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Re-Submission  
 
 

fulvestrant, 250mg, solution for injection (Faslodex®)                SMC No. (114/04) 

AstraZeneca UK Limited 

 
8 January, 2016 

 
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 resubmission assessed under the end of life process 

 
fulvestrant (Faslodex®) is accepted for use within NHS Scotland. 
 
Indication under review: for the treatment of postmenopausal women with oestrogen receptor 
positive, locally advanced or metastatic breast cancer for disease relapse on or after adjuvant anti-
oestrogen therapy, or disease progression on therapy with an anti-oestrogen. 

 
In a phase III randomised double blind study, fulvestrant 500mg increased progression free survival 
and overall survival compared to fulvestrant 250mg.  
 
This SMC advice takes account of the benefits of a Patient Access Scheme (PAS) that improves the 
cost-effectiveness of fulvestrant. This advice 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 
For the treatment of postmenopausal women with oestrogen receptor positive (ER+), locally 
advanced or metastatic breast cancer for disease relapse on or after adjuvant anti-oestrogen 
therapy, or disease progression on therapy with an anti-oestrogen.  

 

Dosing Information 
Fulvestrant 500mg at intervals of one month, with an additional 500mg dose two weeks after the 
initial dose. Fulvestrant should be administered as two consecutive 5mL (250mg) injections by slow 
intramuscular injection (one to two minutes/injection), one in each buttock. 
 

Product availability date 
March 2010 
Fulvestrant meets SMC end of life criteria. 
 

 

Summary of evidence on comparative efficacy 

 
Fulvestrant is a competitive oestrogen receptor antagonist which blocks the tumour stimulating actions 
of oestrogens. Its mechanism of action is associated with degradation of the oestrogen receptor and 
down-regulation of its signalling. Unlike tamoxifen, fulvestrant does not appear to have any agonist 
activity.1,2 Fulvestrant was previously licensed for the treatment of postmenopausal women with 
advanced breast cancer who relapse or progress following prior anti-oestrogen therapy, in a lower 
(250mg) dose regimen. It was not recommended by SMC in 2004. The 250mg treatment regimen was 
superseded in 2010 by a 500mg treatment regimen because of the superior efficacy demonstrated 
with the higher dose in the CONFIRM study.3,4  

 

The submitting company initially requested a restricted positioning for fulvestrant, but, after reviewing 
additional evidence requested by the New Drugs Committee, it was agreed with the company that it 
would be appropriate to consider fulvestrant for use in line with the licensed indication. 
 
The evidence is from three randomised, double-blind studies. A phase III study, CONFIRM, and two 
supportive phase II studies, FINDER I and FINDER II, compared different dose regimens of fulvestrant 
in postmenopausal women with locally advanced or metastatic oestrogen receptor positive breast 
cancer who had failed on prior endocrine (anti-oestrogen or aromatase inhibitor) therapy.3,4,5,6  

 
CONFIRM included postmenopausal women with confirmed locally advanced or metastatic breast 
cancer (either measurable according to Response Evaluation Criteria in Solid Tumours [RECIST], or 
bone lesions). Patients were required to have relapsed on, or be within one year of completing, 
adjuvant endocrine therapy. If relapse had occurred more than one year after completing adjuvant 
endocrine therapy or if de novo advanced disease was diagnosed, they had to have already received 
prior first-line treatment with an anti-oestrogen or an aromatase inhibitor. Patients were required to 
have World Health Organisation performance status of 0 to 2 and adequate liver function and platelet 
levels.3 
 
Patients were randomised, stratified by study site, in a 1:1 ratio to receive fulvestrant 500mg 
(administered as one slow 250mg intramuscular (IM) injection in each buttock every four weeks, plus 
an extra dose two weeks after the initial dose) (licensed treatment regimen) or fulvestrant 250mg 
(administered as one slow 250mg IM injection in one buttock and placebo in the other buttock every 
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four weeks; two placebo injections were administered two weeks after the initial dose) 
(superseded/unlicensed treatment regimen). Treatment was to continue until disease progression or 
any pre-specified criteria for early treatment discontinuation were met, including consent withdrawal or 
severe toxicity.3 
 
