Pre-Exposure Prophylaxis




4.3M New
Infections
In 2006

Despite
widespread
awareness
of the how
HIV is
transmitted
and the
protection
offered by
condoms

ESTIMATED NUMBER OF ADULTS AND CHILDREN
NEWLY INFECTED WITH HIV DURING 2006

Eastern Europe
and Central Azia

Western and 270 000
Central Europe (170 DDO—820 000)
Merth America 22 000

43 000 (18 000-33 000) East Asia
(34 D00—565 0D 100 000

(56 000300 000)

Morth Africa
Caribbean and Middle East South and .
27 000 &8 000 South-East Asia
(20 000—41 000) (41 000220 000) 850 000

(550 000-2.3 million)

Latin America Sub-Saharaf
140 000 Africa
g0 000-410 008) 2.8 million |
(2.4-3.2 million) Ocoania
7100
(340054 D00)

Total: 4.3 (3.6-6.6) million



Prevention Is the Foundation
For Treatment Sustainability
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The First Biomedical Prevention Tool




Two Things We Need to Know
To Understand PREP




Anti-HIV Drugs
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Some Chemoprophylactic Agents
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Preclinical Evaluation of
Tenofovir (TDF) +
Emtricitabine (FTC)
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Pre-Exposure Dosing
Advantages
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Pre-Exposure Dosing
Disadvantages




Counselling of M+ HIV discordant
Couples Desiring Pregnancy
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VVernazza, Brenner, Graf. Sydney 2007




19 Pregnancies : O HIV Infections
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An alternative to sperm washing




Clinical Trials of Pre-Exposure Prophylaxis
Funded by NIH, CDC, and Gates
Tenofovir (M), Emtricitabine/Tenofovir (E0)
Enrolling or Completed As Of September 2007

San Boston
Francisco Atlanta
Thailand ]
Ghana
Nigeria [
Ecuador [T] Cameroon
and Peru

Botswana

Trials involve 6000 Heterosexual men and women,
Injection Drug Users,and MSM




. .
OPEN a ACCESS Freely available online ' P]_.“b CLINICAL TRIALS

Tenofovir Disoproxil Fumarate for Prevention
of HIV Infection in Women: A Phase 2, Double-
Blind, Randomized, Placebo-Controlled Trial

Leigh Peterson' , Doug Taylor', Ronald Roddy®, Ghiorghis Belai', Pamela Phillips’, Kavita Nanda’,
Robert Grant®?, Edith Essie Kekawo Clarke®, Anderson Sama Doh®, Renee Ridzon’, Howard S. Jaffe®,
Willard Cates’ 2007

Phase 2, Randomized, Double Blinded, Placebo Contro lled Trial
Conducted between June 2004 and March 2006
West Africa

Obijective: Determine the safety and preliminary eff  ectiveness of a
daily dose of 300 mg oral TDF vs Placebo for HIV pre  vention
among high risk women also receiving HIV testing, c ounseling,
and condoms

Safety Evaluated in N=936 including 428 Person Year s




Findings From the
West African PREP Study
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What Is The Pathway to Development
of a Prevention Indication?
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What is The Pathway to Development
of a Prevention Indication?




High Confidence in Efficacy Is
Needed for Next Steps




The Expanded IPrEx Study:
Safety, Efficacy, Behavior, and Biology

Sponsored by NIH/NIAID/DAIDS

with co-funding by the
Bill and Melinda Gates Foundation

and drug donated by
Gilead Sciences

BILLe MELINDA
(GATES foundation




Number of Participants 1400 -> 3000
Number of Sites 4 -> 11




Conclusion
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“Let’'s Communicate”

Communications and community building are the basis
for successful HIV prevention and prevention research




Little Use of
Existing Prevention Methods
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USAID, UNAIDS, UNICEF, Policy Project, June 2004




The Reason Prevention Tools Are
Not More Widely Used
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“We Love You...
Be Part of

Something BIg”




