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INTRODUCTION

Advoaite conalltationsare inareasingly becoming therule, nottheexceptionin the HIV
prevention research field. Asan increasing numbea of Phase 111 trials enter thefield, research
groupsare seeking new ways to collaborate with advoctes and maximize civil sodety inputand

engagement.

The AdvocatesOConaultation for HIV Prevention Trials; Carraguad and VOICE studies
provided leaders from African NGOs on thefrontlines of the epidemic auniqueoppatunity to
learn abouttheclinical trial process from beginning to end, and to collectively identify waysto

influence how scientific research is formulated.

Participants represented a widerangeof advocacy groupsfrom Southern African countries,
induding advocates working in women(@ health, treatment access, genda-based violence, legd
and regulatory issues, human rights and PLWHA groups Thestrongdiversity allowed for lively
and healthy debate and many opportunities for cross learning.

Theconaultation focused ontwo HIV preventiontrials: therecently completed Carraguad
microbicidetrial by the Population Coundl and the upcoming Vagind and Oral Interventions
to Control the Epidemic (VOICE) study by the Microbicide Trials Network (MTN), which

will evaluae a candidae microbicidegd and ord

pre-exposure prophylaxis (PrEP). Bothtrialsare

focused on preventing sexud trangmission of HIV
in women.

Thetwo-day consultation was divided into three
sections Thefirst day focused on building HIV
prevention research literacy amongg the advocates,
enhanang ther undestanding of how clinical trials
are developed and discussing ways to actively
engage advocates in theongong process fromtrial
protocol development to results dissemination.

Thesecondday provided an oppotunity for
advocates to contextudize this learning on key
issues surroundng the scientific design of the
clinicd trias, rooted in the specifics of the
Carraguad and VOICE studies.

Thisreport isdivided into four sections

1. Key issuesin HIV prevention research advocacy
2. TheCarraguad Study and its upooming results
3. Developing the VOICE Study

4. Next Steps Recommendaionsand action items

KEY TERMS:

Microbicide: Any substance,such asagel or
crean that cansubstartially reducethe risk of
acquiring HIV through sex, whenit isappliedto
the vagnaor rectum.

PrEP: Pre-exposure prophylaxisisan
experimental strategy whereone or more of the
ARV drugs normally usedfor AIDStreatmert is
takenby HIV negative individualsin the hope of
preverting HIV.

Randomized clinical trial: Thes studiested if
anexperimertal product works by dividing
participarts by chance into two or more groups,
and comparing the group giventhe active
product with agroup made up of similar pecple
who have beengivenaplaceho, a product that
looks like the experimertal product but lacks the
active componert.

Trial protocol: The documert thatlays out the
particularsof atrial including the quegion the
study istrying to arswer, the trial dedgn, criteria
for participation, and the care providedto
participarts.




KEY ISSUES IN HIV PREVENTION RESEARCH ADVOCACY

Key issues raised during the conaultation reflected both long-standing concerns of advocates,
induding standad of care for participants and ethical consderationsin trial design, as well
as emerging scientific and sodal issues, such as potential for resistance with ARV -based
microbicides. Thefollowing section highlights the main issues tha came up for advocates
and activists during the conaultation.

Community involvement: The consultative timeline and process

Strengthening community engagement is an ongoing process in theHIV prevention and
microbicides field. Whilelack of communication and meaningful involvement are till
problematic at times, participants acknowledged an improvement and pointed to conaultations
such as these as awelcome and much-needed part of the process. Advocates accepted thar share
of respongbility for educating themselves, staying engaged and accessing information that is
readily available.

At which point in a protocol® development should advocates be engaged was al so discussed.
Some paticipants felt the conaultative process should start very early, perhgpsas early asthe
concept development phase, and carry throughto results disseminaion. However, others noted
tha ovely extengve conaultation could prove burdensome to advocates, and thar time and skills
should beutilized strategically.

Research literacy, training and information dissemination

HIV prevention research is complicated, both scientifically and ethically. Advoctes and
researchers alike have recognised an urgent need to condud trainingsfor advoctes to build and
strengthen thar scientific research literacy. Participants were eager to identify oppatunities to
incorporate information on microbicides and PrEP trials into existing training programs on HIV
prevention, women® issues and gende-based violence, such as those run by South Africa®
Treatment Action Campagn and Genda AIDS Forum.

