During HVTN505 implementation, results from the iPrEx
trial and subsequent FDA approval of Truvada® for pre-
exposure prophylaxis (PrEP) led the HVTN to consider
changes to HIV prevention services offered to partici-
pants (ppts). Several community consultations informed
our actions that addressed the GPP principles of trans-
parency and the standard of HIV prevention.

Methods:

Community members were part of the protocol team
from the outset, contributing to study design, informed
consent materials, engagement and recruitment efforts,
and communications planning. Post-iPrEx, HVTN505
ppts were surveyed about their intent to use PrEP. Con-
sultations were held with Global Community Advisory
Board members representing all network sites and with
a wider group of community stakeholders to discuss the
iPrEx results and standards of HIV prevention. Com-
munity input was sought on the advisability of provid-
ing PrEP for trial ppts interested in using it, and on the
mechanisms of that provision. Post-FDA approval, a sec-
ond consultation was held regarding implementation of
such a plan.

Results:

Stakeholders felt strongly that ppts should be educated
about PrEP and counseled about how to access it. The
study was amended and incorporated the potential for
20% uptake in PrEP use among ppts. As discussions in
the field continue about the changing standard of HIV
prevention, HVTN has worked with Gilead to make Tru-
vada® available free of charge to interested HVTN505
ppts. This evolving discussion will continue to inform fu-
ture trial designs.

Conclusions:

The HVTN embraces the GPP guidelines and continues
its efforts to fully implement them. Involving the com-
munity at all levels is key in the HVTN's structure and all
of its trials. HVTN505 provided a unique opportunity to
engage the community at a time when the conversation
about HIV prevention was evolving particularly rapidly.
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2.4 Transparency

Open, honest, timely, and clear communication enables transpar-
ency and fosters collaborative, trusting, and constructive relation-
ships. Transparency is relevant to the research process as well as
to the roles of stakeholders.

Transparency about research includes ensuring that stakeholders
receive open, honest, and understandable information about the
objectives and processes of a trial. Transparency means ensuring
that feedback from a broad range of stakeholders is acknowledged
and addressed.

Transparency about the role of stakeholders includes ensuring that
stakeholders are clear on their respective roles and responsibili-

NOV 23, 2010

NOV 30, 2010

MILESTONE EVENTS REFLECTING OUR

PROCESS OF CONSULTATIONS:

“THE JOURNEY BEGINS” - HVTN 505, a Phase 2B randomized,
placebo-controlled preventive HIV vaccine trial enrolling 1350
HIV-uninfected men and transwomen who have sex with men
(study opened May 2009), conducted at US clinical trial sites.
Multi-disciplinary protocol team, including 2 Community Edu-
cator/Recruiter site staff members and 2 Community Advisory
Board members.

In parallel, the iPrEx study of daily Truvada® for use as PrEP
was ongoing, enrolling a similar study population of at-risk
MSM and transwomen (study opened July 2007), conducted
in Brazil, Ecuador, Peru, South Africa, Thailand and the United
States.

IPrEx primary results announced - Nov. 23, 2010 - in a study
looking at daily dosing of Truvada®, used with condoms and
regular HIV and STl testing, Truvada® is effective in reducing
new HIV infections by >44%; adherence is key.

Nov. 30, 2010 - talking points and a slide set for HVTN site
staff to share with HVTN 505 participants are completed and
distributed to sites. Slides were also available on a public web-
site.

Nov. 30, 2010 - plan for soliciting community stakeholder in-
put regarding the impact of the iPrEx results on HVTN 505 is
completed, and consultations begin to seek comments from
internal and external Network stakeholders and Community
stakeholders (see table at right):

3.10.B. Relevance to good participatory practice
Helping trial participants reduce their risk of acquiring
HIV is a key ethical obligation of research teams.
Determining the components of the HIV prevention
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ties; the constituents, if any, they each represent; and the extent to
which their input may influence trial-related decisions. Adherence
to the principle of transparency means that stakeholders communi-
cate about circumstances that may affect previously agreed levels
of consultation, involvement, collaboration, and decision-making.

3.10 Standard of HIV prevention

3.10.A. Definition

The term “standard of HIV prevention” refers to the package

of comprehensive counselling and state-of-the-art HIV risk
reduction methods provided or made available to participants in
biomedical HIV prevention trials.

/

JAN-APR 2011 ;

MAY-JUL 2012

Internal and external Network stakeholders and
Community Stakeholders (see table at right)

* What do these results mean to the individual stakeholders
and/or to the community/organization they represent?

» Based on iPrEx results, how likely are stakeholders to con-
sider taking PrEP (or others in their community/social net-
work)?

* What do you think the iPrEx results mean for HVTN 5057

Outcomes: Communities need more information about PrEP
broadly and Truvada® specifically. They also need help under-
standing the results of iPrEx and other PrEP trials. Materials
are created for sites to use with participants and during com-
munity engagement activities.

Jan. - April 2011 - Online anonymous survey for enrolled
HVTN 505 participants regarding their intent to use PrEP is
open.

* Key conclusions:

* Intent to use PrEP was modest among survey respon-
dents enrolled in HVTN 505.

* Concerns that access to the medication may limit PrEP
use, but commitment to continued participation in 505
in the setting of PrEP is high.

* Overall, responses to open-ended questions revealed
positive perceptions of iPrEx results, concerns about ac-
cess and affordability, and their continued commitment
to vaccine trial participation.

* Poster of survey data presented at the AIDS Vaccine 2011
conference?
* Manuscript published?

package is a joint effort between research teams and relevant
stakeholders. Trial sponsors and implementers must work with rel-
evant stakeholders in establishing the type, scope, and process

by which participants are provided with, or referred to, services to
access the full HIV prevention package. How trial sites help partici-
pants prevent HIV acquisition is often at the forefront of commu-
nity stakeholder concerns. Therefore, successful negotiation with
stakeholders about the prevention package to be provided to trial
participants is likely to have a significant influence on community
stakeholder perceptions of a trial.
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May - July 2012 - Second round of consultations held in ad-
vance of FDA meeting. (FDA announced licensure on July 16,
2012, during our process, so the tone of the last few consul-
tations shifted as licensure became a reality rather than just
possibility.)
» Same stakeholders consulted, plus a few additional groups
* Consultations included seeking comments on:
* what this upcoming decision means to you?
e what this upcoming decision means to your communi-
ties?
* which course of action the HVTN 505 protocol team
should take if the FDA approves Truvada® for use as
PrEP:
Option A: Continue to provide information to enrolled
participants on PrEP, as we do now
Option B: Provide information and referrals for PrEP for
enrolled participants who are interested in using it
Option C: Provide information and provide PrEP at the
HVTN trial sites as part of 505 for enrolled participants
who are interested in using it.
* Overwhelming consensus from all stakeholders is Option B.

Sept. 2012 - Protocol team agrees with consensus for Option
B. HVTN 505 revised accordingly with an increase in enroll-
ment to 2200, and the statistical analysis plan was changed
to allow for a potential increase in PrEP uptake (up to 20% of
participants using PrEP). Work begins to identify appropriate
providers in each site’s locale for PrEP referrals and medical
management.

Sept. 2012 - Study leadership begins working with Gilead to
develop plans for offering PrEP at no charge to enrolled
participants interested in using it, utilizing a mail-order phar-
macy.

Spring 2014 - rollout of plan for Gilead to provide Truvada®
through mail-order pharmacy.
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