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D HIV Prevention Market Manager’s Guiding Principles

e People: placed at the center to understand what I —
they want, need and will use PMM aims to

e Products: collaborate with developers to accelerate shorten the time
product introduction and inform product design from ‘we know
and development a prevention

e Programs: build a community of practice amongst product works’
Implementers that learns what works and what to ‘it’s in
doesn’t and course correct in real time the field and

e Policies: understand and provide the evidence, protecting the
data and information needed to guide faster people who
decision-making need it most.’

All in order to accelerate delivery, inform product
development, and reduce time to impact



D Avoiding Historic Delays with New Prevention Options

Full impact of recent advances —
including voluntary medical male

circumcision and oral PrEP —delayed 100% . - @ Vaccine (avg. USA) VMMC

by years because of Iimitegj advance ,; ‘@  @Drugs (avg USA) ® PrEP

planning for roll-out. Practical r Diagnostic (ave. USA) o Rotavirus Vi (2006)

challenges included: A aghostic ave. Otavirus vx

o ,,I © ACTs market (1999)

* Limited research to identify and —~ 1o Iy @ Chlorhexidine (2007)
understand potential users. S " @ HepB Vx (1981)

» Lack of coordinated plans for 53 n ORT (1971)
demonstration projects @ " o Hib Vs (1987)
(e.g., many small studies of PrEP; & sox ) D VX
not big or consistent enough to = ' ® ARVs (1987 LMIC)
draw right conclusions). = '

* Few tools for country-level decision 2 !
makers (e.g., estimated costs AL
or impact of investments). !

« Slow recognition of the importance ,' —
of and investments in strategic I /
demand creation. !

0%

PMM currently working to surmount 0 ° 10 B 20 2 3

these challenges for oral PrEP—and Years from launch

to help spur the advance planning Product launch year is shown in parentheses.

needed to avoid delays with next- LMIC = Lower- and middle-income countries Figure courtesy of Dana Hovig, Bill & Melinda Gates Foundation.

generation options in the pipeline.



D The HIV Prevention Research & Development Spectrum

Currently
available

HIV treatment for Oral PrEP
people living with HIV with TDF/FTC
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D PMM Approach: PX challenges and solutions

The approach

® The Challenge
& The Risk

PMM Response/
Progress

E By end
of 2020

—

\

The landscape

A

The users of prevention

B
<|> Oral PrEP

C
Long-acting injectable
PrEP, Cabotegravir

D
Next generation
prevention




D Px Users: Challenges & Solutions

THE USERS OF PREVENTION

Even the safest, most effective prevention options only work if they get used by individuals in
The Challenge need.

Product developers and funders could develop new options that are not wanted or used by

The Risk the people who need them most.

>® &

Initiate innovative behavioral economics and human-centered design project to provide in-depth
understanding of HIV prevention needs, wants, challenges and opportunities
» Qualitative data identified nuanced insights that prevention is embedded within a journey of
PMM Response/ lationshi d health | .
Progress relationship management and healthy sexual routines
Developed a journey framework, or map, that recognizes the usual linear understanding of
prevention behavior was not accurately representing reality
» Quantitative data identified discreet and identifiable segments

» Disseminate findings and support policymakers, implementers and communities to use findings
to improve programming of and increase access to products.
E By end » Feasible, research-based tools that enable program implementers to reach and serve priority
of 2020 population segments
» |dentify best messages and messengers for each segment to support their px journeys
« Segment-specific information to support adoption and adherence of current and future products
» ldentify product preferences for segments to improve product introduction and market sizing.



D Oral PrEP: Challenges & Solutions

The Challenge

The Risk

P ®

PMM Response/
Progress

E By end
of 2020

ORAL PREP

Shown to be safe effective in 2010 and first approved for use 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 remain 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.

» Create a real-time community of practice, with policy makers and implementation partners to
capture and analyze data to identify and address the critical barriers to use—and impact

« Catalytic support to governments in priority countries for policy development, program
design, and monitoring.

» Clear understanding of what works—and doesn’t—in oral PrEP programs, to inform scale-
up and the introduction of next generation products

* Drive consensus among stakeholders on definitions and approaches to address continued
use of oral PrEP.

» Develop strategy to address provider challenges.

« |dentify effective demand-creation interventions and approaches for integrating oral PrEP
and family planning services.



D CAB-LAI: Challenges & Solutions

The Challenge

The Risk

® D ®

PMM Response/
Progress

E By end
of 2020

LONG-ACTING INJECTABLE CABOTEGRAVIR (CAB-LA)

Experience from oral PrEP rollout and from previous global health product
introductions demonstrate the challenges with uncoordinated planning for product
introduction and the resulting delays in delivering public health impact.

