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South East London Area Prescribing Committee
Formulary recommendation

Reference

046

Intervention:

Methylphenidate immediate release tablets, methylphenidate
prolonged release tablets (as per shared care guidance) and -
dgx?mfetamlne tablets for the treatment of idiopathic hypersomnia in
adults

Date of Decision

January 2016.

Date of Issue:

February 2016. Re-issued: October 2018. Revised following development
of shared care, re-categorised from red to amber 3.

Recommendation:

Amber 3 - initiation and minimum 6 months’ supply by the specialist
sleep service

Further Information

+ Methylphenidate prolonged release and dexamfetamine are supported for use in
the treatment of idiopathic hypersomnia (IH).

« Methylphenidate may be considered for patients with IH who:
(i) Have an excessive daytime sleepiness score (ESS) of >12/24 and
(i) Have not responded to at least 3 months treatment with modafinil or have a
contraindication to the use of modafinil

o Dexamfetamine may be considered after methylphenidate for patients in whom
methylphenidate is not effective or not appropriate.

+ When making its decision in February 2016, the Committee noted that in general
there is a lack of randomised controlled trials in this area. In view of the specialist
nature of the tertiary sleep service and that IH is a rare condition (1 in 20,000
prevalence), at the time the Committee agreed a time limited approval. This was
to enable clinical leads within the sleep service to collect patient outcome data for
presentation back to the Committee.

o Data supporting appropriate use and safety were presented back to the
Committee in July 2017 and the request to develop the shared care agreement
was approved.

e Lead clinicians should continue to collate observational outcome data on their
experience with methylphenidate and dexamfetamine in this setting to contribute
to the evidence base.

¢ It should be noted that methylphenidate and dexamfetamine are not licensed for
use in idiopathic hypersomnia. Informed consent should be gained from the patient
before treatment is started.

Note: Methylphenidate and dexamfetamine have a high risk of diversion and are a Schedule 2
controlled drugs. The potential for abuse, misuse or diversion should be considered prior to
prescribing.

Shared Care/
Transfer of care
required:

Yes

South East London Area Prescribing Committee. A partnership between NHS organisations in South East London:
Bexley, Bromley, Greenwich, Lambeth, Lewisham and Southwark Clinical Commissioning Groups (CCGs) and GSTFT/KCH
/SLAM/ & Oxleas NHS Foundation Trusts/Lewisham & Greenwich NHS Trust




NHS

Cost Impact for e Based on assumptions in the evidence evaluation, the cost impact of these
agreed patient medicines in IH is estimated to be approximately £1,500 to £10,000 per 100,000
group population per year.
¢ This equates in a total cost impact in SEL per year of between £27,000 to
£180,000.

Usage Monitoring & | Acute Trusts:
Impact Assessment | ¢ Submit usage/audit data on request to the APC.

e Ensure shared care guideline is provided and adhered to.

CCGs:

e Monitor epact data

¢ Monitor reports from GP practices where inappropriate transfer of prescribing to
primary care is requested.
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NOTES:

a) Area Prescribing Committee recommendations and minutes are available publicly via the APC
website.

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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