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Multiple choice answer: all of the above

“We now have powerful tools for
treating and preventing HIV.

And lo and behold, they are

the same thing.’
— Wafaa el-Sadr, November 2011



Individual vs. Public Health vs. Both

“HERE is now, for the first time, hard clinical evidence
of an effect that AIDS doctors have suspected for
years: If you are HIV-positive, being on antiretroviral
drugs will probably save not only your life, but also the
lives of your sexual partners.”

TasP is a win-win. It can be both individual and
public benefit, but not without much, much more
work and careful communication in the coming
years.



TasP Year One (Post HPTN052)
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Where 1s the TasP tield?

* Clinicians and Researchers: Moving
forward as additional questions are
answered.

* Funders: Funding gaps to be filled
 Advocates: Priorities to be set

* Community?



Research Questions Remain

TECHNICAL REPORT

Evaluating HIV treatment
as prevention in the

European context

“Wider ART use is likely to have benefits in reducing transmission through other
routes, but this policy cannot be employed for ART initiation in all people with
diagnosed HIV without understanding whether there is a benefit for personal health.
However, there is a strong rationale for a new policy whereby all people with high CD4
count - such that they are not currently considered to require ART for their own health -
have this potential benefit of ART explained to them, along with the substantial caveats,
and ART oftered for this indication if the individual so wishes.”



Mind the Gap

I Research to Rollout: A schematic road map

Open-label Demonstration Product

Projects Introduction

extension / Post-
trial access

Clinical Trial Safety and Efficacy - Real-world Effectiveness

In this graphic, we've highlighted, in darker blue, the areas where biomedical HIV prevention research has the most experience to date, The “gap” between
positive effectiveness data and access for trial participants and their communities is less familiar territory—as are the steps in lighter blue
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Global TasP Research
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TasP R&D: US$80 million in 2011

Current HIV Research, 2011, 9, 000-000 1

Antiretroviral Therapy in Prevention of HIV and TB: Update on Current
Research Efforts

Reuben Granich™, Somya Gupta', Amitabh B. Suthar', Caoimhe Smyth', David Hoos’,

Marco Viturial, Mariangela Bavicchi Simauz, Catherine I-lankjnsz, Berard Schwartlanderz,

Renee Ridzor’, Brigitte Bazin®, Brian Williams’, Ying-Ru Lo', Craig McClure', Julio Montaner®
and Gottfried Himschall' on behalf of the ART in Prevention of HIV and TB Research Writing Group

"World Health Organization, Geneva, Switzerland; ‘UNAIDS, Geneva, Switzerland; °Bill and Melinda Gates
Foundation, Seattle, United States of America; *National Agency for Research on AIDS and Viral Hepatitis (ANRS),
Paris, France; *South African Centre for Epidemiological Modelling and Analysis, Stellenbosch, South Africa; “British
Columbia Centre for Excellence in HIV/AIDS, Vancouver, Canada
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Individual Benefit > 350 CD4?

e
« HPTN 052 Is a biological experiment in viral load

reduction, not implementation research—and it is
still collecting data.

* Some HPTN 052 health benefit data expected at
IJAC in DC.

« START results won’t be available until 2015.

* HPTN 052 doesn't address important populations
such as gay men and other MSM and people who
use drugs. But see WHO review.



Individual Choice — Next Steps

* Implementers, clinicians and communities have to
be comfortable with people not choosing the early
treatment route.

» TasP Is already combination prevention. Testing and
linkage to care provide benefit even if people opt
not to begin ARVSs.

* TasP is being recommended based upon optimized
regimens. First-line regimens in some countries
include drugs like AZT, which are not favored by
patients.



Would you take ART early to prevent transmission?

HIV+ Men HIV+ Women

30.6%

® Yes
B Yes

No
No

y ART for HIV-1 prevention ™
g 77 people unwilling):

gma (20.8%)
* Pill burden (19.4%)
» Potential for earlier development of antiretroviral resistance (18.1%) )

Heffron et al. CROI 2012



Individual Benefit - 2012-2015

» What do clinicians tell individuals as TasP Is
implemented and before research is completed?

— People living with HIV who are in serodiscordant
couples and who are started on ART for their
own health should be advised that ART is also
recommended to reduce HIV transmission to
their uninfected partner (WHO guidance 2012)

— Gay men and other MSM, people who use drugs.



Public Health Benefit - 2012-2015

* Loss to care in cascade of treatment currently
reduces TasP impact even in ideal circumstances

» Path forward where resources are limited unclear

— Antiretroviral therapy for HIV-positive partners with >350
CD4 cells in serodiscordant couples should be offered to
reduce HIV transmission to uninfected partners. (WHO
Guidance 2012).

— A concern about queue jumping. (WHO consultation)
— Definition of couples (WHO)

 Ensuring access to TasP for all populations (MSM,
PUD) even as the field awaits data.



US treatment cascade
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Of all with HIV infection in the US, only 328,000 (28%)
have suppressed HIV RNA MMWR (60), 2011



Real World TasP: San Francisco
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AVAC TasP Work

* AVAC has begun surveying HIV+ MARPs in Peru,
Kenya, Ukraine, South Africa and US to identify
next steps.

* Preliminary Results:
— Excitement and Support for TasP
— Concern about cost and access

— Questions about evidentiary basis for benefit of
early treatment

— Concern about social or clinical pressure to
initiate treatment



Next Steps

T
* Greater clarity on benefits from early treatment.

* Implementation research to establish feasibility.

» Clinician education in context of higher demand for
services.

» Adapting treatment discussions to focus on patient
health and choice and prevention.

* Public acceptance of the right to forgo treatment.
* Access to treatment for all populations.



Agenda for Ending AIDS

Deliver proven tools for immediate impact
Model successful programs ,
Mobilize demand for new tools * Testing : : GOAL: A sustained
Reprogram resources for impact . Treatm.ent - decline in HIV
Fund evidence-based scale-up * Male Circumcision : : W infections (now at

- : 2.7 million/year)

Demonstrate proven tools for immediate impact

Plan for rollout in different settings PrEP
Prioritize use of tools for greatest impact r -
Pilot to guide real-world implementation ~ ° Microbicides

Develop long-term solutions to end the epidemic

Sustain research funding to capitalize * Other ARV-based px
on new scientific insights * Vaccines
* Functional Cure

Years to Impact Zeroto 5 5to 10




