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Country experiences rolling out oral PrEP have exposed gaps

in our current ability to monitor and assess who is using PrEP,
how they use it, and how to assess whether PrEP programs
effectively reduce HIV risk for individuals and communities.

This information is essential to ensure that PrEP programs meet
users’ needs and to assess their impact and effectiveness at the
community and national levels. Following extensive analysis over
the past five years and a series of think tanks, the HIV Prevention
Market Manager project and partners have identified the
following approaches to better understand and improve on the
impact of daily oral PrEP today, and on potential new prevention
options in the future.

Lessons for Monitoring for Impact

m Define simpler and better ways to assess PrEP's impact.
Harmonize and simplify data collection systems.

Standardize and improve measures of PrEP cost-effectiveness.
Paint a more detailed picture of PrEP users.

Understand how long people continue to use PrEP, and why they
stop (and re-start).

Define simpler and better ways to assess
PrEP’s impact

Initial indicators used to evaluate the impact of PrEP were based on HIV
treatment program. With treatment, consistent, lifelong, often daily pill
adherence is essential to effectively help people living with HIV stay healthy.
But research has shown that oral PrEP use can substantially reduce HIV
acquisition even when most users discontinue PrEP at least once.! That calls
for new ways and indicators to assess short-and long-term impacts as PrEP
users start, stop or switch products as their risk changes, or when new product
options become available.

Family planning programs may provide a better model for PrEP. Contraceptive
users have a range of method options that they may start, stop or switch based
on their circumstances and preferences. Data show that over 20 percent of
people using shorter-term contraceptive methods, such as pills and injectables,
stop use within a year.?2 The goal of family planning programs isn’t to keep people
locked into a single method but to ensure that everyone who wants to prevent or
delay pregnancy has the contraceptive supplies and support they need.

To assess the extent of their coverage in this context, family planning

programs use a “couple-years of protection” indicator based on the volume of
contraceptives distributed across a population over a given period of time. A
similar measure could be used for PrEP, combining relatively easy-to-collect
data points: the volume of PrEP distributed (independent of product, as
additional products become available); the average duration of HIV prevention
per “dose” (allowing for incorporation of longer-acting methods into the model);
and the number of people in a community or geographic area who are at risk for
HIV and have a user indication for PrEP.
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Once this estimate of programmatic coverage has been obtained, it can be used together with data on HIV
incidence to model the impact of PrEP programs, in terms of infections prevented, as long as robust data are
available to account for confounding factors such as HIV treatment scale-up and viral suppression.3

Harmonize and simplify data collection systems

Governments, funders and implementers can reduce the burden of collecting and analyzing these essential
categories of information by working together in a more streamlined way. This means identifying a standard set of
core PrEP indicators across national health management information systems (HMIS), WHO, PEPFAR and Global
Fund programs. Strengthening the connections between the data collected through national HMIS, community-
led monitoring and population-level or surveillance surveys would provide a more accurate picture of trends in
PrEP use, programmatic gaps, and prevailing attitudes and perceptions of users, providers and communities.

There may also be ways to collect data on PrEP impact at the population or community level, and track trends over
time through population-based surveys such as the Population-based HIV Impact Assessment (PHIA) surveys
funded by PEPFAR and implemented by ICAP. For example, some PHIA surveys have started to collect data on
PrEP awareness, acceptability, use and adherence. Additional indicators could be incorporated to assess the use
of ART-based HIV prevention methods at the population level and the impact of PrEP in reducing HIV infections.

Proposed Modifications to Current PrEP Indicators and M&E Approaches

= Ensure PrEP initiations for each product are disaggregated not only by key population and age,
but also by pregnancy/breastfeeding status.

m Add and pilot an indicator to measure “person-years of protection” derived by dividing the
volume of PrEP products distributed by the size of the at-risk population; in settings where PrEP
is sufficiently scaled up, add an impact measure that correlates PrEP uptake with reductions in
new HIV diagnoses to serve as an indicator of PrEP impact.

m Assess and compare PrEP uptake across delivery settings to better understand if PrEP uptake
and effective use improves when PrEP is offered via different delivery channels (i.e., family
planning clinics, mobile clinics, safe spaces, drop-in centers, etc.).

Standardize and improve measures of PrEP cost-effectiveness

In the context of overall declining global HIV funding, with cuts often affecting prevention programs in
particular,* efforts to assess and demonstrate the cost-effectiveness of PrEP are more important than ever.
While the cost-effectiveness of PrEP interventions will necessarily be lower than that of HIV treatment
programs (since treatment can provide health benefits to people living with HIV and to their sexual and drug
injecting partners), people at risk for HIV still have a critical need for independent options like PrEP that they
can use to protect themselves. As new products become available, cost-effectiveness data should be used to
inform decisions about the arsenal of prevention options and delivery strategies.

The indicators for coverage and impact proposed above can help countries, implementers and funders
understand and assess the benefits of PrEP programs. To model cost-effectiveness, programs and policy
makers also need to standardize which cost elements are included in PrEP costs, and to collect more
comprehensive data on the costs both of commodities and of delivering PrEP.

