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|:>The Prevention Market Manager (PMM): Background

PMM isn’t about a specific HIV Px product.
It’s about paving the way for more robust and comprehensive options.

People at risk of HIV are the center of PMM’s work. PMM engages affected communities to understand the
needs, preferences and the challenges they face in taking up and using HIV prevention options.

PMM contributes to more rapid and strategic introduction and scale-up of oral pre-exposure prophylaxis
(PrEP) in four priority countries—Kenya, Malawi, South Africa and Zimbabwe.

PMM analyzes lessons from all facets of the oral PrEP experience to pave the way for faster development and
introduction of vaginal rings, long-acting injectables, implants, patches, and others next-generation
approaches that are at various stages in the pipeline.
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All in order to accelerate delivery, inform product
development, and reduce time to impact




D PMM: Learning Together, Sharing Knowledge for Better Results

How our work informs HIV prevention from research through roll-out
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We’re learning about the experiences and
prevention preferences of adolescent girls and
young women, and other high-risk and underserved
groups, so future prevention tools can be designed
to meet their needs.

Product developers better understand the
prevention needs of individuals at risk for HIV, and
in-country product distribution channels and
challenges, to better deliver HIV prevention options
that are more likely to be used.

Funders can make more thoughtful decisions about
their prevention investments when they have
confidence that HIV prevention options entering the
market can be distributed effectively to, and will be
used by, those who need them most.

Government decision-makers share what they know
with peers and partners in real-time, enabling more
informed decisions and make programmatic
adjustments.

By sharing lessons learned broadly, implementers in
any country can modify or develop new systems
that support more rapid scale-up and introduction of
future HIV prevention options.



D The pipeline for HIV Px products is expanding, but requires

coordination especially as more products become available.

Currently available

o
@
HIV treatment for Oral PrEP

people living with HIV  with TDF/FTC

UE

Male & female : lic :
condoms male circumcision :
’
\
Oral PrEP Syringe exchange
with F/TAF programs :
Approved by the US
FDA for use in adults
and adolescents who
do not engage in

receptive vaginal sex

Voluntary medical :

In regulatory review

©

Dapivirine
vaginal ring

: Broadly neutralizing

In development:

Efficacy trials under way

O 9O

Preventive
vaccines

Oral PrEP
antibodies with F/TAF
FDA required Gilead to
conduct an efficacy study
among cisgender women.

Long-acting
injectable

Combo oral
PrEP/OC

Possible dual pill to market

by 2022.

SOURCE: HIV Prevention Research, Development and Implementation Pipeline in 2020—and Beyond, 2019 AVAC Annual Report

In development:
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Multipurpose vaginal ring Patches
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Inserts Enema


https://www.avac.org/infographic/hiv-prevention-research-pipeline

|:> Avoiding Historic Delays with New Prevention Options

PMM works to resolve challenges for oral PrEP— and help spur advanced planning to avoid
delays with next-generation options in the pipeline.

The full impact of recent advances
(including VMMC and oral PrEP) were
delayed by years because of limited
advance planning.

Challenges included:

 Limited research to identify and
understand potential users

 Lack of coordination for demo projects

* Few tools for country-level decision
makers (e.g., estimated costs or
impact of investments)

* Failure to invest in strategic demand
creation

Global coverage (percent)

Years from Product Launch to Scale-Up
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Product launch year is shown in parentheses.

LMIC = Lower- and middle-income countries Figure courtesy of Dana Hovig, Bill & Melinda Gates Foundation.

While drugs, diagnostics, and vaccines typically scale within the first two years of
launch in developed countries, they often take decades to scale in lower- and
middle-income countries.




When PMM began in 2016, no countries in sub-Saharan Africa had

introduced oral PrEP and national PrEP programs did not exist

e The PMM initiated work to accelerate
introduction of oral PrEP and ensure lessons
from PrEP roll-out inform future prevention

In Q4 2015, WHO recommended that TDF-
containing oral PrEP should be offered as an
additional prevention choice for people at
substantial risk of HIV as part of combination

HIV prevention approaches * In 2016, PMM focus countries were:
South Africa: Strong national HIV

response; historical early
adopter

programming.

f

) Kenya: Strong national Tx and
VMMC program; historical early
adopter

i
O Zimbabwe: Strong MOH support
R ..
for Px but very limited resource
envelope

Malawi: Limited resource envelope
but has recently prioritized
exploring PrEP as an option




PMM created mechanisms and documented learnings to catalyze

PrEP introduction and scale-up

* Implementing partners mobilized around support for delivery of oral PrEP Oral PrEP achievements to-date
with diverse goals and population targets. PMM was well placed to support
Ministries to coordinate the response and establish national policy.

