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South East London Integrated Medicines Optimisation Committee
Formulary recommendation

Reference: 149

Intervention: Ospemifene (Senshio™) for moderate to severe symptomatic vulvar and

vaginal atrophy in post-menopausal women
(Ospemifene is a selective oestrogen receptor modulator [SERM])

Date of Decision: | April 2024

Date of Issue: April 2024 (time limited approval for 12 months)

Amber 2 — specialist initiation and first prescription from the gynaecology

REEE MR specialist team. Review by gynaecology team at 3 months.

Further Information: | ¢ Ospemifene is accepted for use in South East London for the treatment of
moderate to severe symptomatic vulvar and vaginal atrophy in post-menopausal
women.

e Ospemifene is not a 1% line option in this setting and is only approved where the
following initiation criteria are met:

() Symptoms of vulvar and vaginal atrophy adversely affect quality of life AND

(i) Topical lubricants have been adequately trialled and are not tolerated or ineffective
or have been considered and are contraindicated AND

(i) At least two topical oestrogen preparations have been adequately trialled, and
these have failed to control symptoms and improve quality of life or are not
tolerated or have been considered and are contraindicated

e As ospemifene should only be initiated for symptoms that adversely affect the
quality of life (such as dyspareunia and vaginal dryness), a suitable tool to assess
quality of life (such as the menopause-specific quality of life — MENQual) should
be used before initiation and to assess improvements during ongoing treatment.

e The initiation of ospemifene is restricted to gynaecology specialists, who will
provide the first prescription. Treatment should be reviewed at 3 months by the
initiating specialist to assess efficacy and tolerability.

e Long term data on the use of ospemifene are lacking at time of the formulary
decision. There should be regular review of patients to ensure ongoing
effectiveness and safety. A careful appraisal of the risks and benefits should be
undertaken at least annually (unless there are clinical indications for earlier
review) taking into consideration other menopausal symptoms, effects on uterine
and breast tissues, thromboembolic and cerebrovascular risks. Ospemifene should
only be continued as long as the benefit outweighs the risk.

e The dose of ospemifene is 60mg daily.

¢ Further information can be found in the summary of product characteristics.

e This approval is time limited to one year to enable experience of use with
ospemifene. A report summarising patient numbers and outcomes with ospemifene
over this period will be presented back to the Committee after 1 year, coordinated
by the formulary applicant across all SEL Trusts. The report will include:

The total number of patients initiated by SEL Trusts on ospemifene

Whether use of ospemifene in line with this recommendation and the rationale for
any deviation

Patient related outcomes, including:

(i) Response to treatment (including, but not limited to, quality of life aspects)
(i) Adverse effects
(iii) Number of patients switching from ospemifene to alternative treatments

Shared Care/ N/A
Transfer of care
required:
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NHS|

Cost Impact for
agreed patient

group

e The applicant estimates there will be approximately 30 people in SEL per year
eligible for treatment with ospemifene in this setting.

e The cost of ospemifene is ~£515 per person per year. This equates to a cost
impact of approximately £15,500 costs per year (< £1,000 per 100,000 population
per year). After 5 years and beyond, there is not expected to be more than 100
patients on treatment in SEL at any one time, equating to ~£2,500 per 100,000
population.

Usage Monitoring &
Impact Assessment

Acute Trusts:
¢ Monitor and audit usage of ospemifene as agreed and report back to the

Committee in 12 months (data to be collated and presented no later than April
2025).

SEL Borough Medicines Teams:
e Monitor ePACT2 data.

o Exception reports from GPs if inappropriate prescribing requests are made to
primary care.
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NOTES:

a) SEL IMOC recommendations and minutes are available publicly via the website.

b) This SEL IMOC recommendation has been made on the cost effectiveness, patient outcome and
safety data available at the time. The recommendation will be subject to review if new data
becomes available, costs are higher than expected or new NICE guidelines or technology
appraisals are issued.

c) Not to be used for commercial or marketing purposes. Strictly for use within the NHS.
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