above. 
 
Drug acquisition costs were included in the analysis. For pegvisomant dose titration was 
assumed to occur at 5 weekly increments (beginning at 10mg/day) and increasing until a daily 
(maintenance) dose was reached. This dose was estimated based on the weighted average 
dose of patients at year 5 in the ACRO study.6 For pasireotide, drug costs were estimated using 
a 40mg vial. Administration costs were included in the analysis for both treatments i.e. 
pegvisomant was assumed to incur a one off nurse contact cost for initiation, estimated to be 
£7.83 (based on 10 minutes of face to face contact), whilst pasireotide  was assumed to be 
administered every 4 weeks. Relevant monitoring costs were included for both treatments prior 
to and post initiation and included pituitary function, liver function, ECG, FPG/HbA1c, Serum 
FBC, MRI and ultrasound tests.   
 
A Patient Access Scheme (PAS) was submitted by the company and was assessed by the 
Patient Access Scheme Assessment Group (PASAG) as acceptable for implementation in NHS 
Scotland. The base case results with PAS are presented in the table below. 
 
Table 1: Base case (five year time horizon) 

Cost Incremental 
 

Total costs -£2,869 
 

Drug acquisition costs -£2,496 
 

Administration costs -£302 

Monitoring costs -£71 
 
The company provided sensitivity analyses which explored different doses and titration for 
pegvisomant. SMC would wish to present details of the sensitivity analyses which informed the 
SMC decision, but the sensitivity analyses cannot be presented as the company required these 
to be treated as confidential. Consequently none of this information can be presented here.  
 
The following weaknesses were noted with the analysis; 

 There is some uncertainty surrounding the assumption of comparable efficacy between 
pegvisomant and pasireotide. Several concerns surrounding the Bucher indirect comparison 
were noted including heterogeneity in terms of patient characteristics and concomitant and 
prior medication use. These concerns may limit the validity of the assumption of comparable 
efficacy between treatments. 

 The pegvisomant dose used in the economic analysis was based on a weighted average of 
doses within the ACRO study5 and it was unclear if medicine wastage had been 
appropriately accounted for in the analysis. However the company subsequently clarified 
that patients within the study received whole pegvisomant vials and therefore wastage was 
captured in the economic evaluation.   

 
Other data were also assessed but remain commercially confidential.* 
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Impact beyond direct health benefits and on specialist 
services 

 
Any improvements in symptom and pain control may increase mobility and quality of life and 
offer patients the ability to return to normal life and work with less dependency on family and 
carers. Better disease control may also reduce the frequency of hospital visits.  
 
Additionally there may be financial benefits for the family of patients who are able to maintain or 
return to work as a result of improved symptom control. 

 

Costs to NHS and Personal Social Services  

 
The submitting company estimated there would be 7 patients treated with pegvisomant in year 1 
rising to 14 patients in year 5. 
 
SMC is unable to publish the with PAS budget impact due to commercial in confidence issues. 
A budget impact template is provided in confidence to NHS health boards to enable them to 
estimate the predicted budget with the PAS. 
 
Other data were also assessed but remain commercially confidential.* 
 

Conclusion 
 
 
The Committee also considered the benefits of pegvisomant in the context of the SMC decision 
modifiers and agreed that the criterion for the potential to bridge to a definitive therapy was 
satisfied. In addition, as pegvisomant is an ultra-orphan medicine, SMC can accept greater 
uncertainty in the economic case.  
 
After considering all the available evidence and the output from the PACE process, and after 
application of the appropriate SMC modifiers, the Committee accepted pegvisomant for use in 
NHS Scotland. 
 

Additional information: guidelines and protocols 

 
The Acromegaly Consensus Group published ‘Guidelines for Acromegaly Management: An 
Update’ in 2009.9 The guidelines recommend transsphenoidal surgery, with complete removal of 
GH-secreting tumours as the primary treatment choice for patients with acromegaly. 
Somatostatin analogues are recommended as first-line treatment when the probability of a 
surgical cure is low; when biochemical control has failed following surgery; as surgical pre -
treatment; and disease control (whilst additional therapies such as radiation are underway). 
Pegvisomant is most appropriate in patients with persisting high IGF-1 levels despite treatment 
with somatostatin analogues. Dopamine agonists are most appropriate fo r patients who prefer 
oral treatment although their efficacy is limited. Radiation therapy is most appropriate for third -
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line treatment, particularly among patients who do not have tumour growth control or normal 
hormone levels following surgery and/or medical therapy.  
 
