South East London Area Prescribing Committee
Formulary recommendation

Further Information

» Sodium oxybate and agomelatine are accepted as last line monotherapy
treatment options for the management of REM behaviour disorder in adults
where other treatments (as outlined in the local pathway have failed/are not
tolerated.

» The decision on choice of agent will be made by the sleep specialist taking
into account individual patient factors, such as symptoms.

» Treatment will be initiated, monitored and prescribed by the sleep service.
The service will regularly review patients for ongoing effectiveness of
treatment.

e It should be noted that these agents are not licensed for use in REM
Behaviour Disorder. Informed consent should be gained from the patient
before treatment is started.

» Sodium oxybate is a tariff excluded, CCG commissioned medicine for this
indication and will be classified as a B* medicine locally.

» A B* notification form will need to be completed and submitted to
commissioners for each adult patient treated with sodium oxybate for REM
behaviour disorder in order for the cost of the medicine to be reimbursed to
the Trust.

» Educational risk minimisation materials are in place to help reduce risks
associated with using agomelatine. These should be implemented by the
specialist sleep service. The materials provided by the company are: (i) a
liver monitoring schedule (ii) a patient alert card and (iii) a prescriber guide.

Shared Care/ Transfer
of care required:

N/A

Cost Impact for
agreed patient group

Cost Impact for
agreed patient group

« As these treatments are proposed as last line, the formulary submissions
estimate that only a small number of patients would be suitable for treatment
with these agents. If 50% of patients were suitable for a third line treatment it
would mean 20-25 patients, and 10-12 would be expected to come from SE
London.

« If 20% require last line options (~2 patients), the most significant additional
cost impact would be from sodium oxybate. Assuming the higher dose
range, the additional cost impact would be around £24,000 per year for SEL.

Usage Monitoring &
Impact Assessment

« Sleep centre to monitor use and submit usage data and audit reports
(against this recommendation and the treatment pathway) upon request to
the APC.

o CCGs to monitor ePACT data and exception reports from GPs if
inappropriate prescribing requests are made to primary care.
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www.selondonics.org/selimoc-adultguidelines
https://www.medicines.org.uk/emc/product/6564/rmms
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NOTES:

a) Area Prescribing Committee recommendations and minutes are available publicly on
member CCG websites.

b) This Area Prescribing Committee 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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