But training isonly onepiece of thepuzle. Advocates emphasized theimportance of regular
information dissemination to thar groups Thiswould hdp ensure advocates are well prepared
for unexpected announ@ments and the official release of trial results, especially when they are
called uponby the media to comment.

When the Cellulose Sulfate microbicidetria closure in South Africaled to sensationdised news
coverageby local newspapers, advocates helped to set therecord straight and played a critical
rolein Qlamage control.O

Enauring advocates receive prope training and remain well informed can assist scientists and
research groups As members of theresearch communities, advocates often know the best ways
to reach ther communities, deal with negaive media situaionsand hdp research groupsdevelop
effective communication strategies.



Funding advocacy groupswithout compromising them

Oneadvocate pointed to the disjundure between the QraidOwork of science and the often
QroluntaryOnature of advocacy. Lack of resources often makes it difficult for advocates to
improve and expand uponthar work in communities. While preventionresearch trials are
seeing increased budge for community outreach and results disseminaion, more funding
may berequired for independent advocacy groupsto be able to disseminate information more

effectively, especially at thegrassroots level.

This begsthe question, who pays?

Theeisafinelineto bdance when consderingif research organizationsshould finance externd
advocacy work. While everyoneagreed tha consaultative processes funded by research groups
are necessary, few were comfortable with theidea of research organizationsfunding civil sodety
groupsdirectly. Receiving direct funding from researchers could hinde civil sodety®
independent watchdogmandate and potentially create conflicts of interest.

Ingead, private and public donas mug be encouraged to contribute more fundsfor advocacy

pumposes.*

It was also suggested tha advoates should indudeprovisionsfor microbicide

advocacy into existing funding proposls. Thiswould allow advocacy groupsto integrate
microbicides-related activities into thar broader strategic work plansand enable local leadership

of organizationsto determinethdr own priorities.

Finding a product that is effective and practical

How microbicides might work

As more research is conduded,

microbicide candidates are becoming
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microbicides.

Different produds employ different ways to protect thebodyfromHIV infection. How a
produd worksisreferred to as its Gnechanism of action. OThetable above summarizes

! one possibility that the Global Campaign for Microbicidesis exploring is the establishment of a Gunding
windowOwithin a professional grant-making entity that would faciliate access to easily accessible small grants for
national, regional or local advocacy groups for this kind advocacy work. Such a mechanism could help bridge the
gap between the needs of smaller organizations for capacity building and advocacy funding and their access to more

substantial funding from other sources.




the main Onechanisms of actionGof microbicide candidates currently being tested. The
future may bring produds tha indudecombination microbicides. These produds may
use multiple mechanisms of actionssmultaneoudy, which could potentially offer more
protection than oneprodud used alone Thisresearch remainsto bedone

Finding a produd tha is safe and effective at preventing HIV trangmissioniscritical. Itisaso
essential to find a produd that is acceptable and feasible for women to incorporate into thar
daly lives.

A produd could prove effective in the context of aclinical trialN meaning that it is scientifically
safe and hastheability to prevent HIV when used congstently and propely. However, if for
example, the produd is required to be used within 30 minutes of sex or mug berefrigerated,
women in the @eal worldOmay find its use impractical.

Thegod isto findaprodud that is efficaciousN meaning it is reasonably effective at redudng
HIV risk within real-world settings With thisin mind, scientists are exploring produds with
different dosng strategies tha may bemore practical and effective. For example, theVOICE
study will evaluae approaches in which women will use the produd once daly indgpendent of
when they have sex.

We need produds tha meet the standads of scientists and the needs of the women.

Standard of prevention and care for participants

Everyoneagreed tha better meeting the needsof tria participants, fromreceiving a high-qudity
prevention packageto ensuring care and treatment services for participants who sero-convat
durnng the study, was a high priority. Thegroupopenly discussed raising the standad of
prevention services, induding requests tha free female condons, hormond contraceptive and
pap smears beindudeal in theVOICE protocol and made available at all sites. These demands
for services are notuniqueto the VOICE study. They are increasingly beng asked of many HIV
prevention research studies.

Podg-trial accessissues

It is never too early to discuss pog-trial accessto produds once they have been shown to be
effective. Many treatment activists who have led the chargein making anti-retrovira treatment
available for people living with HIV/AIDS in Africa were concerned aboutregulatory issues,
licenang an effective produd in Africa, and making sure a proven produd will be accessible and
affordable to the people who need it mod.