All cost-effectiveness models should be updated and adapted with new data as longer-acting products with
different distribution needs and frequency, and future combination prevention methods, become available.
To help countries better estimate costs and assess the potential impact of new products, product developers
should share cost information early in the research and development pipeline.

Beyond the expenses of PrEP products and related clinical care, cost-effectiveness models should also
account for the cost of activities designed to increase demand and community support for PrEP. This
information can inform decisions about where PrEP is best delivered, e.g., at HIV clinics, family planning
clinics, drop-in centers, mobile clinics, community depots, or home delivery.



Paint a more detailed picture of PrEP users

As the number of PrEP users increases, it will continue to be important to understand whether PrEP

is reaching those who could benefit the most from it. When new products are eventually introduced,
implementers will also want to learn which prevention options appeal most to which users and whether
there are differences in how effectively different groups can use the methods. Such information can support
targeted marketing and distribution efforts. This will require disaggregating data by age, pregnancy or
breastfeeding status, and population group (i.e., AGYW, FSW, MSM) of PrEP users.

Understand how long people continue to use PrEP, and why they
stop (and re-start)

Currently, only a minority of people who begin using oral PrEP continue with the method for more than a few
months.5 Longer-acting methods in the pipeline, such as rings, implants and injectables that provide one or
more months of protection without further action, may make it easier for some people to sustain protection for
longer periods of time. But programs can still do more to help those at ongoing risk for HIV acquisition to sustain
daily oral PrEP use for longer periods of time. Research to date has identified multiple barriers to sustained

use, including concerns about product-related side effects and branding; societal and self-stigma; a lack of
support from partners and family; providers who lack PrEP knowledge and/or are unwilling to prescribe it; and
inadequate access to efficient, culturally-appropriate, people-centered PrEP services.®

Importantly, however, it is essential that PrEP discontinuation, or cycling on and off, not be indiscriminately
labeled a “failure”. People initiate PrEP use because they believe they’re at risk for HIV infection (or will be in
the future), and evidence suggests that some people stop when they believe that risk has declined. Among
participants in the SEARCH study, conducted in Kenya and Uganda, , over half of participants who returned
for follow-up visits reported at least once that they weren’t currently at risk, and half who stopped PrEP later
restarted it when they felt they needed it. Study results showed significant reductions in HIV incidence among
PrEP users, even with modest uptake, precisely because people used it when they needed it.”

What's needed, therefore, is a deeper, more contextualized understanding of PrEP continuation, one that
can help identify and remove barriers to ongoing use without judging people—or penalizing programs—
when someone makes a reasonable choice to stop a given method. Implementation research (not routine
monitoring) that follows people over time in real-world conditions offers the best way to better understand
why people stop and restart PrEP, and what interventions can help them continue use during periods of risk.
When new products become available, implementation research will also be important to assess when and
why people might switch from one method to another.

Key Considerations for PrEP M&E

Ministries of Health, Donors, Implementers and Providers can:

= Agree on a set of core PrEP indicators across donors and national health systems, including
one that measures impact.

m Distinguish between data needs for routine monitoring and evaluation as opposed to data
needs for improving support to help individuals stay on PrEP.

= Collect data and information on patterns of use, switching methods, and the reasons people
may discontinue PrEP via program evaluations and implementation science.

= Collect data on costs and utilization of PrEP-related programming such as demand
generation, community outreach, and implementation of combination prevention programs.

= Adapt existing costing and cost-effectiveness models to incorporate new, longer-acting
methods as part of combination prevention.



For more information:
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September 29, 2020. HIV Prevention Market Manager and Jhpeigo. https://www.prepwatch.org/resource/scaling-up-and-
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The HIV Prevention Market Manager (PMM), led by AVAC and CHAI with funding from the Bill & Melinda Gates
Market Manager| Wi Foundation, works with partners to expand the portfolio of HIV prevention options and ensure appropriate products are
s available, accessible and used. Since 2016, the PMM has generated key insights into HIV prevention programming,
Tomm—— centering the people who most need, want and can use prevention, including the identification of motivators and
barriers to product use and adherence. PMM has also supported evidence-based PrEP implementation strategies in multiple countries and
catalyzed solutions to improve HIV prevention delivery and monitoring of PrEP impact. PMM isn’t about a specific HIV prevention product;
it's about paving the way for more robust and comprehensive options; accelerating their delivery; and reducing time to impact.
PMM also established the Biomedical Prevention Implementation Collaborative (BioPIC), an innovative mechanism that coordinates key stakeholders
including product developers, civil society, donors, researchers, policy makers, normative agencies, and implementers to develop a product
introduction strategy for emerging and future biomedical prevention options, including injectable cabotegravir and the dapvirine vaginal ring.
A summary of PMM activities is online, and a wide range of relevant data, research insights and practical PrEP implementation tools
created by PMM is available at prepwatch.org.
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