Cumulative initiations PrEP sites

N W2 [ X X7
* Through AVAC and CHAI’s longstanding relationships in-country, the PMM :{ @
drove several activities required for product introduction and scale-up: Kenya 56K
v Enabling PrEP availability via support around decision-making on drug Launch in Q2 2016 1,898

choice, product registration, annual forecasting, supply chain integration
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v" Achieving technical and operational consensus around delivery via
development of clinical guidance and national implementation plans

South Africa 5
Launch in Q2 2016

o
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98]
(00]
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v' Setting priorities and coordinating implementation via establishment of
PrEP TWGs to ensure robust dialogue and joint planning, target-setting and
review of progress across government and partners Zimbabwe

Launch Q3 2017 130
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v Capacitating HCWs and public facilities with tools to provide PrEP

v" Enabling data-driven decision-making by creating M&E systems to track
implementation progress and developing new methods to estimate impact

B>

Malawi
v' Identifying and leveraging opportunities for sustainable financing Launch in Q4 2019
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W
o
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SOURCE: PrEP Watch 2019



D How is PMM supporting oral PrEP into 20207

South Africa

* PMM will continue to support the NDoH with oral PrEP scale-up by supporting effective M&E approaches
to understand progress against scale-up targets, linkage with HTS targets, and continued technical

‘ assistance for using data to optimize service delivery.

Kenya

e PMM will support NASCOP and other key PrEP partners to set country-level PrEP targets using a
methodology launched in 2019, and iterate on it as population size data becomes more reliable in 2020.

« PMM will scale-up use of the electronic ADT platform to provide key insights to understand uptake and
continuation trends to-date. The team will analyze continuation trends across various populations and
carry out focus group discussions with those who are early discontinuers to understand potential reasons

and barriers.

Zimbabwe

 PMM will work with MOHCC and partners to develop a revised national PrEP implementation plan, as well
as a standardized PrEP M&E system (harmonizing indicators, tools, and reporting) to comprehensively
inform national decision-making and facilitate better coordination of activities.

Malawi
« PMM will focus on documenting learnings from the oral PrEP introduction for future prevention products,
and preparing the market and health system to better meet the needs of those in need of HIV prevention

options.




|:> PMM’s Strategic Goals for 2020

Global Coordination

Catalyze and elevate
solutions to optimize and
inform HIV prevention
delivery through evidence
and resource sharing
when convening
implementers,
governments, advocates
and developers at global,
regional and country
levels

People
P Demonstrate the impact, scalability and viability of the SA

end user work among implementers inside and outside of
SA as well as product developers and funders

Programmatic Platforms

Catalyze and support evidence-based optimization of oral
PrEP programs and platforms by providing technical
assistance to governments, implementers and funders

Pipeline Products

Leverage CAB-LA research and post-trial access strategy to
inform and coordinate investments;

Apply lessons learned and adapt BioPIC structure to
engage with next-gen px product developers to accelerate
product introduction
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PMM'’s 3Ps framework analyzes the prevention landscape to optimize

10

existing programs and accelerate introduction for future products

The priorities

The landscape

The approach

People

A
. <|>The users of prevention

. ®

Programs

Products —=<

Oral PrEP

C

Long-acting injectable
PrEP, Cabotegravir

Next generation
prevention

The Challenge

The Risk

PMM Response/
Progress

E By end
of 2020
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|:> People: Challenges & Solutions

THE USERS OF PREVENTION

Even the safest, most effective prevention options only work if they get used by individuals

The Challenge in need

_ Product developers and funders could develop new options that are not wanted or used
The Risk by the people who need them most

>® &

* Initiated innovative behavioral economics and human-centered design projects to provide in-
depth understanding of HIV prevention needs, wants, challenges and opportunities
* Found that, for most AGYW, HIV Px is embedded in a journey of relationships and healthy
@ Ermoﬂrlzggp"“se/ sexual routines
Developed journey framework that recognizes the standard linear understanding of prevention
behavior does not accurately represent reality
e Used quantitative data to outline discreet and identifiable segments

* Design, implement, & evaluate 2 pilot interventions to improve AGYW uptake of HIV Px
* Provide technical assistance to partners to inform and incorporate user insights into program(s)
E E%lzegzdu  Coordinate with regional partners (Kenya, Zimbabwe, and Malawi) to explore scalability and
applicability of the research outside of South Africa
 Document and disseminate results and lessons learned to targeted stakeholders through
roadshows and sharing of tools and resources



|:> People: Measurable Progress

(a) THE USERS OF PREVENTION

B Cutting edge market research insights shared in real time.