Althoughmany questionswere left unanswvered, an important dialoguewas launched. Mog
importantly, theresearch teams were ready to engage, and committed to working with the
advocates to find the answers togeher.



THE CARRAGUARDTM STUDY AND ITS UPCOMING RESULTS

Population Counal was represented by presentors, Sumen Govende, clinical study manager,
Khaija Ahmed, prindpd investigaor, Setshaba Research Centre, and Malebo Rathlagana,
microbicides trial community outreach team member, Setshaba Research Centre.

Population Coundl began its Microbicide Programme in thelate 19808 and has been testing the
microbicide candidate Carraguard or similar carrageenan formulationsfor more than ten years.
Theresearch grouphas hdd a handful of advocte and community consultationssimilar to this
one al of which have informed their clinical trials and interactionswith local communities.?

During this conaultation, members of the Carraguad trial team provided backgroundaboutthe
produd andthetrial. They shared ther plansfor disseminaing resultsin South Africaand
globdly. Thefollowing section covers the main issues discussed in regard to thepossible
outcome scenariosof this clinical trial andtheimplicationsthey could have onthemicrobicides
research field and potentially for HIV prevention and women aroundthe world.

What is the microbicide product, Carraguard?

Carraguad is the Popuation Coundl@ lead candidate, and oneof the earliest microbicide
produdsto betested in alarge-scale study. It ismadefrom carrageenan, which ismadefrom
seaweed. Carrageenan is generally recognised as safe® and is currently used as a thickener in
many produds foundon themarket. Quditiestha makeit anideal candidae for amicrobicide
are

¥ Itisnotlikely to beabsorbed into theblooddream viavagind use

¥ Itisodoutess, tasteless, and colouressin its microbicideform

¥ |tisinexpensve, stable, and widdy available

The Carraguard Phas 111 Study

TheCarraguad Phase I, large-scale efficacy trial induded over 6,000trial participants at three
sitesin South Africa: Gugulethu (Cape Town), Soshanguve(Pretoria) and Isipingo (Durban).’
Thetria was designel to evaluae the efficacy and long-term safety of the candidate microbicide
Carraguad for preventing male-to-female sexud tranamission of HIV. Thestudy was completed
31 March 2007,and results are expected in Februay 2008. Carraguad was thefirst novd
microbicide candidae to have completed a Phase |11 clinical research study.

2 The Population Council hosted consultations bringing together advocates and scientists Done in 1997 and one in
1998 bin South Africato gather input on the protocol before starting the Phase 2 trial. Population Council has
included budgets for community consultations during their Phase |11 study to support the community advisory
groups at the two sites that chose to have them. At their third site at the Medical Research Council, regular
interactions with the community have taken place.

3 Generally Recognized As Safe (GRAS) is an official designation given by the US Federal Drug Administration.
* The study was conducted in collaboration with the South African Medical Research Council, the University of
Cape Town, and the University of Limpopo/Medunsa campus.



Recruiting trial volunteers

Population Counal invested alot of energy in developing new tools for the Carraguad study to
strengthen theinformed consent process. Theteam shared the study@informed consent forms
and a 20-minute video developed and used at thetrial sitesto educate potential volunteers about
thestudy.

While mog of the advocates foundthevideo interesting and useful in explaining the study and
wha amicrobicideis, some raised issues with theuse of thetraditiond headler in thevideo. The
video has been pre-tested in thetrial communities and reviewed by community advisors. Still,
thedifferences in opinionsvoiced during the conaultation undescore tha wha may work in one
community with agroup of congituents may notwork for another group.

Additiondly, advocates suggested tha, in order to add weight to theinformed conent process,
educationd videos facilitated by recruitment officers, could be shown ontelevisonsin the
waiting rooms. In fact, these activities did take place during thetrial >

Ensuring quality of prevention services, prevention services, sexuality and STI counselling

Thehedlth services provided at clinical trial sites often surpass services available in the public
sector in resource-limited settings This disparity presents chdlenges for researchers, as some
women get screened simply to find outthdar sero-statusor receive free ST screening. Assome
regionsreport as high as 50% of women screening out, this presents an inaredible burden on the
stes and thar recruitment efforts.