Even if shown to be safe and effective in clinical trials, introduction of CAB-LA will
be delayed and/or not reach those in greatest need.

Established the Biomedical Prevention Implementation Collaborative (BioPIC).
BioPIC developing a comprehensive, coordinated product introduction agenda
and access strategy in parallel with clinical trials and ahead of their completion.
While focused on CAB-LA, PMM is working with IPM and the OPTIONS
Consortium to collaborate on planning for the dapivirine vaginal ring.

|dentify research-to-rollout challenges, outlining what is still needed to be known to
efficiently rollout CAB-LA.

lterate on plan, especially as new data becomes available, that identifies critical
activities, timing, resources and stakeholder roles and responsibilities to fill gaps.
Leverage CAB-LA as an example to develop and fine-tune an overarching product
introduction framework that is adaptable for any future product.



D Next-gen Px: Challenges & Solutions

The Challenge

The Risk

©
®
A
®

PMM Response/
Progress

E By end
of 2020

NEXT-GENERATION PREVENTION

Multiple products are currently in early-stage development, including multiple
implants, other novel delivery systems, and combination products.

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.

«  Work with multiple developers early in the development process to ensure
products meet needs of potential users.

» Develop market forecasts and work with modelers to estimate cost and impact of
introducing new options.

* Anticipate unique challenges that each product will need to resolve —and which
challenges will not be addressed by new products.



D OUR WORK: Smarter Rollout Today, Faster Rollout Tomorrow

PMM'’s work is not about any single HIV prevention product. It’s about paving the way for introduction
of a more robust and comprehensive mix of options from which people can choose.

» People at risk of HIV are at the center of everything we do. \With our partners, we engage affected
communities directly to understand individual needs, preferences and the challenges they face in
taking up and using HIV prevention options. Adolescent girls and young women are a central focus
of our work in African countries, because they are at greatest risk for HIV and are historically
underserved by HIV prevention efforts.

® In the near term, a significant outcome of our work is more rapid and strategic introduction of oral
pre-exposure prophylaxis (PrEP) in four priority countries—Kenya, Malawi, South Africa and
Zimbabwe. The rollout of PrEP in these countries shows how complex and challenging
implementation can be, with 62 distinct oral PrEP implementation projects: 31 ongoing, 20 planned
and 11 completed, with 47 different organizations involved in implementation research.

®» PMM analyzed lessons from all facets of the oral PrEP experience —demand generation to retention
strategies to delivery platforms—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.



D OUR WORK: Smarter Rollout Today, Faster Rollout Tomorrow

Driving Product Introduction and Access

As PMM, AVAC and CHAI are
taking our missions further. AVAC e®e Understand the end user

has always advocated for Clos'"g " Improve understanding of end-users to maximize impact through targeted risk assessment,
critical prevention gaps. With segmentation, improved uptake, adherence and correct use, with focus on AGYW.
African and global partners, we’re
stepping beyond advocacy to
generate knowledge and tools to
more quickly deliver new Preclinical
advances:

Research & Development

Implementation Introduction
Science Initiatives Rollout

- Engaging directly with national o _ _ _
decision-makers to identify and Improve R&D pipeline Accelerate introduction of prevention products

o) Improve acceptability and accessibility Determine what makes product introduction successful,

overcome delivery hurdles for Z of priority HIV prevention products in support scale up and apply lessons for future products.
PrEP the pipeline.
* Examining the preferences and Understand th f ti Enhance global coordination
. . nderstana the payers ot prevention Inati
experiences of people at hlgh {‘ Ensure availability of sustainable resources for @? Find the best mechanisms to create efficiencies across all
risk for HIV, so that future tools— HIV prevention. parties working in prevention.

long-acting injectables, vaginal
rings, bNAbs and vaccines—can
be optimized to meet their needs



D OUR PARTNERSHIPS: Learning Together, Sharing Knowledge

for Better Results

How our work informs HIV prevention from research through roll-out

@ 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.

9 Product developers better understand the
prevention needs of individuals at risk for HIV, and
Product in-country product distribution channels and
Developers i challenges, to better deliver HIV prevention options
000 ﬁ@

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
People at ogtlxlﬁgeavr%ng%?e market can be distributed effectively to, and will be
risk of HIV widely used 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.

