NHS!

South East London Integrated Medicines Optimisation Committee

(SEL IMOC, formerly the SEL Area Prescribing Committee)
Formulary recommendation

Further Information

¢ Botulinum toxin type A injection is accepted for use in SEL as a last line treatment
option for the localised treatment of focal neuropathic pain in adults that has failed
to respond to conventional pharmacological, psychological and physical
interventions. This includes use in patients with complex regional pain syndrome.

¢ Patients will be under the specialist pain team and will have exhausted all other
conventional treatment options for neuropathic pain, as outlined in the local guideline
for managing neuropathic pain in primary care, the local specialist treatment
guideline for refractory neuropathic pain and the NICE guideline on the management
of neuropathic pain. The next step for these patients would otherwise be the
neuromodulation pathway, which includes more invasive interventions, such as
spinal implants.

¢ A dose of 50 to 100 units will be delivered percutaneously via local injection. Doses
may only be repeated at intervals of 3 to 6 months (maximum 4 doses per year) if the
first dose significantly improves the pain, as determined following clinical assessment
by the pain specialist. Successful response is measured as a pain score reduction of
greater than 50% and functional improvement of psychological scores.

e Other improvements that may be measured include long term improvement in pain,
functional and psychological scores, reduction in doses of other medication being
used to treat neuropathic pain or their discontinuation and a reduction in the need for
specialist pain services.

¢ Use of botulinum toxin type A injection in this setting will be by the specialist pain
teams at GSTfT and KCH. Trust teams are required to ensure that there is robust
governance in place at Trust level for the use of botulinum toxin type A in this setting,
including use of the WHO safe surgery checklist and the Local Safety Standards for
Invasive Procedures (LocSSIPS).

e The governance processes will also include developing a clinical guideline for
approval through the Trust’'s Drug and Therapeutics Committee. The guideline
should set out the criteria for use, place in therapy, criteria for stopping and how
outcomes will be monitored over time. The guideline will also be shared with the SEL
IMOC for information.

e Botulinum toxin type A injection is designated as a high-cost drug excluded from the
national tariff. Treatment with botulinum toxin type A injection is only commissioned
in line with the criteria in this formulary recommendation.

¢ Only the most cost-effective brand of botulinum toxin type A injection will be
commissioned for use, taking into consideration any negotiated prices.

¢ Note: At the time of writing there are no brands of botulinum toxin type A injection
licensed for the treatment of neuropathic pain and sub-cutaneous administration
(which the applicant confirmed is to be the main route of administration in this setting)
is not licensed. Patients should be made aware of this before treatment is started.
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Cost Impact for
agreed
patient group

e Up to ~30 patients per year may be eligible for treatment with botulinum toxin type A
in this setting. Approximately 50% of patients will be from SEL (n = 15).

e Assuming treatment is with the most cost-effective brand (currently Xeomin® 100
units), and is administered every 3 to 6 months, the cost of treatment for 15 patients
in SEL every year would be between ~£3,000 and £6,500 per year (or ~£350 per
100,000 population).

¢ This does not include activity related costs from the outpatient procedure
appointments needed to administer the injections. However, the applicant noted that
these patients are routinely followed up in clinic whilst on other treatments and
therefore a minimal increase in activity is expected.

Usage Monitoring &
Impact Assessment

Acute Trusts:

e The service may be requested by the SEL IMOC to provide clinical audit data to
demonstrate outcomes from botulinum toxin type A injection in this setting and
compliance with the criteria in this recommendation.

SEL CCG borough Medicines Optimisation teams:

¢ Monitor monthly tariff excluded high cost drugs invoicing submitted by Trusts to the CSU to
ensure billing of most cost effective product.
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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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