Despite these pressures, trial sites mug behdd to the high standads of services as outlined in
thar study protocols and committed to theresearch communities. For example, oneparticipaing
advocte whowas also atria paticipant in a separate study shared her persond experience. She
told thegrouptha there was inadequae ST1 and sexudity counglling at the Gugulethu research
centre sheattended. Shealso revealed tha condans were not given to women at this site and
tha her health care worker did nat demondrate how to insert the microbicide applicator
propealy, asthey are suppod to do.

Astonished by this testament, the investigaors from the Population Counal assured the group
tha unde no circumstances was this kind of service acceptable, nor likely, and promised to
follow up. This scenaio highlights the need for advocates and researchers alike to maintain
closeties at theste level andto ensure sites are providing the qudity of services and provision
of care they promise to uphod.

| ssues around results dissemination

Population Counal plansto release theresults to the public in February 2008in advance of the
upoming Microbicides 2008Conferencein India. Thetiming of therelease of results was

® All three Population Council sites showed educational videosin their waiting rooms throughout the trial, as well as
bringing in speakers to talk to women about healthcare.



discussed extengvely. It was agreed tha amulti-pronged approach is needed and that
researchers need to be aware of advocatesGinformation nesds  Some advocates who often serve
as media spokespersons for thar groupsfelt it was critical to bebriefed confidentially in advance
of the public announ@ment to hdp prepare them to talk with the media.

These negotiationsare often tricky, asthetria hasresponsbilities to communicate theresults to
thar trial paticipants, govanment officials, and fundeasfirst. Still, advocates have a stake in the

results, and the group discussed ways to strike a bdance between respecting the embargo and
preventing leaks while preparing stakeholders to communicate the results to the public.

If the results are postive: Stepsto getting the
product on the shelf

If Carraguad releases significant results
indicating the produd is 40-60% effective at
redudng women@ risk to sexudly-transmitted
HIV infection, Population Counal will work
urgently and closely with regulatory bodies to
ge Carraguad registered and licensed in South
Africa, wherethetria took place, andthe
world.

Advocates have akey roleto play in
facilitating theregulatory process, especialy in
counties like South Africa, where theurgent
need is often chdlenged by tediousprocesses.

Advocacy can aso occur aroundthethreshold
for efficacy, and advocates should hold
research groupsaccountble for its decisions
aroundwhich produds they pud throughthe
pipdines, and theregulatory process.

How goodis OgoocenoughO?

The Carragiard study wasdedgnedto be ableto see
if therewasatleas a 33% differencein the number
of HIV infections betweenthe Caraguard group and
the placet group. The study enrolledmore than
6,000 womenbecatse statistically, thatis how many
womenwould be neededto show asignificart
difference betweenthe incidence of HIV in the
placelo group and 1/3 fewer infectionsin the
Carraguardam.

The study wasdedgnedto show 40-60%
effectiveness, which mears the product could offer
signifi cart protection, but would not offer 100%
protecton.

If a product shows only a 10% effect, this means the
results werenot Osatistically significartOard could
be attributed to chance or other factors. Here the
study would have shown Om harm, no effectiN
mearng that although the product is not harmful to
use, it also doesnot offer protective berefit to
women

If proven effective, Population Counal is committed to getting Carraguard to market at the
lowest price possible. Theresearch groupwould consder licenang the produd to

phamaceutica companies to manufacture, but Population Counal would retain intellectud
propety rights, hdpingto ensure their continued ability to work toward universal access to

women.

If the Carraguad results reveal that theprodud isnot an effective microbicide thefield
nonehdess has learned, and will continueto learn much fromthistrial. Regardless of the
results, thistria clearly shows tha this much-needed research takes time, money, anda

strong commitment to theresearch process.




DEVELOPING THE VOICE STUDY:

Study presentationsby: Sharon Hillier, MTN prindpd investigaor; lan McGowan, MTN co-
investigaor; Mike Chirenje, VOICE Study co-char; and JohnMéellors, MTN Virology Core
Director. JeanneMarrazzo, VOICE Study co-char, participaed in discussion but did not present.

Thenewly formed research group, Microbicide Trials Network, is planning theVagind and Oral
Interventionsto Control the Epidemic (VOICE) study. TheVOICE study has notbegunto enrol
volunteersyet, andin fact, is still in the early stages of developing thar trial design and
protocolN guiddines for running the study. However, the study team felt it was important to
conault with advocates at this early stageto inform civil sodety groupsaboutthar plansand ge
inputearly inthetrial design process to ensure thetrial they develop meets the needsof thetrial
communities.

