South East London Integrated Medicines Optimisation Committee
(SEL IMOC, formerly the SEL Area Prescribing Committee)
Formulary recommendation
Reference
Intervention:

124
Oral semaglutide tablets (Rybelsus™) for type 2 diabetes mellitus
(Semaglutide is a glucagon-like peptide-1 [GLP-1] receptor agonist.)

Date of Decision
Date of Issue:
Recommendation:
Further Information:

December 2020
February 2021 – TIME LIMITED approval to November 2021 to support
COVID-19 response.
Amber 3 – initiation and supply by specialist diabetes teams. GPs may
be asked to take on prescribing after 3 months.
• The oral tablet formulation of semaglutide (all strengths) is accepted for use in
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South East London to support reduced face to face contact during the COVID-19
pandemic.
During this time use is approved in line with the local GLP-1 agonist pathway,
which has been updated to reflect this time limited approval.
Within this pathway, use of oral semaglutide is supported in line with the NICE
recommendations for the use of injectable GLP-1 agonists (NICE clinical guideline
28 – last updated December 2020).
NICE recommends a GLP-1 agonist can be considered in a triple therapy regimen
in combination with metformin and a sulfonylurea for patients with type 2 diabetes
if certain caveats are met (refer to the NICE guideline/ SEL GLP-1 agonist
pathway for details).
In line with NICE, treatment with oral semaglutide will only be continued if the
person with type 2 diabetes has had a beneficial metabolic response (a reduction
of at least 11 mmol/mol [1.0%] in HbA1c and a weight loss of at least 3% of initial
body weight in 6 months).
Oral semaglutide should only be offered in combination with insulin with specialist
care advice and ongoing support from a consultant-led multidisciplinary team*.
During COVID-19, oral semaglutide will be an option alongside the injectable
GLP-1 agonists on the SEL formulary. The decision on choice of GLP-1 agent
and the most clinically appropriate route of administration (sub-cutaneous vs. oral)
during the COVID-19 pandemic will be made by the initiating clinician in
discussion with the patient, including individual patient factors, such as
cardiovascular risk.
Patients who are already stabilised on injectable GLP-1 agonist therapy should
not be switched over to oral semaglutide unless there is a robust clinical rationale
to do so.
Patients commenced on oral semaglutide during this interim period of approval
will be given the option to continue longer term if they and their diabetes specialist
feel it is clinically appropriate to do so.
Over the period of this time limited approval, outcome data will be collated across
SEL (determined and coordinated by the original formulary applicant) to include:
- Number of patients started on oral semaglutide by organisation vs. total
number of injectable GLP-1 agonist starts
- Whether use is in line with this recommendation and if not, the main reasons
for deviating.
- Outcomes in patients, such as glycaemic control, weight loss and adverse
effects.
- The number of people stopping treatment with oral semaglutide and moving
over to injectable GLP-1 therapy and the reasons for doing so and vice
versa.
These data will be used to help inform and review the longer term positioning of
oral semaglutide on the formulary once the pandemic situation stabilises.

* The NICE guideline notes that a consultant-led multidisciplinary team may include a wide range of
staff based in primary, secondary and community care.
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Southwark) and GSTFT/KCH /SLaM/ Oxleas NHS Foundation Trusts and Lewisham & Greenwich NHS Trust

Shared Care/ Transfer Yes - transfer of prescribing information sheet.
of care required:
Cost Impact for
• For the current time limited approval, the cost of oral semaglutide is comparable
agreed patient group
to the injectable GLP-1 agonists already in use within SE London, with the
advantage of not requiring needles or sharps disposal. Therefore, during the
pandemic when used an alternative to injectable therapy, the budget impact is
cost neutral.
• Depending on the positioning longer term, availability of an oral GLP-1 agonist
could increase overall GLP-1 agonist use by 10% (to include patients who may
not have received a drug in this class e.g. due to needle phobia). Based on
current levels of spend in SEL primary care on GLP-1 agonists, a cost impact of
around £310K (or ~£16,000 per 100,000 population) is estimated for SEL longer
term. This is potentially an overestimate and will be re-visited once outcome data
for the time limited approval are available.
Usage Monitoring &
Providers:
Impact Assessment
• Monitor use and submit outcome data as requested in “Further Information”
section by no later than November 2021.
SEL CCG Borough Medicines Teams:
• Monitor ePACT2 data.
• 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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