PMM relied on behavioral economics and human-centered design to learn how AGYW in South Africa
make decisions regarding their sexual health and relationships.

PMM is using the below model, and ideas sourced directly from AGYW, to implement targeted
communications using market segmentation to test two pilot interventions aimed at maximizing uptake,

adherence, and correct use of prevention products.

HCD IDEATION

PILOT

INTEGRATED EXECUTION

IMMERSION,
QUAL RESEARCH QUANT STRATEGY - I EggT%%%m%N
l[:f;ga gow AUAL RESEARCH QEEEMAE?&%,ON - HCD: STRATEGIC

{ETHNOLAS + JOURNEY) TOOL DEVELOPMENT

APPROVALS

2017 2018 2019 2020



|:> Programs: Challenges & solutions for oral PrEP delivery

@ The Challenge

The Risk

PMM Response/
Progress

E By end
of 2020

ORAL PREP

Shown to be safe effective in 2010 and first approved in 2012, oral PrEP has been slow to
reach people at greatest risk and provide impact against the epidemic. Multiple
demonstration projects were implemented, but major questions remained unanswered

Oral PrEP as an intervention could be dismissed prematurely—not because the product
doesn’t work, but because programs were not strategically designed or implemented

Catalyzed achievement of >120k cumulative initiations in Kenya, South Africa, Zimbabwe,
and Malawi, representing 2/3 of LMIC initiations and 1/3 of global initiations, by providing
TA to governments on policy development, program design & implementation, and M&E
Created a real-time community of practice to capture and analyze data to identify and
address the critical barriers to use and impact

Catalyze scale-up of oral PrEP according to national strategies in Kenya, Malawi, South
Africa, and Zimbabwe by developing, providing guidance on, and assisting governments to
track and achieve expressed implementation plans (improving/adjusting where needed)
Prepare the in-country environment for rapid introduction of CAB-LA by sensitizing
stakeholders to ongoing clinical trials and begin system preparations for rapid
introduction in BMGF priority countries



|:> Products: Challenges & Solutions

@ LONG-ACTING INJECTABLE CABOTEGRAVIR (CAB-LA)

Experience from oral PrEP rollout demonstrates challenges with uncoordinated planning

The Challenge
& for product introduction and the resulting delays in delivering public health impact

delayed and/or not reach those in greatest need

* Established the Biomedical Prevention Implementation Collaborative (BioPIC), which
PMM Response/ developed a CAB-LA introduction strategy to ensure critical planning and preparation
@ Progress occurs in parallel with clinical trials and ahead of their completion
* Leveraging lessons learned regarding new products, PMM is working with CIFF to launch
the Dual Prevention Pill (DPP) combining oral contraceptive and oral PrEP

&The Risk Even if shown to be safe and effective in clinical trials, introduction of CAB-LA will be

e Track and monitor progress against the CAB-LA Strategy and lead public dissemination of v2.0
By end strategy with communication materials, webinar, and roadshow with key stakeholders
of 2020 * Use CAB-LA Strategy to conduct preliminary readiness assessment that systematically
evaluates health system capacity and policies to anticipate rollout challenges and identify
available delivery mechanisms for CAB-LA and draft initial country-specific introduction
roadmaps



|:> Products: Measurable Progress

@ LONG-ACTING INJECTABLE CABOTEGRAVIR (CAB-LA)

. Establishing an innovative mechanism to accelerate access to pipeline products

Oral PrEP Product Introduction Future Product Introduction Approach
Prior to PMM Launched by PMM

Without advanced planning and coordination, LMIC To support rapid, successful introduction of HIV
introduction of oral PrEP was delayed 4+ year after FDA prevention products, BioPIC aims to forge a new path
approval. forward for future products.
Key components of product introduction were Plan in parallel to clinical trials to shorten the
@ not well-timed, causing delays in introduction CC time between regulatory approval and large-
and scale up. * scale, phased implementation projects in LMICs.
., Duetoa complex, fragmented stakeholder Coordinate stakeholders in advance to ensure
landscape, post-approval studies were not M projects are well-designed to provide evidence
designed to answer critical questions. to quickly build from small pilots to scale.