The primary outcome was progression free survival (PFS), defined as the time between randomisation 
and the earliest evidence of objective disease progression or death from any cause before 
documented disease progression. PFS was assessed in the intention to treat population (all 
randomised patients). The primary analysis was conducted after a total of 618 PFS events; 82% 
(297/362) in the 500mg group and 86% (321/374) in the 250mg group, corresponding to a significant 
increase in median PFS in the fulvestrant 500mg group: Kaplan-Meier (K-M) estimate 6.5 months 
versus 5.5 months: hazard ratio (HR) 0.80 (95% confidence interval [CI] 0.68 to 0.94, p=0.006).1,3 

 
Pre-specified subgroup analysis according to last prior endocrine therapy demonstrated a significant 
improvement for the higher dose of fulvestrant in patients who progressed/relapsed on or after anti-
oestrogen therapy (n=423); K-M estimate of median PFS (500mg versus 250mg groups): 8.6 versus 
5.8 months; HR 0.76 (95% CI: 0.62 to 0.94, p=0.013). There was no significant difference between 
treatment groups in median PFS in the subgroup of patients who progressed/relapsed on or after 
aromatase inhibitor therapy (n=313); K-M estimate (500mg versus 250mg groups): 5.4 versus 4.1 
months; HR 0.85 (95% CI: 0.67 to 1.08, p=0.195).1  
 
Key secondary efficacy outcomes included overall survival, objective response rate (complete and 
partial response), and clinical benefit rate (complete response, partial response and stable disease for 
at least 24 weeks).3 There was no significant difference in median overall survival between the 500mg 
group, 25.1 months and the 250mg group, 22.8 months; HR 0.84 (95% CI: 0.69 to 1.03, p=0.091) at 
the primary analysis when approximately 50% of patients had died.2 A pre-planned final analysis, 
when 75% (554/736) of patients had died, found median overall survival was 26.4 months in the 
500mg group and 22.3 months in the 250mg group; HR 0.81 (95% CI: 0.69 to 0.96; nominal p=0.016 
[no adjustments made for multiplicity]).1,4 Eight patients had crossed over to fulvestrant 500mg at the 
time of final analysis of overall survival. 
 
There were no significant differences between the fulvestrant 500mg and 250mg groups in terms of 
objective response rate or clinical benefit rate.2 Outcomes were generally better in patients whose last 
treatment prior to relapse/progression was an anti-oestrogen compared with an aromatase inhibitor. 
Results for primary and secondary outcomes are included in table 1. 
 
Table 1: Results of primary and secondary outcomes for the CONFIRM study1  

 Fulvestrant 500mg 
(N=362) 

Fulvestrant 250mg 
(N=374) 

PFS*  
median (months)  

6.5 5.5 

HR (95% CI)  0.80 (0.68 to 0.94) P=0.006 

Overall survival** median 
(months)  

26.4 22.3 

HR (95% CI)  0.81 (0.69 to 0.96) P=0.016*** 

Objective response rate**** 
% (n/N) 

14% (33/240) 
  

15% (38/261) 

Absolute difference (95% CI) -0.8% (-5.8% to 6.3%) 

Clinical benefit rate % (n/N) 
 

46% (165/362) 
 

40% (148/374) 

Absolute difference (95% CI) 6.0% (-1.1% to 13.3%) 
PFS=progression free survival; N=number; HR=hazard ratio; CI=confidence interval 
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*Kaplan-Meier estimates; **Kaplan-Meier final survival estimates at 75% maturity; ***Nominal p-value ****Objective response 
rate assessed in patients with measurable response at baseline. 

 
Quality of life was measured in a subgroup of the study population (n=176) by means of the Functional 
Assessment of Cancer Therapy–Breast (FACT-B) questionnaire administered at baseline and at each 
four-week visit for 24 weeks or until disease progression. It was completed by 145 patients, equating 
to 20% (145/736) of the total study population. There was no significant difference between the 
treatment groups in the Trial Outcome Index score which is a summary score of three subscales: 
physical well-being, functional well-being, and breast cancer.3 
 
