South East London Area Prescribing Committee
Formulary recommendation
Reference:

116
Safinamide for the management of Parkinson’s disease in adults

Intervention:
Date of Decision:
Date of Issue:

(Safinamide is monoamine oxidase-B (MAO-B) inhibitor)

February 2020
March 2020
Red – suitable for prescribing and supply by the hospital only (one year
Recommendation:
time limited approval)
• Safinamide is accepted for use as a treatment option for Parkinson’s disease
Further
in adults in line with its licence* and where the following criteria are met:
Information:
- Safinamide is a last line oral treatment option for people with Parkinson’s
disease that is refractory to other oral treatments and
- The next step in treatment would otherwise be advanced, non-oral
treatments. These include: apomorphine, deep brain stimulation or cocareldopa intestinal gel and
- Previous treatment includes an adequate trial (minimum 3 months) of at
least one other MAOB-inhibitor chosen from rasagiline or selegeline (5mg or
10mg tablets) which are already included in the SEL Formulary.
• Funding will need to be confirmed at individual Trust level as safinamide will
be prescribed and supplied by the hospital.
• This approval is time limited to one year to enable the applicant to collate
data to demonstrate the impact that the availability of safinamide has on the
use of more advanced, non-oral treatment options.
• The applicant will coordinate data collection across all Trusts in SEL initiating
safinamide for Parkinson’s disease and report data covering 12 months to the
Committee outlining the following over this time:
(i) Total number of patients started on safinamide and the number in South East
London (by SEL borough).
(ii) Whether use is in line with the criteria set out in this recommendation and
the rationale for any deviation.
(iii) Patient outcomes, including:
- Response to treatment (clinical outcomes and any safety issues)
- Number of patients stopping therapy and the reasons for discontinuation.
- The number of patients continuing safinamide treatment who did not
require advanced, non-oral treatments
- The number of patients who progressed to more advanced, non-oral
treatment options (and whether safinamide was discontinued).
•
•

During this time, the applicant is also requested to develop a treatment
pathway that sets out the place in therapy of safinamide in the management
of Parkinson’s disease.
This APC decision will be subject to review following submission of the 12
month report.

*Safinamide 50mg and 100mg tablet (Xadago™) is licensed for the treatment of adult patients
with idiopathic Parkinson's disease (PD) as add-on therapy to a stable dose of levodopa (Ldopa) alone or in combination with other PD medicinal products in mid-to late-stage fluctuating
patients.
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• Based on costing in the evidence review, the application estimated that
approximately 30-55 patients might be appropriate for treatment per annum,
and that 50% would be from SE London.
• This equates to costs of up to between £12,000 to £22,000 per annum vs.
rasagiline or selegiline, which are available generically.
• The application stated that safinamide has a significantly lower cost impact vs.
advanced, non-oral therapies, such as levodopa intestinal gel and
apomorphine.
Acute Trusts:
• Report data back to the Committee in 12 months (data to be collated and
presented no later than May 2021).
CCGs:
• Monitor ePACT2 data
• Monitor exception reports from GPs if inappropriate transfer of prescribing to
primary care is requested.
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NOTES:
a) Area Prescribing Committee recommendations, position statements 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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