In partnership with BMGF and ViiV Healthcare, PMM engaged diverse stakeholders from over 80 organizations and 20
countries to compile HIV prevention learnings and to plan ahead for successful introduction of future products.



|:> Products: Measurable Progress

@ LONG-ACTING INJECTABLE CABOTEGRAVIR (CAB-LA)

. Establishing an innovative mechanism to accelerate access to pipeline products

Established buy-in on advanced, collaborative planning A shared introduction and access strategy
with 100+ civil society members, donors, researchers, developed in parallel to clinical trials will ensure
policy makers, normative agencies, and implementers activities are well-designed, well-timed, and well-
M Led extensive working group consultations to develop funded to meet the needs of global and country
V1 introduction and access strategy for CAB-LA decision-makers.
M F|naI|z.ed CAB-LA need e.stlmate a.nd conducted HRH BioPIC Next Steps
analysis to inform early introduction
Informed Unitaid’s long-acting technology investment BioPIC will cont.lnue to serve as _a coordination
strategy x: structure, tracking progress against the strategy and
N disseminating learnings for CAB-LA and HIV
M Catalyzed WHO'’s regulatory coordination to prepare prevention more broadly.
NDRAs for review , L _
_ BioPIC will distill learning from the CAB-LA strategy
Spurred an analogous CIFF investment to start into an adaptable product introduction framework,

contraceptive pill



|:> Products: Challenges & Solutions

The Challenge

& The Risk

PMM Response/
Progress

NEXT-GENERATION PREVENTION

Multiple products are currently in early-stage development, including multiple implants,
other novel delivery systems, and multi-purpose prevention technologies (MPTs)

Product developers and funders could develop new options that do not fully respond to
the preferences and realities of the people who need them most

Ensure that oral PrEP lessons and end-user insights are compiled, analyzed and
disseminated as field-wide assets

Provide product- and category-specific information to developers with early-stage products
to inform understanding of overall market and improve decision-making

Engage with pipeline product developers based on shared and specific information needs
Provide insights from AGYW end user work around preferences and barriers

Develop a revised governance structure, objectives, and terms of reference for a next-
generation (BioPIC)



|:> Products: Measurable Progress

PMM works to optimize the potential impact of pipeline HIV
prevention products by sharing insights and updates with developers.

Developers turn to PMM for critical information and analyses on:

"M\M End user preferences, human
centered-design, marketing &
communication plans

National procurement
processes

iz

&?ﬂﬁ Health systems capacity @ Market sizing and landscaping

&@& Stakeholder engagement



|:> PMM Key Resources: Highlights from 2019

People: AGYW Integrated Qual + Quant Research Presentation

Universal THE BIG FLIP: Healthy
Opinion Formed New Resolution REORIENTATION Lifestyle Aligned Sexual
INTERNALLY Relationships
B If someone cares about I need to make sure I don't need to risk my My relationships are Relationships
Lifeetvle me, they should show men are going to health to live the aligned to a successful aligned to

me (with gifts) provide for me lifestyle I desire lifestyle lifestyle goals,

Seeker

E I can keep myself safe | I need to wait until I find | I am able to take more
Respect by making good partner men that are control for protecting my
choices trustworthy health
Seeker

. Mutuall
Sexual Health is a resup::ﬁxl

shared relationship goal u relationships

Products: BioPIC Strateqy for CAB-LA 2.0

‘Summary of BIoPIC's CAB-LA Strategy:
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HIV & Sexual and Reproductive Health
Integration

Key Learnings from a Multipronged Review of Policies and Evidence

Accelerating Product Introduction
Informing Product Development

Reducing Time to Impact

Supprted by the BII . Mol

Global PrEP Tracker

PrEP Initiations by Country, October 2019

> 25,000
10,000-25,000
5,000-10,000 \\

1,500-5,000
500-1,500

< 500 q
No Data ‘
PrEP Available (No Data)

Source: AVAC Global PrEP Tracker, Q3 2019,
hitps://wwwprepwatch.org/country-updates/



https://www.prepwatch.org/in-practice/global-prep-tracker/

|:> PMM Key Resources

For more information and resources from the
Prevention Market Manager, please visit our
Resource Page
and
PrEPWatch.org

M ARKET Accelerating Product Introduction
M A N AG E Informing Product Development
Reducing Time to Impact
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https://www.avac.org/product-innovation-availability
https://www.prepwatch.org/scaling-up/framework/

