NHS!

South East London Area Prescribing Committee
Formulary recommendation

Further Information

o All prescribing and supply of pitolisant will be carried out by the Sleep Centre.

Note: Pitolisant is a black triangle medicine (V) i.e. as it is a new medicine, it is under additional
monitoring to allow quick identification of new safety information. Healthcare professionals are
asked to report any suspected adverse reactions to the MHRA via the Yellow Card scheme.

This recommendation has been updated following presentation of a report by the
Sleep Centre summarising outcomes with pitolisant over a year, which was
requested by the APC as part of the original formulary approval.

Narcolepsy is a long term disorder where brain is unable to regulate sleeping and
waking patterns normally. The main characteristic is overwhelming daytime
sleepiness so that the patient is unable to stay awake for >3 hours. The condition
may be accompanied by cataplexy, which occurs in approximately 50% of patients.
Medication may be considered in patients with an excessive daytime sleepiness
score (ESS) of >12/24.

The first line agent used to treat narcolepsy is modafinil at a dose of 100-400mg
daily for 3 months.

If this fails to show improvement, the 2™ line treatment options are either
methylphenidate or dexamfetamine.

Where 2™ line agent fails, the alternative agent may be tried as a 3" line option.
The Sleep Centre at GSTIT reviews patients at 3 months at each step of therapy to
assess treatment effectiveness.

Pitolisant is only supported for the treatment of narcolepsy with or without cataplexy
as a last line treatment option where the treatment steps outlined above have
failed.

The other treatment option on the formulary for the Sleep Centre at GSTfT for the
treatment of narcolepsy is sodium oxybate which is a last line option for patients only
when cataplexy is also present.

Whilst the evidence base for pitolisant is stronger in the single agent setting, the
outcomes report presented demonstrated that some patients will need combination
treatment to adequately control their symptoms. In these cases every effort will be
made by the Sleep Centre specialists to taper and eventually stop the other agents.
Response to treatment will include measuring improvements in the ESS score. A
clinically significant change in ESS is defined as an improvement of at least 3 points.
As of April 2019, pitolisant has been designated as a high cost drug excluded from
the national tariff. Treatment for patients in line with this formulary recommendation
may be billed to Commissioners. A B* natification form will need to be completed and
submitted to commissioners for each patient in order for the cost of the medicine to
be reimbursed to the Trust.
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Transfer of
care required:
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Cost Impact for e The Sleep Centre at GSTIT estimates 20 to 25 people will be eligible for treatment
agreed with pitolisant each year. Approximately a third of these will be from SEL.
patient group e Treatment with pitolisant costs ~ £3,720 to £7,440 per patient per year (depending on
dosage).
e The outcomes report presented to the Committee suggests a 50% response rate at 3
months.

e If it is estimated there may be ~9 people eligible for treatment with pitolisant per year
in SEL and 50% stop after 3 months, this equates to medicines related cost across
SEL of up to ~£42,000 per year.

Usage Monitoring & | Acute Trusts:
Impact Assessment | ¢ Monitor use and report back to APC when required.
¢ Audit use upon request to ensure use is in line with this recommendation.

CCGs:

e Monitor Epact 2 data and monthly high cost drugs invoicing submitted to the CSU.

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

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

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



http://epworthsleepinessscale.com/about-the-ess/
http://www.medicines.org.uk/emc
http://www.medcines.org.uk/emc