Advoaites were given themog current version of the protocol, and requested by thetrial team

to review it and providecomments. Thislevel of engagement at this early stagein trial
development is setting a new precedent in the prevention research field, and advocates welcomed
thechangeas a step in therightdirection.

Thefollowing sectionsreflect some of thekey issues raised aroundthe VvV OICE study, and
specific chdlenges surrounding researching ARV -based microbicides and PrEP.

The VOICE Study

TheVOICE Study isthefirst studyto The VOICE Study: What it will look like
evaluae the safety and efficacy of both oral

pre-exposure prophylaxis (PrEP) andan ARV - TOTAL SAMPLE

based microbicidegd for prevention of sexud (4200 women)

trangmission of HIV inwomen. VOICE is
designed as afive-arm, doubk-blinded

study in which women are first randomnized fﬁ,‘ﬁ @I@

to receive either microbicidegd or oral (2520 women) (1680 women)

PrEP, and then within each group D

randonmly assigned to either |

tenofovir topical ge or . Oral Truvada (Oral Tenofovir) Oral Placebo Tenofovir Gel Placebo Gel
placebo gd; or to ora tenofovir, [(840\/\/0men)1 (840 women) [(840Women)] [(840\/\/0men)] [(840\/\/omen)]

ora Truvadaor oral placebo.

Currently, the study plansto enrol 4,200women at 10 sitesin South Africa, Malawi, Uganda
Zambia and Zimbabwe.® Women will use study produdN either gd or oral tabletN once aday.
In additionto evaluaing safety and effectiveness of the two approaches, researchers also will
measure differencesin adhaence.

® The consultation included advocates from all of the proposed VVOICE trial site countries.



Why ARV-based prevention?

Anti-retroviral (ARV) drugshave changal theHIV/AIDS pandanmic, alowing people with
HIV/AIDS to live longe and more produdive and hedlthy lives. They have also been used for
prevention, such as by hedlth workers who have been exposed to HIV, an approach known as
pog-exposure prophylaxis, and mog widdy for preventing mother-to-child trangmission

(PMTCT).

Pre-exposure prophylaxis, or PrEP, isan HIV
prevention approach that typically involvesthe
daly use of oral ARVs by people who are HIV-
negative. Theideaisthat takingamedicine
every day would prevent infectionif HIV should
enter thebody, such asthroughsexud
intercourse.

Two ARVstha are aready widdy used for
treatment, tenofovir and Truvada, are beng
evauaed in different HIV prevention PrEP
trials. The VOICE Study will belooking at
both ARVsaswell asan ARV-based
microbicide called tenofovir gd. Tenofovir
gd isaso aready beng studied separately.

Both tenofovir and Truvada have strong saf ety
profiles as an effective drug tha iswell tolerated
by mog people, meaning tha the drug causes
minium side effects. However, ARV-based
microbicides and PrEP aso present new
chdlengesfor thefield, and many advocates

did not hesitate to raise the burning questions
surrounding potential for drug resistance.

Learning the different names, doses and
forms of the VOICE Study3 ARV products

Tenofovir and Truvada, the brand namefor a
combination drug consisting of terofovir
disoproxil fumarat (TDF) and emtrictahine
(FTC), areatype of ARV callednuclectide
reverse trarscriptase inhibitors (NRTIS).

Terofovir, known by the brand name Viread is
takenastreamen asa 300 mgtabetonceaday.
Truvada, someti mesreferredto astenofovir+FTC,
isatabet containing 300 mg of tenofovir and 200
mg of FTC and isalso takenonceaday. As
approveddrugs for the treamert of HIV/AIDS,
eachis consideredafirst-line treamert for peagple
starting arti-HIV drug therapy and eechis usedin
combination with other products.

Terofovir gel contains the sameactive ingredert
in the oral form of the drug. It isanattractive
cardidate microbicide because it specifically
targets HIV. Initscurrernt formulation, eachdose
of terofovir gel contains approximately 40 mg of
active drug.

Potential for resistance to ARV-based prevention approaches

Anti-retrovirals are effective drugsfor extending thelives of people living with HIV/AIDS.
Some people with HIV/AIDS, especialy those who do nottake the drugseveryday as prescribed,
can form drug resistanceN making the drugsineffective at fightingthevirus People are
concerned and want to know what this could mean for hedlthy, HIV-negdive individuds who
may beudng anti-retrovirals everyday as a prevention method.

