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BACKGROUND
HIV pre-exposure prophylaxis (PrEP) with daily oral TDF/FTC (Truvada) has been shown to be up to 90%
effective in preventing HIV infection among people who take it consistently. However, the US is the only
country in which Truvada for PrEP has been licensed and recommended for use within HIV prevention
programs.

The challenge facing policy planners now is to use the current knowledge on PrEP to decide what place
PrEP can have in national HIV prevention strategies, and to describe the framework required for its
provision and how to facilitate this. Considerations such as identifying priority populations, defining the
process for starting PrEP, providing appropriate testing, delivery and follow-up services, maximizing
adherence and successfully funding these activities need to be addressed.

This meeting brought together representatives of ministries of health and national AIDS councils, PrEP
researchers and participants from research and demonstration sites where PrEP is currently being
delivered in Kenya, Mozambique, South Africa, Uganda and Zimbabwe, along with funders and
manufacturers and HIV advocates and activists. Through a series of presentations, moderated
discussions and small group work, participants shared current experiences and helped define a
structured approach to considering the integration of PrEP in HIV prevention programs in the region. In
addition, some of the knowledge gaps that remain to be researched were identified.

Detailed meeting minutes, presentations and a meeting attendee roster are available to download at
URLTK. This document summarizes areas of focus discussed in the meeting and key next steps identified
by meeting participants.

MEETING AIMS
1. Discuss emerging lessons from early implementation of oral PrEP.
2. Identify how these results might feed into future policies and programs for HIV prevention, and the

relevant procedures for this.
3. Focus on the experiences of ongoing demonstration projects and early implementers of PrEP.
4. Articulate key information gaps that need to be filled to facilitate decision-making.
5. Outline specific, feasible next steps to address these gaps and measures to monitor progress in

filling them.

EMERGING MESSAGES
 PrEP is being used in several demonstration projects across eastern and southern Africa, covering a

wide range of populations, including serodiscordant couples in Kenya and Uganda, sex workers in
Zimbabwe and men who have sex with men in Kenya and South Africa.

 In order to be used more widely, PrEP must be part of a comprehensive prevention strategy with
associated milestones and success indicators that have been defined with policy-makers. For
example, the Kenyan Prevention Roadmap already includes the possibility of PrEP.

 Costs and cost-effectiveness models remain key, as are the selection of populations for which PrEP
should be offered and the choice of appropriate delivery models. The Sisters clinics in Zimbabwe, for
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example, provide a dedicated service for sex workers in Zimbabwe, are acceptable to many sex
workers and fit within a government strategy.

 Demand is now beginning to grow in African communities and needs to be stimulated among those
who would most benefit and would be most likely to use PrEP.

 Policy-makers in health and other government departments need more information on PrEP
presented in a way that they can use, as well as opportunities to discuss their specific concerns, for
example on PrEP safety studies or measures to improve adherence.

 More needs to be understood about the costing of PrEP. This demands greater understanding of
who would use PrEP, how they would use it and where they would access it.

MEETING OUTCOMES

1. Emerging lessons from early implementation of oral PrEP
As of October 2014 there were a dozen feasibility, demonstration or implementation studies
planned, ongoing or completed in Africa – only half of which had any experience actually delivering
PrEP. Background interviews before the meeting uncovered several themes/reasons for the
extended timeframe to PrEP delivery, some of which are relevant specifically to research projects
and may not be directly relevant to future PrEP program implementation. Nonetheless,
documenting and sharing experiences will be important to the rollout of other ARV-based HIV
prevention interventions, which could be in a similar post-efficacy results phase in 2015-16. It will be
important to help ensure that other newly proven products do not face any undue delay getting into
demonstration studies that may then swiftly translate to HIV prevention programming, and the
following issues were discussed:

 PrEP demonstration studies and pilot implementation activities have, in some cases, faced
delays in initiation from extended DSMB and/or ethics committee reviews seeking to
differentiate between research protocols and implementation activities.

 Research-naïve vs. new sites; mix and challenges in getting newer sites on board; also issue of
geographic diversity (or lack thereof) of sites within a country when only a few sites may end up
informing a policy that’s country-wide.

 Need for product registration (i.e., new options can be investigational products or treatments
not approved in project countries).

 How to access those who aren’t accessing health care in the first place, highlighting the need to
engage community-based organizations and others who reach those at greatest risk but outside
of health systems.

 Need to monitor how sites using facilities that certain populations already use for more
comprehensive care and are established as a go-to space.

2. How experience can and should inform future policies and programs for HIV prevention
There was robust discussion of how implementers of ARV-based prevention can learn from
experience of rolling out voluntary medical male circumcision (VMMC) in east and southern Africa.
From the first evidence of VMMC in 2005 to 2010, research was not translating to rollout quickly
enough. For VMMC, a target of 4.7 million circumcision procedures was set subsequently set by
PEPFAR in 2011 and money was put towards this target. After this target was set, there were more
VMMCs performed in 18 months than in the first four years after the efficacy results.
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Work is ongoing to document experience in oral PrEP (focusing on work over period of time
between initial clinical data reported to current demonstration projects and implementation
programs) to determine what should happen in preparation for results of other ARV-based
prevention options, including tenofovir gel and dapivirine ring (expected in Q1 2015 and 2015-16,
respectively).

