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“We are winning this fight. But the fight is not over, not by a
long shot... We just have to keep at it, steady, persistent, today,
tomorrow and every day until we get to zero.
...we have come so far; we have saved so many lives. We might as
well finish the fight.”

-President Barack Obama ‘12



Persons Living with HIV by Age

District of Columbia, 2011
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Persons Living with HIV by Race
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Persons Living with HIV by
Gender/Race

District of Columbia, 2011
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e Education and behavior modification

e HIV counseling and testing

e Accesstocondoms

e Partner notification and referral services

e Behavioral interventions (DEBIs) - individual, small-group,
and community

e Substance abuse treatment and needle exchange

e Screening and treatment for other STDs
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* \Vaccines

e Male circumcision

* Pre-exposure prophylaxis (PrEP)

e Female-controlled barrier methods/ Microbicides

e Antiretroviral treatment
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Pre-Exposure Prophylaxsis



ARVs for Prevention




The Basics

Pre-Exposure Prophylaxis

NOC 619580011 [

e Daily dose Truvada |
e Currently 1 FDA approved :ﬁ(mﬁ‘;;“‘ﬁ&”:fm
regimen (Truvada ®) L

. . T ’]
e Recommended for high-risk kR

individuals
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Pre-exposure prophylaxis (PrEP)

 Concept rooted in 4 lines of evidence



Pre-exposure prophylaxis (PrEP)

* Prophylactic use of anti-infectives
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Pre-exposure prophylaxis (PrEP)

e Prevention of mother-to-child transmission




Pre-exposure prophylaxis (PrEP)

e Post-exposure prophylaxis (PEP)




Pre-exposure prophylaxis (PrEP)

 Animal models (macaques)




Pre-exposure prophylaxis (PrEP)

e Rooted in 4 lines of evidence




History leads to success



Oral and Topical PrEP Trials Timeline®

2004 2005 2006
1 2 3 41 2 3 4|1 2 3

FHI West Africa

CDC 4940

4

l Oral TOF

B 0ral TOF/FTC

l Topical tenofovir gel

B Oral TDF and TDF/FTC

I Oral TDF and topical tenofovir gel

B Oral TDF and TDF/FTC and topical
tenofovir gel

AVA C May 2011

1

Extended Safety Trial/CDC 4323 US

Bangkok CDC 4370 Thailand

2007 2008 2009
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iPrEx multi-country
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label extension multi-country

+ Uganda
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E002 Kenya + Uganda
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* The trial end-dates listed in this table are estimates. Due to the nature of clinical trials the actual dates may change. AVAC will continue
to monitor trial progress and will update the timeline accordingly. To view or download an updated timeline visit www.avac.org/prep.



Status of selected biomedical HIV prevention clinical trials, March 2015
D a8 @ D 2018 104

THE YEARS AHEAD IN BIOMEDICAL HIV PREVENTION RESEARCH AVAC
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Study (reference)

Study population

Design

Results: Reduction
in HIV Infection

Partners PREP

CDC - TDF-2

iPrex

4758 discordant
couples in Kenya
and Uganda

1200 Adults in
Botswana (45%
women)

2499 Gay Men in
Brazil, Ecuador,
Peru, South Africa,
Thailand and the
United States

TDF (Viread) vs.
TDF/FTC (Truvada®)
vs. placebo

TDF/FTC (Truvada®)
vs. placebo

TDF/FTC (Truvada®)
vs. placebo

TDF: 67%
TDF/FTC: 75%

(86-90% if drug

levels detectable)

TDF/FTC: 62%

TDF/FTC: 44%

(92% if drug levels
detectable)



Study (reference)

Study population

FEM-PrEP

MTN-003 (VOICE)

2120 Women in TDF/FTC (Truvada®) Product not proven
Kenya, South Africa vs. placebo effective in
and Tanzania preventing HIV due

to low adherence
(approximately 33%

adherent)
5,029 Women in TDF (Viread) vs. No product proven
South Africa, placebo effective in
Uganda, and TDF/FTC (Truvada®) preventing HIV due
Zimbabwe vs. placebo to low adherence

TDF gel vs. placebo  (23%-29% adherent)



HPTN 069
NEXT-PrEP:

Novel Exploration of
Therapeutics for PrEP




HPTN 073:
BMSM Open-Label PrEP
Demonstration Project in

Three US Cities

I ' HIV Prevention Trials Nerwork




HPTN 077:

A Phase lla Safety, Tolerability and
Acceptability Study of an Investigational
Injectable HIV Integrase Inhibitor,
GSK1265744, for PrEP in HIV Uninfected
Men and Women

e

HIV Prevention Trials Nerwork




HPTN 080:

A Phase 2a Trial of a
Combination Prevention
Strategy for MSM in the

Americas

I ' HIV Prevention Trials Nerwork




Translating into Community Impact



Is it Effective?

* Premise: Cannot work if not taken

* Observation in clinical trials, variability among
adherence

e There are risks involved
e Barriers are real

 Real world delivery:
— Must have high adherence
— Not for everyone
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Integrating Prevention Strategies

PrEP not a stand-alone intervention, but can be a
component of multi-faceted HIV prevention strategy

 Integrated with local behavioral prevention strategies
e Condom distribution

e Peer outreach and health education

e Evidence-based behavioral interventions

Integrated with other biomedical prevention strategies

e Routine STD screening and treatment (and partner services)
* Routine HIV testing and linkage to care
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Integrating among at-risk populations

e Extremely diverse population
 Transient community

e Varied marginalization/segregation
e Extremely resilient community

e Varied geographical differences
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Concerns

e Behavioral Disinhibition
 Will PrEP/PEP lead to reductions in condom use?

 Long term safety
e Effects of long-term ARV use on HIV negatives not known
e Accessibility

 How will youth afford the pill and medical follow-up without
insurance or subsidy?

 Adherence
 How can youth be supported to maintain daily ARV regimen?

* ARV resistance development

e Concern for sero-converters who are not diagnosed timely and d/c
PrEP/PEP

e Routine HIV testing important component for PrEP/PEP program
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Next Steps

e |[ntermittent PrEP (Proud, IPERGAY, HPTNO67)
* New formulations
* New delivery methods

— Riprivine

— Cabatagavir

* Increase Education/Awareness
e End of AIDS is near!
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Contact Information

Christopher Chauncey Watson, MHS
Clinical Research Site Director
The Milken Institute School of Public Health
202-652-4711
cclwat@gwu.edu

SCHOOL OF PUBLIC HEALTH
AND HEALTH SERVICES



WHAT ARE YOUR QUESTIONS?