Thefact is, we donotyet know if ARV-based microbicides could increase the chances of
resistance to ARVsintria participants who become infected with HIV dunng or following the
VOICE Study. Whileitisapossibility, researchers hopetha a numbe of measures beng
worked into thestudy designwill hdp mitigate any possible risk.

10




Commonly Asked Questions abou ARV-based HIV prevention approacies

WIll ARV resgstance be a problent?
¥ WedonOknow yet No sciertific or clinicalinformaion is available about the nature of
resstanceor the incidence of resstance among those using vagnal gel or oral ARVs for
prevertion.

Wil those who getinfected have HIV that isredstant to the PrEP ARVs or ARV-based microbicide?
¥  WedonOknow anything for sure, but researcherswill monitor women monthly for HIV
infection and will stop the study products immedately if infection is detected
¥ In monkey studies the virus thatisinitially tramsmittedis usually not drug-redstart, but
resstance doesbecane morelikely with timeif the PrEP ARV is continued

WIll this affecttheir subsequent care and choice of ARV treament?
¥ Sameresarch suggeds thatredstart virus may be overtakenby sersitive virus within weels
of stopping ARVs for PrEP.
¥ In motherswho took single dose nevirapne for pMTCT ard developed nevirapne resstarce,
therewasno decrease in regponse to ARV treamert if it wasinitiated after 6 months.
¥ But we donOknow if thiswill be the samefor PrEP.

For example, all participants will receive monthly HIV testing’ so tha investigators can quickly
identify women who have become infected with HIV while in the study and immediately stop
thar use of the study produd (topical gd or ora pill). These and other procedures are intended
to minimize as much as possible ARV expoaure by awoman who has become infected. Limiting
exposure will hdp decrease the selection of drug resistance and reduce potential problems with
treatment in thefuture.

Drug resistant virus has an advantage only in the presence of the ARV, so tha@why it is
important to minimize exposure. However, nothing is certain untl thetria is conduded and
results are known. Thedilemma hereistha, althoughresistance isaconcern, it isunknown the
extent to which it will beafactor in HIV prevention trials. At this point, researchers bdieve the
bendfits of such atrial outweightherisk of resistance.

Prevention padkageand standard of care

At thetime of this conaultation, the VOICE Study planned to provideall study participants with
free laboratory tests and physcal exams, counslling on preventing HIV infection and free male
condons. STI risk-redudion counslling, testing and treatment will be provided at no chargeto
both women and ther partnes. VOICE Study participants who acquire HIV will belinked with
appropriate services and care in the study site communities.

" There was an extensive discussion on the form of HIV testing to be used during recruitment for the VOICE trial.
Some advocates wanted every woman to receive a PCR (Polymerase chain reaction) test at screening, which is
highly accurate and would eliminate the window period and chance that an HIV-positive woman could enter the
study. However, the current protocol callsfor PCR only at the end of thetrials, as the cost for multiple PCR testsis
prohibitive. Researchers promised to look into the possibility of changing the protocol.
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While the prevention package met essential standards some advocates urged for additiond
services, induding free female condons and pgp smears, to beoffered at al of thetria sites.
Following the advocatesOconaultation and a consultation MTN had with its Community Working
Group, theVOICE team has decided to provide fundsto its sites to purchase approved male and
femae condons for study participants. In regard to pgp smears, theresearchesnoteit is
extremely difficult to provide pap smears at all of the sites because mog sites do not have the
pahologists available to read them.

1t& never too early to think about pos-trial access

Althoughthe study is still in apre-trial planning phase, questionsaroundpod-trial access aros.
In South Africa, advocates have been fighting for years to get oral tenofovir induded in the
naiond guiddinesCYirst linetreatment regimen for people livingwith HIV/AIDS. Asthisdrug
isstill notreadily available for life-saving treatment purposes, advoctes questioned the
feasibility that it could be accessible if proven effective for prevention purposes. Should the
VOICE Study show encouraging results, issues surrounding access will become more pressing.

12



NEXT STEPS: RECOMMENDATIONS AND ACTION ITEMS

Therelationship between researchers and advodtes has often been marked by tenson, distrus
and sugpicion. While at times this sentiment isborn fromreal experience, often sugpicion
evolves more from the absence of any avenuefor communication, than because of real
tranggressons Asresearchersand adwcates strengthen their relationshipsand allow for open
dialogues, they increasngly realize that the two groups have the same interests at heartN to
find effective and empowering ways to help women and men prevent HIV infection.

