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DHSC CLINICAL COMMISSIONING POLICY

Pre-Exposure Prophylaxis (PrEP) for the prevention 
of human immunodeficiency virus (HIV) infection
Anti-retroviral drugs for the prevention of HIV infection will NOT be routinely funded.

This policy will be reviewed when the results of the IMPACT and PrEPared in Wales 
studies are available.

Truvada (a combination of two anti-retroviral therapies: emtricitabine and tenofovir) was granted 
a European marketing authorisation for use in HIV prophylaxis (in combination with safer sex 
practices) in 2016. It is approved for use across all EU member states.1

The National Institute of Health and Care Excellence has appraised the evidence of effectiveness 
and safety of PrEP (but has not issued funding guidance for the NHS in England). NICE concluded 
that based on results from four randomised controlled trials, Truvada reduced the relative risk 
of acquiring HIV infection by between 44% and 86% compared with placebo or no prophylaxis, 
which is equivalent to approximate numbers needed to treat of between 13 and 68 per year. These 
results were obtained in the trial setting and NICE identified areas of uncertainty around uptake, 
adherence, drug resistance and cost effectiveness in ‘real world’ practice.2 

In England, an implementation trial of PrEP on the NHS has been agreed in order to address 
some of the remaining uncertainties and started in October 2017. This will provide PrEP to around 
10,000 people over a period of three years – the largest study as yet undertaken in the world (the 
Impact trial).3

In Wales, the All Wales Medicines Strategy Group declined funding for PrEP on grounds of 
inadequate evidence for cost effectiveness. However, from July 2017, the Welsh Government has 
made PrEP available on the NHS for a three year study similar to that agreed in England but which 
in Wales is known as the PrEPared in Wales study.4

Based on existing evidence, Scotland agreed in April 2017 to make PrEP available on the NHS 
for prophylactic use in people at high risk of sexually acquired HIV infection in line with specified 
criteria.5

1http://www.ema.europa.eu/docs/en_GB/document_library/EPAR_-_Assessment_Report_-_Variation/human/000594/WC500226363.
pdf http://www.aidsactioneurope.org/en/news/european-commission-approves-prep
2https://www.nice.org.uk/advice/esnm78/chapter/Key-points-from-the-evidence
3https://www.england.nhs.uk/2017/08/nhs-england-announces-worlds-largest-single-prep-implementation-trial-to-prevent-hiv-infec-
tion/; https://clinicaltrials.gov/ct2/show/NCT03253757
4http://www.awmsg.org/awmsgonline/app/appraisalinfo/1625; 
http://www.friskywales.org/wales-prep-project.html
5For full details see Scottish Medicines Consortium Guidance available on line at: https://www.scottishmedicines.org.uk/files/advice/
emtricitabine_tenofovir_disoproxil_Truvada_FINAL_March_2017_for_website.pdf ; see also: https://prep.scot/
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PrEP is not currently available on the NHS in Northern Ireland, although it is under review by the 
Department of Health.6 PrEP is not currently available in Ireland.7 

Although the evidence around the clinical effectiveness of PrEP in a controlled trial setting is 
strong, advice from Public Health England has highlighted significant outstanding implementation 
questions that should be answered prior to using PrEP in a sustained way on a substantial scale in 
England. The key questions addressed by the trial are:

• What proportion of those attending sexual health clinics will be at high risk and eligible for
PrEP?

• What proportion of those offered PrEP will accept it? What is the length of PrEP use in those
who accept the offer?

• What is the impact on HIV incidence in the population?

• What is the impact on STI incidence in the population?

The Department has appraised the available evidence and concluded that NICE and PHE have 
identified significant gaps in knowledge in regard to implementation of PrEP in the ‘real world’.  
The Department noted that it was not possible to model the potential demand or resulting costs 
of PrEP in the Isle of Man. In view of the uncertainties about demand, cost and impact, the 
Department has decided not to fund PrEP at the present time. This decision will be reviewed when 
the results of IMPACT and PrEPared in Wales are available providing robust evidence of impact and 
enabling modelling of local demand and costs based on the trial findings.

Summary of evidence 

Details of the marketing authorisation for Truvada can be found here:  

http://www.ema.europa.eu/docs/en_GB/document_library/EPAR_-_Assessment_Report_-_ 
Variation/human/000594/WC500226363.pdf 
http://www.aidsactioneurope.org/en/news/european-commission-approves-prep

The NICE appraisal can be found here:
https://www.nice.org.uk/advice/esnm78/chapter/Key-points-from-the-evidence

Details of the Impact trial can be found here:
https://www.england.nhs.uk/2017/08/nhs-england-announces-worlds-largest-single-
prep-implementation-trial-to-prevent-hiv-infection/; https://clinicaltrials.gov/ct2/show/
NCT03253757 

6http://www.belfasttelegraph.co.uk/news/northern-ireland/call-for-northern-ireland-to-get-hiv-prevention-drug-as-infection-rates-
rise-36007895.html
7http://www.hivireland.ie/hiv/prevention/prep/; https://www.hpsc.ie/a-z/specificpopulations/menwhohavesexwithmenmsm/msminter-
netsurvey2015/Ireland%20PrEP%20report%20v1.0_2017.pdf
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Information on the PrEPared in Wales trial can be found here:

http://www.awmsg.org/awmsgonline/app/appraisalinfo/1625; 
http://www.friskywales.org/wales-prep-project.html 

Details of the Scottish funding decision can be found here:
https://www.scottishmedicines.org.uk/files/advice/emtricitabine_tenofovir_disoproxil_
Truvada_FINAL_March_2017_for_website.pdf, and https://prep.scot/ 

Details of the policy debate in Northern Ireland can be found here:
http://www.belfasttelegraph.co.uk/news/northern-ireland/call-for-northern-ireland-to-get-hiv-
prevention-drug-as-infection-rates-rise-36007895.html 

Details of the policy debate in Ireland can be found here:
http://www.hivireland.ie/hiv/prevention/prep/; https://www.hpsc.ie/a-z/specificpopulations/
menwhohavesexwithmenmsm/msminternetsurvey2015/Ireland%20PrEP%20report%20
v1.0_2017.pdf 

Reason for requesting a policy recommendation: 

PrEP is a new clinical development for which a commissioning decision was required.  The 
policy briefing for the Department was developed through the Health Protection Committee. 

Where a patient is considered to have exceptional need for and capacity to benefit from a 
treatment that is not routinely funded, a request for individual funding may be made to the 
Individual Funding Requests Panel. The patient must be made aware that the Panel may not 
support the request and must not be given any expectation that they will be able to have the 
treatment until a decision to fund has been received in writing from the Panel.  

For further information contact:

Tel: +44 (0)1624 642646
Email: clinicalcommissioning.dhsc@gov.im
Website: www.gov.im/dhscclinicalcommissioning




