South East London Area Prescribing Committee
Formulary recommendation

Further Information

e Botulinum toxin is accepted for use in SEL for the treatment of hypersalivation if the
following criteria are fulfilled:

(i) Treatment with antimuscarinic medicines (such as hyoscine) is contraindicated,
not tolerated or clinically ineffective AND

(ii) The patient has a drooling severity and incidence scale score of 27 AND

(i) Surgical treatment is not appropriate for the patient

¢ A total dose of 50-60 units will be used for the first treatment and for subsequent
treatments this will be titrated according to response to a maximum 100 units total
dose.

¢ The injection is usually administered into the parotid and sub-mandibular glands
bilaterally. The dose injected into the submandibular glands is lower than the dose
injected into the parotid glands.

¢ Treatment effectiveness is measured using the drooling severity and incidence
scale. Treatment with botulinum toxin type A injection will be stopped if it is
ineffective after the first dose.

e Where treatment is effective (a score of <6 achieved), treatment with botulinum toxin
type A injection may be repeated at a minimum of 4 monthly intervals.

e Botulinum toxin type A injection is a tariff excluded, CCG commissioned medicine for
this indication and will be classified as a B* medicine locally.

e A B* notification form will need to be completed and submitted to commissioners
for each patient treated with botulinum toxin for hypersalivation in order for the cost
of the medicine to be reimbursed to the Trust.

¢ Only the most cost effective brand of botulinum toxin type A injection will be
commissioned for use in this indication, 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 hypersalivation and patients should be made aware of
this before treatment is started.

Shared Care/
Transfer of
care required:

N/A

Cost Impact for
agreed
patient group

e [tis estimated there will be up to 30 patients per year eligible for treatment in SEL.

e Assuming treatment is with the most cost effective brand (currently Xeomin®), the
cost of treatment with100 units every 4 months per patient per year (3 injections/
patient/year/) would be £288 (including VAT).

e This would result in a total cost across SEL of approximately £8,700 per year.

e This does not include activity related costs from the appointments needed to
administer the injections. However, some of the overall spend will be offset by a
reduction in the use of antimuscarinic medicines.
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NHS

Usage Monitoring &
Impact Assessment

Acute Trusts:
e Monitor usage and report back to APC when required.

¢ Audit use as required by commissioners to ensure use is in line with this
recommendation.

CCGs:

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

¢) Not to be used for commercial or marketing purposes. Strictly for use within the NHS.
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