3. Experiences of ongoing demonstration projects and early implementers of PrEP
Much of the discussion about “experiences” has focused on the delays with which new programs
and projects being designed, ethics committee reviews, regulatory approval and potential issues
related to getting programs off the ground.

PrEP users who attended the meeting and spoke about their experiences noted the following issues
that might affect PrEP uptake and adherence:
 Side effects
 Long clinic visits
 Feeling of empowerment when taking PrEP
 Dosage strategy
 Other risk behaviors (e.g., drinking, drugs)
 Reaching most at-risk
 Making it available to criminalized populations

I didn’t like the long clinic visits, blood work or the side effects. When I first joined I had nausea.
However, I liked the power, that I had some protection on my part. I like the fact that protection
conferred power. - PrEP user from South Africa

Participant in the SISTERS program (Zimbabwe) described (and noted liking) a buddy program with
women taking ART and PrEP where they select an adherence “sister” and attend a monthly training
group with their sister. Only sister knows whether they are on ART or PrEP.

4. Key information gaps that need to be filled to facilitate decision-making and more rapid
implementation

 Several projects noted that national leaders have seemed amenable to possibility of PrEP
rollout, but need evidence that it’ is “deliverable” first; classic quandary—“can’t pay for
treatment so how do we pay for PrEP?”; WHO guidance on PrEP – what can we expect in 2015?

 Cost for national programs; help inform by adding costing element to demonstration projects
and implementation pilots

 Impact data: Cost per case averted, improved modeling, potential national global impact
 Guidance/clarity on how to select target populations/those who will benefit most/most feasible

approach
 What’s the optimal package? How does PrEP fit in?
 Competing priorities for policy makers that may make PrEP programming slow—new ART

guidelines; PMTCT guideline changes; struggle with treatment/prevention etc.
 What a successful PrEP program looks like in the “real world” — real-world implementation
 Need for research and published literature on PrEP use in the general population (e.g., some

MoHs not yet convinced to implement a PrEP policy as even though evidence exists that PrEP
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works, most of the clinical trials and studies implement PrEP in an ideal environment—the
situation needs to be more “real world”.

 Long-term access: Will Gilead create a Medication Assistance Program outside of US?

5. Specific, feasible next steps to address these gaps and measures to monitor progress
A next step for post-meeting follow-up and work is to assign roles and responsibilities—and
timelines—for the priorities listed below.

Priorities for Implementers Who responsible? Timing
1. Create information hub to share data between

implementation studies to strengthen
evidence/experience base for implementers

2. Advocacy package for policymakers• Compilation of evidence, experience and
cost/benefit analysis• Prioritisation of investment• Normalizing PrEP, not exceptionalising• Package in context of combination prevention• Share evidence re: side effects

3. Global PrEP clinical guidelines strengthened
4. Defining combination package –develop HIV

prevention cascade and lifecycle approach• Packaging: Package PrEP in the context of
combination prevention.

5. Develop national impact model, policy, and strategy
for PrEP implementation in the context of combination
HIV prevention plan; develop plan that’s costed to
make the investment case, with key milestones. Move
from demonstration project forward with buy-in from
a range of key stakeholders to minimize delay from
research to rollout;
 Indicators of success; what are they and what are

the milestones?
6. Engage funders to hold people accountable, support

civil society and supportive of national strategy to
bring programming to scale

7. Political commitment to prevention – OGAC/90*90*90
8. Risk, motivation and access to services – prioritize

group with most impact and identify where we can
demonstrate success (e.g., Kenyan context and road
map)

9. Budgeting and costing–where do we get the
resources?• Costing: Instead of looking at cost-effectiveness,

how do we answer the question of “where am I
going to get the money.”
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10. Consider focus on groups that appeal to policy makers
11. Consider politics• Framing: Rather than focus on key populations,

may get political traction if we focus on
serodiscordant couples and young women and
girls.

12. Involve policy makers in technical working groups,
regional meetings and campaigns

13. Consider the context of government research agenda;
involve government and potential lead in
demonstration projects and pilots where possible;
weigh against how government may act towards key
populations who need to access PrEP

14. Just deliver it. How can we promote in other countries
per US experience of rollout alongside demonstration
and pilot projects; feasible in what countries without
registration?• Questions of how best to deliver PrEP: Where are

we going to have the low hanging fruit in terms of
service delivery, (i.e., task shifting and integrating
services).• Registration: PrEP is not registered everywhere.
However, nevirapine has international guidance to
support its use for prevention and is not
registered everywhere. There are also PEP
guidelines and it is not registered everywhere.
Misoprostol is also widely used for abortion and it
is not registered but is used all the time off label.

15. Strengthen stakeholder engagement and specifically
engage end-users

16. Learn from experience of VMMC• From the first evidence of VMMC in 2005 to 2010,
research was too slowly translating to rollout. A
renewed understanding and emphasis on demand
creation is also necessary. For VMMC, a target was
set by the US of 4.7 million circumcisions and
money was put towards this target and people
were held accountable. After this target was set,
there were more VMMCs performed in 18 months
than in the first four years after the efficacy
results.

17. PrEP for safer conception “PrEP-ception”