®

-4
Prevention HIV Prevention

Implementers Funders

@ 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 OUR PROGRESS: measurable successes in three years

B Support for rapid policy development and program
implementation

B Data for more informed decisions
B Cutting edge market research insights shared in real time

® Informing HIV prevention product development

See following pages for detail



D OUR PROGRESS: Measurable Successes in Three Years 14

B Support for rapid policy development and program implementation.

In October 2015, less than one month after WHO released its updated PrEP
recommendations, PMM was there to provide administrative, technical and
knowledge support to the South African government as it began planning for
rollout. On June 1, 2016, South Africa was the first country in sub-Saharan Africa
to move from WHQO's global guidance on offering oral PrEP to actual
implementation, a feat it achieved in just nine months.

PMM, in partnership with the OPTIONS Consortium and the South African
Department of Health, conducted the ACCESS Operations Research Study to
assess the first year of the national PrEP program. ACCESS identified factors
affecting individual’s decisions to initiate, continue, and/or stop PrEP use, and
PrEP provider’s attitudes and practices. The findings led to immediate
programmatic adaptation.



) Selected Resources from PMM to Support the Field

B Support for rapid policy development and program implementation
Advancing PrEP: Insights to quide introduction and scale-up in South Africa

Oral PrEP Mapping in Kenya and Zimbabwe

PrEP\}/Atch PrEP Planning A-Z

Introducing PrEP is a complex process, and there's no single mold for an effective program. But this

section of PrEPWatch is a great place to start.

This step-by-step framework for scaling up PrEP outlines what's involved for introducing oral PrEP and

provides links to tools and resources:

TECHNICAL BRIEF
NOVEMBER 2018

Advancing PreP: Insights to guide introduction
and scale-up



https://www.prepwatch.org/wp-content/uploads/2019/08/ACCESS_TechBrief.pdf
https://www.prepwatch.org/wp-content/uploads/2017/01/Kenya_Oral_PrEP_Mapping_Nov_2016.xlsx
https://www.prepwatch.org/wp-content/uploads/2017/06/Zimbabwe_Oral_PrEP_Mapping_March2017.xlsx

D OUR PROGRESS: Measurable Successes in Three Years 16

B Data for more informed decisions.

PMM worked closely with the Kenyan Ministry of Health’s National AIDS & ST
Control Programme (NASCOP) to support the development of its national PrEP
strategy. Specifically, PMM worked to improve data systems so that decision-
makers would have a clear snapshot of PrEP uptake. This research helped drive
the decision to make PrEP widely available in Kenya in 2017, through the largest
nation-wide oral PrEP program outside of the US, France and Australia.

PMM also established a robust partnership with the Jilinde project in Kenya to
develop a omprehensive, user-centered integrated oral PrEP marketing campaign.
Initial demand for oral PrEP was above target, and Jilinde, PMM and many other
partners are now exploring factors related to product continuation and how to

support ongoing use.



) Selected Resources from PMM to Support the Field

B Data for more informed decisions

Risk Assessment Tools & the Identification of Individuals at High-Risk of HIV
infection in Delivery of Oral PrEP

PrEPWatch’s Track Global PrEP Use

|% Global PrEP Tracker

Risk Assessment Tools and the
Identification of Individuals at High-
Risk of HIV infection in the Delivery
of Oral PrEP



https://www.prepwatch.org/wp-content/uploads/2019/03/Risk_assessment_tools_and_analysis.pdf
https://www.prepwatch.org/in-practice/global-prep-tracker/

D OUR PROGRESS: Measurable Successes in Three Years 18

B Cutting edge market research insights shared in real time.

PMM is using behavioral economics and human-centered design research to learn more
about how adolescent girls and young women in South Africa make decisions and how
this might inform better programs and product development. The research recognizes
that an individual’s needs, desires and motivations change over time, and can help
identify effective program design, communications tools and messages to help them
make personal, informed HIV prevention decisions. PMM is providing interim updates on
findings to HIV program implementers so they can act on the information as quickly as
possible. Full results are anticipated in 2019.

Initial qualitative analysis found that for young women in South Africa, HIV prevention is
embedded in a broader context of relationship management and sexual health. A distinct
five-phase overarching journey to sexual health was identified through which individuals
will navigate in different ways and at different speeds. PMM is now collaborating with
implementers to consider application of these findings to programs that can be more
responsive and supportive of young women’s journey.