In two similar supportive studies, FINDER 1, in Japanese women (n=143), and FINDER 2, in Western 
women (n=144), patients were randomised in a 1:1:1 ratio to receive one of the following regimens 
until disease progression: fulvestrant 500mg on days 0, 14 and 28 and then every 28 days (licensed 
dose regimen); fulvestrant 250mg every 28 days with two placebo injections given on day 14 
(superseded/unlicensed dose regimen); fulvestrant 500mg on day 0, 250mg fulvestrant on day 14 and 
28 and then every 28 days (never licensed dose regimen).5,6 Only the results of the licensed 500mg 
dose and superseded 250mg dose are reported here. The primary outcome, objective response rate, 
was similar for the 500mg versus 250mg group (11% versus 11% in FINDER 1) and (15% versus 
8.5% in FINDER 2). Median time to progression and clinical benefit rate were also similar for the 
500mg versus 250mg group in both studies.5,6  

 

Summary of evidence on comparative safety 

 
No direct comparative safety data are available. In the CONFIRM study, there was no substantial 
difference in the toxicity profiles of the two fulvestrant dose groups. Many adverse events were due to 
oestrogen deprivation or injection site reactions.2 
 
Similar numbers of patients in each treatment group discontinued the study due to toxicity: eight in the 
500mg group and nine in the 250mg group. Events considered by the investigator to be treatment-
related were: dysphagia, hypersensitivity, interstitial lung disease/bronchial pneumonia (two patients in 
the 500mg group [total of three events]) and acute respiratory failure, injection site erythema, and 
(fatal) hypertension (three patients in the 250mg group).2 Two of these events were serious: interstitial 
lung disease/bronchial pneumonia in one patient in the 500mg group and hypertension, resulting in 
death, in one patient in the 250mg group. 
 

Summary of clinical effectiveness issues 

 
In post-menopausal women with metastatic breast cancer without disease progression to visceral 
sites, the first treatment choice is an aromatase inhibitor. The sequence is usually an aromatase 
inhibitor or tamoxifen, depending upon prior medication.7  Fulvestrant meets SMC end of life criteria.  
 
The marketing authorisation for fulvestrant is for use in patients who have relapsed or progressed on 
or after treatment with an anti-oestrogen. It does not specify that an anti-oestrogen has been the most 
recent endocrine treatment given.  
  
PFS is a surrogate for overall survival. Fulvestrant 500mg significantly increased median PFS by one 
month compared with fulvestrant 250mg (6.5 months versus 5.5 months).1,3 Fulvestrant 500mg also 
increased overall survival, a secondary outcome, by 4.1 months (26.4 months versus 22.3 months; a 
19% reduction in risk of death) compared with fulvestrant 250mg. This was only nominally significant 
as no adjustments were made for multiplicity between the initial overall survival analysis at 50% 
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maturity and the updated survival analysis at 75% maturity.1 The proportion of patients who had 
crossed to the fulvestrant 250mg group at the time of the final analysis was low (2.1%).  
 
The CONFIRM study had a number of limitations. The study population was wider than the licensed 
indication as it included patients who had not received prior anti-oestrogen therapy. 31% of CONFIRM 
study patients would have been ineligible to receive fulvestrant as they had received only an 
aromatase inhibitor, and no anti-oestrogen, as prior endocrine treatment. The European Medicines 
Agency has approved the use of fulvestrant only in patients who have failed or progressed on anti-
oestrogen therapy. The Committee for Medicinal Products for Human Use (CHMP) considered that the 
benefit-risk balance for fulvestrant 500mg in patients resistant to aromatase inhibitors was not 
favourable and that the therapeutic efficacy had not been sufficiently demonstrated to support this 
within the marketing authorisation.2   

 
A high proportion of patients discontinued the study: 89% in the fulvestrant 500mg group and 92% in 
the fulvestrant 250mg group. This was due to objective disease progression in 71% and 74% of 
patients, respectively.3 
 
There are no study data directly comparing the fulvestrant 500mg treatment regimen with a relevant 
comparator (anastrozole 1mg, exemestane 25mg or letrozole 2.5mg) or with placebo. The only study 
comparator was the fulvestrant 250mg treatment regimen which is now unlicensed.  
 
The submitting company presented a Bayesian network meta-analysis (NMA) in postmenopausal 
women with locally advanced or metastatic breast cancer who had previously received endocrine 
treatment for early or advanced breast cancer. The NMA compared fulvestrant 500mg with the key 
comparators anastrozole 1mg, exemestane 25mg and letrozole 2.5mg and also included fulvestrant 
250mg, fulvestrant 250mg loading dose and megestrol acetate 160mg to provide more complete 
networks. Three networks were presented: PFS (that included ten studies), overall survival (six 
studies) and serious adverse events (nine studies). Fulvestrant 500mg was the anchor treatment for 
the efficacy outcomes and fulvestrant 250mg was the anchor treatment for the toxicity outcome. 
Hazard ratios and 95% credible intervals indicated that fulvestrant 500mg was similar to anastrozole 
1mg, exemestane 25mg and letrozole 2.5mg for all outcomes.  Fulvestrant 500mg had the highest 
probability of being the best treatment for overall survival, PFS (0 to 180 days) and serious adverse 
events.  
 
