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South East London Integrated Medicines Optimisation Committee
(SEL IMOC, formerly the SEL Area Prescribing Committee)

Formulary recommendation

Further Information:

9-valent human papillomavirus (HPV) vaccine (Gardasil 9%) is accepted for use in SEL for
the treatment of recalcitrant anogenital warts in both HIV-negative and HIV-positive
adults in line with South East London treatment guidance for the management of

anogenital warts in men and women. In line with the SEL guidance the following criteria

must be met:

e In people with multiple external warts, Gardasil 9° is a 3rd line treatment option after

both imiquimod and podophyllotoxin have been tried:

- In people with one external wart, Gardasil 9% is a 4" line treatment option after

cryotherapy, imiquimod and podophyllotoxin have all been tried.

- Gardasil 9% is a 3rd line treatment option, after both cryotherapy and imiquimod for

peri-anal warts, keratinised or bulky warts (>4cm), and urethral meatal warts in men.

- Use of quadrivalent HPV vaccine requires multidisciplinary team (MDT) approval at

individual trust level. The MDT must include at least two sexual health consultants.

A total of 3 doses of Gardasil 9% vaccine will be administered at 0, 2 and 6 months.

Use of Gardasil 9° for the treatment of anogenital warts is unlicensed* and outside

national UK recommendations for use of the vaccine.

e Further information regarding the use of Gardasil 9% in line with the official national UK
immunisation programme can be accessed here.

¢ Local anecdotal evidence suggests use of the HPV vaccine could lead to a reduction
in the need for surgery and fewer follow up appointments. Addition to the formulary will
also remove the need for Individual Funding Request (IFR) applications.

e The six local authorities in SEL (as the commissioners of sexual health services) have
confirmed their support for the inclusion of HPV vaccine in the formulary for treatment
of recalcitrant anogenital warts in adults.

« In December 2019 Trusts reported data back to the Committee as part of the original
approval. Only one Trust was implementing the use of the HPV vaccine in this setting.
Data provided by the Trust indicates a reduction in the need for cryotherapy in patients
treated with the vaccine.

e Funding for use of Gardasil 9° in this setting will need to be confirmed at individual
Trust level.

*Gardasil 9% is licensed in the UK for use from the age of 9 years for the prevention of: (i) premalignant genital lesions (cervical, vulvar and
vaginal), premalignant anal lesions, cervical cancers and anal cancers causally related to certain oncogenic Human Papillomavirus (HPV)
types (ii) genital warts (condyloma acuminata) causally related to specific HPV types.

Shared Care/
Transfer of
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NHS

Cost Impact for
agreed
patient group

o Itis estimated there will be approximately 47 patients per year eligible for treatment
across SEL.

e A 3 dose course of Gardasil 9° costs £378 (including VAT).

¢ Based on this the total cost impact in SEL would be ~£935 per 100,000 population,
assuming each patient received the maximum 3 dose course.

Usage Monitoring &
Impact Assessment

Acute Trusts/sexual health clinics:
e Monitor use and submit usage data and audit reports (against this recommendation
and the SEL treatment guidance) upon request to the SEL IMOC.

SEL CCG Borough Medicines Optimisation Teams:
¢ Monitor ePACT2 data

e Monitor exception reports from GPs if inappropriate transfer of prescribing to primary
care is requested.
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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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