D Selected Resources from PMM to Support the Field

B Cutting edge market research insights shared in real time

Breaking the Cycle of Transmission: Increasing uptake and e oo
effective use of HIV prevention among high-risk adolescent girls m
and young women in South Africa: Qualitative & Quantitative E=

findings & segmentation e
s A EEET
Human-Centered Design in Global Health & Development: m m

nnnnnnnnnnnnnnnn

Nean age: 18 years
u - ] L] u L {range: 16-23 years) if approved) for HIV- HIV prevalence
nnnnnnnnnn Mean age: 26 years
(range: 24-29 years)
they aren't on effective ART,

What we know and don’t know about adolescent girls and young
women and HIV prevention in sub-Saharan Africa — Mapping

findings across completed, ongoing and planned projects
Human-Centered Design: How it adds up Eﬁc‘:\esr'st:r:d:ing AGYW

-centered pri g singly offered a: asolutmntnp blic health challenges, but what does it Segments, Journey and
Ilymean This pleg ph hmv s some of the core elements in the equation Product Choices

v PHASE 02:
Integrated Strategy
u
mm m )

of people who will I-:n-unllud

use th wnm. eers and Y
ummmu uullmncam Human Centered Design Tools



https://www.avac.org/event/breaking-cycle-transmission-effective-hiv-prevention-among-AGYW
https://www.avac.org/event/breaking-cycle-transmission
https://www.prepwatch.org/wp-content/uploads/2018/04/HCD_global_health_dev.pdf
https://www.prepwatch.org/wp-content/uploads/2019/02/AGYW_MappingUpdate_dec2018.pdf
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B Informing HIV prevention product development.

In 2018, product developer ViV, the Bill & Melinda Gates Foundation and PMM
established the Biomedical Prevention Implementation Collaborative (BioPIC) to
gain input from a range of global stakeholder groups, including civil society,
donors, researchers, policy makers, normative agencies, implementers, on a
product introduction plan for a long-acting PrEP injectable in development.

Through the BioPIC, PMM is now supporting over 100 global health experts
representing the widest array of expertise across the research to rollout continuum
to develop a comprehensive, coordinated product introduction agenda and access
strategy in parallel with the clinical trials and ahead of their completion. While
focused on CAB-LA, PMM is also working with IPM and the OPTIONS Consortium

to collaborate on planning for the dapivirine vaginal ring.



Selected Resources from PMM to Support the Field

B Informing HIV prevention product development

- Biomedical Prevention Implementation Collaborative (BioPIC) introduction

- Prevention Pipelines and Planning for Success

karview of Critical Pathway Activities

Collaboratively Planning For Success Ideal Scenario for Future Px Products
' : Regulat )
. . s . : Phase Ill Clinical Trial - HPTN 083 Appro:afly Phased Implementation
Mapping decision-maker questions g Phase Il Gnical Tl -HPTNGEZ] 4 *
aga'“5t studies POSI}-;DQFUV:'II StUd(;fjs are : PLANNING & Prior To AFTER LMIC Propuct
we . ,“"" toa r,ess PRIORITY SETTING REGULATORY APPROVAL REGULATORY APPROVAL ScaLe-Up
decision-maker questions Em::h:vﬁuwa::ﬂ:::mlzntm um«m:::mn::y':&wxmm . — Target-setting m:c:o:.m'll & tool for PrEP
Define priority populations and geographies PK and safety study to evaluate thigh injections Active PV for PBFW Global procurement alignment
Planning in parallel with Data from research is well timed : bl T -yl
clinical tﬁals t(;{)lg;(;l’;?l gi(:j:ﬂn-[;:,:;ng at 5 Define LMIC price ranges Complete :;':'.::c: :: m how they Conduct demand-based forecasting studies
g ry Direct engagement with procurers to
Model epidemic impact of CAB-LA across determine optimal packaging
multiple end-points
Early product introduction support & technical
H Desk review of health system capacity and assistance
Coordinated stakeholder potdes Cnnd::t implementation w::m with priority
Shared strategy developed by () landscape with roles agreed : D e e b, Key
: upon in advance : R Regulatory Approval & Normative
diverse stakeholders - ; | hr i o o Y ance
. — jon projects with Planning & Budgeting
women and men and adolescents
* Design m'm mxm to link Delivery & Supply Chain
testing prevention ces
+ Testand n'f:e patient momw:: Individual Uptake & Continued
H H H H H H H provi
HIV prevention product pipeline offers exciting potential to curb incidence, . Conturtlingness o oy s e
! & of long-

but achieving impact will be challenging, and we need to plan ahead g ecate P (done nd v o PEP



https://www.dropbox.com/s/25dn00f4m82fz23/BioPIC_Fact%20Sheet_Oct%202018.pdf?dl=0
https://www.dropbox.com/s/7gdm8zv5n58w5fv/Pipelines%20and%20Planning%20for%20Success%20for%20PEFAR%20SAB.Oct%202019.pptx?dl=0