The NMA had several limitations. It included a wider population than the licensed indication as some 
patients had not received prior anti-oestrogen therapy, though the inclusion of patients who had not 
received anti-oestrogen therapy may have produced results less favourable for fulvestrant. Fulvestrant 
500mg was connected to all treatments through the fulvestrant 250mg dose thereby increasing 
uncertainty in the results. The evidence for exemestane and letrozole were each from one study only. 
Three studies were conducted solely in Asian patients and the results may differ in the Scottish 
population. Two studies included megestrol acetate which is now rarely used in breast cancer. The 
evidence is not sufficiently robust to demonstrate a general benefit for fulvestrant 500mg over the key 
comparators. 
 
Clinical experts consulted by SMC considered that the place in therapy of fulvestrant would be as a 
treatment option after failure of anti-oestrogen and aromatase inhibitor therapy to avoid or postpone 
chemotherapy. They advised that the introduction of fulvestrant may impact on patients and the 
service due to increased GP/hospital visits since fulvestrant is administered monthly by a healthcare 
professional as two IM injections.1 Taking into account time/inconvenience factors, in addition to 
potential pain and injection-related adverse events, clinicians may be more likely to prescribe oral 
aromatase inhibitor treatments first. Fulvestrant may be useful in patients who cannot swallow or who 
have poor medicine adherence. 
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Summary of patient and clinician engagement  

 
A patient and clinician engagement (PACE) meeting with patient group representatives and clinical 
specialists was held to consider the added value of fulvestrant, as an end of life medicine, in the 
context of treatments currently available in NHS Scotland, specifically in the treatment of 
postmenopausal women with oestrogen receptor positive, locally advanced or metastatic breast 
cancer for disease relapse on or after adjuvant anti-oestrogen therapy, or disease progression on 
therapy with an anti-oestrogen 
 
The key points expressed by the group were: 
 

 Fulvestrant provides an opportunity to delay initiation of chemotherapy with its challenging side 
effects. Of particular note, it provides an option for those patients who are unsuitable for 
chemotherapy in view of co-morbidities. 
 

 It provides a further option for the group of patients that have exhausted all hormone treatment 
lines but are not unwell enough to justify initiation of chemotherapy with its associated burden.  

 

 Delaying initiation of chemotherapy may provide an opportunity for patients to continue activities of 
daily living for longer. This may also allow informal carers to remain in work for longer. 

 

 As fulvestrant is administered by intramuscular injection it provides an option for those patients 
who are unable to take oral treatments either due to swallowing difficulties or because of 
compliance or concordance issues.  
 

 Administration of fulvestrant by injection also reduces carer burden because they are absolved of 
the responsibility for daily administration of an oral treatment. 

 

Summary of comparative health economic evidence 

 
The company submitted a cost-utility analysis comparing fulvestrant 500mg to letrozole 2.5mg, 
anastrozole 1mg and exemestane 25mg in postmenopausal women, with oestrogen receptor positive 
(ER+), locally advanced or metastatic breast cancer for disease relapse on or after adjuvant anti-
oestrogen (AO) therapy or adjuvant aromatase inhibitor (AI) or with disease progression on therapy 
with an AO or an AI. SMC clinical experts confirmed the comparators were appropriate. 
 
A three health-state (pre-progression, post-progression and death) partitioned survival model was 
used over a 15 year time horizon. The clinical evidence was from an NMA of 10 studies including the 
pivotal study of fulvestrant 500mg. This estimated hazard ratios for fulvestrant 500mg compared to 
each comparator for PFS, overall survival (OS) and serious adverse events.  The clinical data on PFS 
and OS were extrapolated from the pivotal study of fulvestrant 500mg by fitting standard parametric 
functions to the Kaplan-Meier curves for PFS and OS. Alternative PFS functions were tested in the 
sensitivity analysis. PFS and OS curves for each comparator were estimated by applying the hazard 
ratios from the NMA to the appropriate fulvestrant 500mg curve.  
 