The Acromegaly Consensus Group also published ‘A consensus on the medical treatment of 
acromegaly’ in 2014.7 The guideline notes that surgery remains the primary treatment option 
and somatostatin analogues are the primary medical treatment option where surgery is not 
appropriate and after surgery and in patients with a mild disease profile. Dopamine agonists 
may be considered for use on a short-term basis. In patients with a partial response to 
somatostatin analogues at optimised doses then pegvisomant may be added and dopamine 
agonists may also be considered. In patients with no response to a somatostatin analogue then 
it should be replaced by pegvisomant. 
 
The Endocrine Society/European Society for Endocrinology published ‘Acromegaly: An 
Endocrine Society Clinical Practice Guideline’ in 2014.3 Transsphenoidal surgery is 
recommended as the primary therapy, followed by repeat surgery for patients with residual 
intrasellar disease. For patients who have not achieved a surgical cure, then primary adjuva nt 
therapy with somatostatin analogues or pegvisomant is suggested for patients with moderate to 
severe disease characteristics and a dopamine agonist in patients with a modest disease 
profile. In patients who have an insufficient response to somatostatin analogues then 
pegvisomant or dopamine agonist therapy is recommended. Radiotherapy is recommended for 
patients with residual tumour following surgery, in cases where medical treatment is not 
possible, unsuccessful or not tolerated. 
 
These guidelines predate the availability of pasireotide. 
 

Additional information: comparators 

 
The key comparator is pasireotide. 

 

Cost of relevant comparators 

 
Medicine Dose Regimen Cost per year (£) 

Pegvisomant 10mg to 30mg by subcutaneous 
injection once daily (following a loading 
dose of 80mg)*  
 

18,200 to 54,600 

Pasireotide (as pamoate) 40mg to 60mg by deep intramuscular 
injection every 28 days  
 

29,900 

Doses are for general comparison and do not imply therapeutic equivalence. Costs from eVadis on 26 
June 2017, except for pasireotide which is from eMIMS. *cost for pegvisomant excluded the 80mg loading 
dose which costs £400. Costs do not take any patient access schemes into consideration.  
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This assessment is based on data submitted by the applicant company up to and including 11 
August 2017. 
 
*Agreement between the Association of the British Pharmaceutical Industry (ABPI) and the 
SMC on guidelines for the release of company data into the public domain during a health 
technology appraisal: 
http://www.scottishmedicines.org.uk/About_SMC/Policy_statements/Policy_Statements 
 
Medicine prices are those available at the time the papers were issued to SMC for 
consideration. SMC is aware that for some hospital-only products national or local contracts 
may be in place for comparator products that can significantly reduce the acquisition cost to 
Health Boards. These contract prices are commercial in confidence and cannot be put in the 
public domain, including via the SMC Detailed Advice Document. Area Drug and Therapeutics 
Committees and NHS Boards are therefore asked to consider contract pricing when reviewing 
advice on medicines accepted by SMC. 
 
Patient access schemes: A patient access scheme is a scheme proposed by a pharmaceutical 
company in order to improve the cost-effectiveness of a medicine and enable patients to receive 
access to cost-effective innovative medicines. A Patient Access Scheme Assessment Group 
(PASAG), established under the auspices of NHS National Services Scotland reviews and 
advises NHS Scotland on the feasibility of proposed schemes for implementation. The PASAG 
operates separately from SMC in order to maintain the integrity and independence of the 
assessment process of the SMC. When SMC accepts a medicine for use in NHS Scotland on 

http://www.scottishmedicines.org.uk/About_SMC/Policy_statements/Policy_Statements
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the basis of a patient access scheme that has been considered feasible by PASAG, a set of 
guidance notes on the operation of the scheme will be circulated to Area Drug and Therapeutics 
Committees and NHS Boards prior to publication of SMC advice. 
 
Advice context: 
 
No part of this advice may be used without the whole of the advice being quoted in full.  
 
This advice represents the view of the Scottish Medicines Consortium and was arrived at after 
careful consideration and evaluation of the available evidence. It is provided to inform the 
considerations of Area Drug & Therapeutics Committees and NHS Boards in Scotland in 
determining medicines for local use or local formulary inclusion. This advice does not override  
the individual responsibility of health professionals to make decisions in the exercise of their 
clinical judgement in the circumstances of the individual patient, in consultation with the patient 
and/or guardian or carer. 

 
 

 
 