Utility values used were taken from a published study, with appropriate adjustments, to give a PFS 
utility value of 0.77 and a progressed disease utility value of 0.5. No allowance was made for 
disutilities associated with adverse events. 
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Resource use included medicine acquisition, administration, adverse event and health state costs. 
The major costs were the costs of fulvestrant 500mg and post-progression health state costs. The 
resources required were based on clinical advice.  
 
A Patient Access Scheme (PAS) was submitted by the company and assessed by the Patient Access 
Scheme Assessment Group (PASAG) as acceptable for implementation in NHS Scotland. Under the 
PAS, a simple discount was offered on the list price. With the PAS, the incremental cost-effectiveness 
ratios (ICERs) versus anastrozole, letrozole and exemestane were £20,859, £19,981 and £24,539 
respectively. These ratios were based on incremental costs of £7,466, £7,962 and £6,120 respectively 

and incremental quality adjusted life years (QALY) gains of 0.358, 0.399 and 0.249 respectively. An 

incremental analysis was also presented as the treatment options are mutually exclusive and in this 
analysis, the ICER for fulvestrant compared to the next most effective treatment (exemestane) was 
£24,480 per QALY given an incremental cost of £6,120 and a QALY gain of 0.25. The base case 
results estimated fulvestrant 500mg extends survival by 7.3, 8.6 and 5.8 months compared to 
anastrozole, letrozole and exemestane respectively. 
 
Sensitivity analyses showed the results were sensitive to small changes in the hazard ratios from the 
NMA which led to large changes in the ICERs. The HRs drove the results; they were not sensitive to 
any other parameter. Table 2 demonstrates the impact on the ICERs of adopting the 5% and 95% 
credible intervals for overall survival for each comparator reported from the NMA. 
 
Table 2: ICERs for fulvestrant 500 mg applying 5% and 95% credible intervals for overall 
survival hazard ratios for comparators with PAS  
 

Overall survival hazard ratios: 5%, 95% 
credible intervals and base case values 

ICER at 5% 
credible interval 

ICER at 95% 
credible interval 

Anastrozole CI 0.96 to 1.74 base case 1.29 £1,707,682 £15,810 

Letrozole CI 0.89 to 2.07 base case 1.36 Dominated  £15,128 

Exemestane CI 0.88 to 1.68 base case 1.22 Dominated £15,795 

 
Probabilistic sensitivity analyses reported that at a willingness to pay (WTP) threshold of £20,000 per 
QALY, there is a 17% probability of fulvestrant 500mg being the most cost-effective treatment, rising 
to 47% at a WTP threshold of £30,000 per QALY.  
 
The two uncertainties with the analysis relate to the clinical data: 
 

 As noted above, the population in the pivotal study may not generalise to the Scottish setting 
because 31% of patients had no prior AO therapy. However, the company provided additional 
analysis for the subgroup of post-AO patients in the trial using an NMA. This gave ICERs of 
£19,409 and £18,622 versus anastrozole and letrozole respectively.  

 Evidence from the NMA found no credible difference between fulvestrant 500mg and 
anastrozole 1mg, exemestane 25mg or letrozole 2.5mg for any of the outcomes except for a 
comparison versus anastrozole 1mg for PFS using all data for the combined time periods (0 to 
180 days and 180+ days). In all other cases, the 5% and 95% credible intervals included 1. As 
shown above, using the credible interval values in the sensitivity analysis resulted in 
considerable variation in the results. However, the company asserted that the values at these 
limits were implausible and provided additional analyses to provide reassurance around the 
magnitude of the clinical effects. This was achieved by provision of sensitivity analysis which 
used direct clinical data and assumptions to give ICERs of £23,809, £22,681 and £23,749 
versus letrozole, anastrozole and exemestane respectively. Additionally, the company also 
provided analysis using values for PFS and OS from clinical experts and this gave ICERs in 
the range £9,889 to £48,134.  
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After considering all the available evidence and the output from the PACE process the Committee 
accepted fulvestrant for use in NHS Scotland. 
 
Other data were also assessed but remain commercially confidential.* 
 

Summary of patient and public involvement 

 
The following information reflects the views of the specified Patient Groups. 
 

 Submissions were received from Breast Cancer Care Scotland and Breast Cancer Now, which are 
both registered charities.  

 

 Both Breast Cancer Care and Breast Cancer Now have received pharmaceutical company funding 
in the past two years, with Breast Cancer Care having received funding from the submitting 
company.  

 

 Secondary or metastatic breast cancer is when the cancer has spread outside of the breast to 
another part of the body. It is a terminal disease. All women will face increasingly debilitating 
symptoms as their disease progresses. Patients describe how they live with the fear of their death, 
the knowledge that they will not see their children grow up and that their life has become a series 
of scans, treatments and appointments.  

 

 Treatment options are limited for these patients. Fulvestrant would provide another treatment 
option and is given as a monthly injection. This can be more convenient and easier to manage for 
some patients than daily tablets. It appears to be generally well tolerated with many patients 
reporting few, if any side effects.  

 

 Fulvestrant would give secondary breast cancer patients, who have few treatments available to 
them, more options for the treatment of their terminal illness. This could provide some comfort and 
allow patients to enjoy quality time with their family.  

 

Additional information: guidelines and protocols 

 
The European School of Oncology (ESO) and the European Society of Medical Oncology (ESMO) 
issued ESO-ESMO 2nd International Consensus Guidelines for Advanced Breast Cancer (ABC2) in 
September 2014. They state that the preferred first-line endocrine therapy for postmenopausal 
patients is an aromatase inhibitor or tamoxifen, depending on type and duration of adjuvant endocrine 
therapy. Fulvestrant 500mg is also an option. Optimal post-aromatase inhibitor treatment is uncertain. 
Available options include, but are not limited to, tamoxifen, another aromatase inhibitor (with a 
different mechanism of action), fulvestrant 500mg, megestrol acetate and everolimus plus an 
aromatase inhibitor.8 

 
The Scottish Intercollegiate Guidelines Network (SIGN) issued SIGN 134: Treatment of primary breast 
cancer, in September 2013. It excludes the management of patients with metastatic disease. 
Fulvestrant is not discussed. The guideline states that aromatase inhibitors anastrozole, exemestane 
and letrozole, are alternative options to tamoxifen for postmenopausal women with ER+ invasive 
breast cancer.9 
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The National Institute for Health and Care Excellence (NICE) Clinical Guideline 81: Advanced breast 
cancer (update): Diagnosis and treatment was published in February 2009 and updated in 2015. It 
recommends that endocrine therapy be offered as first-line treatment for the majority of patients with 
ER+ advanced breast cancer. An aromatase inhibitor (either non-steroidal or steroidal) should be 
offered to postmenopausal women with ER+ breast cancer who have either no prior history of 
endocrine therapy or who have been previously treated with tamoxifen. Systemic sequential 
chemotherapy is an option on disease progression.10 

 

Additional information: comparators 

 
Comparators relevant to the licensed indication under review are the aromatase inhibitors: 
anastrozole, letrozole, exemestane. 
 

Cost of relevant comparators 

 
Drug Dose Regimen Cost per year (£) 

 

Fulvestrant 500mg by slow intramuscular 
injection once a month with an 
additional dose two weeks after 
the first dose.  

6,791 in the first year then 
6,269 per year   

Exemestane  25mg orally once daily 458 

Letrozole  2.5mg orally once daily 46 

Anastrozole  1mg orally once daily 33 
Doses are for general comparison and do not imply therapeutic equivalence. Costs from eVadis on 30.09.15 

The costs do not take any patient access schemes into consideration 
 

Additional information: budget impact 
 

 

The manufacturer estimated the population eligible for treatment to be 389 patients. This assumes 967 
women present with ER+ locally advanced or metastatic breast cancer annually, of whom 40% are 
eligible for treatment under the licence. Based on an estimated uptake of 16% in year 1, rising to 26% 
in year 3 and subsequent years, the gross impact without the PAS on the medicines budget was 
estimated at £463k in year 1 and £736k in year 5. Deducting savings from displaced medicines gave 
an estimated net medicines budget impact of £452k in the first year, increasing to £719k in year 5. 
 
Other data were also assessed but remain commercially confidential.* 
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Patient access schemes: A patient access scheme is a scheme proposed by a pharmaceutical 
company in order to improve the cost-effectiveness of a drug 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 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. 
 
 
 
 