We condudethis report by identifying the main action items each group asked of each other.
We hopetha advoctes and researchers will undetake these stepsto hdp strengthen each
other® ability to serve thefield, build stronge bridges between advocates and scientists, and
contribute to thegrowing HIV prevention research advocacy movement.

What adwocates aked of researchers

Research literacy: There was an overwhdming consensus that more oppatunities should be
provided to gain and strengthen advocatesQundestanding abouthow clinical trials and HIV
prevention research work. Specifically, groupsrecognised a need for training on subdantive
issues, such as how clinical trials are conduded and how microbicides work, and skills-building
trainingsfocused on technical issues, such as howto read atria protocol.

Civil society consultation at all stages of trial development: Advoctes appreciated beng
conallted early onin the development process of the VOICE Study and hopeit sets a precedent
for future clinical trials. Likewise, they want to stay informed throughouttrials, notjug at the
time when results are disseminaed.

Support in securing funding for advocacy: Internaiond advocacy groupsare exploring more
waysto funnd fundsto local and grassroots groups working in study communities. These funds
could indudesmall and easily accessible grants for immediate and ongoing microbicide
advocacy, or identifying oppatunities to indudemicrobicidesin existing and larger grant
proposls. Research groupscan suppot these efforts by letting funde's know theimportant role
tha advoates play in suppoting and improving HIV prevention research.

Ongoing consultation with other advocacy groups: Recommenddaionswere madefor cross-
grouptraining and site visits to build networks and capecity. There was asuggestionthat a
globd Community Advisory Board (CAB) beformed tha would advise and consult with HIV
prevention research groups

What researchers aked of adwocates

Constructive input and substantive feedback: Researchers are open to conaulting with
advocates and shaing protocols. Inreturn, they request tha advoctes provide condructive
ideas and inputon issues such as, which kind of HIV test to use during the screening process and
how to disseminate trial resultsin communities. It iseasy to criticize atrial, butwhat isreally
needed are advoctes willing to roll upther deeves and hdp in ways tha enable trialsto be
conduded as efficiently and ethically as possible.
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Ideas on improving adherent use of the trial product: Oneof themain chalenges currently
faced in HIV preventionresearch trials, and especially microbicides studies, istheissue of
congstent use of theprodud. Many studies have foundtha participants either do notuse the
produd or falsely repott the extent to which they use the produd. Poar adhaence can impact
and skew the outcomes of a study, which leadsto incondugve or incorrect trials results.

Scientists are actively looking for new ways to improve women® adherence throughbetter and
more rigorousadhaence counslling, and finding new ways for women to privately report
produd use for more accurate daa andysis. Researchers welcome inputandideas from
advocates who have a close ear to thegroundand may beable to provideingghtinto the
difficulties women have with adhaence and how to address these circumstances.

Advocacy for affordable prices and effective regulatory processes: As more and more
produds enter Phase 111 trials, researchers will increasingly need suppot and assistance from
advoces, who can hdp put pressure on government regulatory bodies and groupshading
paents, to enaure speedy licensure and access to scientifically-proven produds.
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SPONSORING RESEARCH GROUPS

MICROBICIDE TRIALS NETWORK

TheMicrobicide Trials Network (MTN) was established in 2006by the Nationd Inditute of
Allergy and InfectiousDiseases (NIAID), pat of theU.S. Nationd Ingitutes of Health (NIH), as
thenewest of six NIAID-fundeal HIV/AIDS clinical trials networks. With co-funding from the
Nationd Ingitute of Mental Health and theNationa Inditute of Child Health and Human
Development, both NIH inditutes, the MTN brings togeher internaiond investigators and
community and indugry partners who are devoted to reduang the sexud tranamission of HIV
throughthe development and evaluation of microbicides, working within a uniqueinfrastructure
specifically designead to facilitate research required to suppot licensure of topical microbicide
produds for widespread use. MTN is guided by an agendatha aims to complement rathe than
duplicate theresearch programs of itsglobd research partners. It also seeks participaion by and
collaborationswith representatives of diverse scientific disciplines related to HIV prevention, as
well asfromthelay communities where MTN trials are being conduded. www.mtngopshiv.org

PoOPULATION COUNCIL

The Population Coundl conduds research worldwideto improve policies, programs, and
produdsin three areas. HIV and AIDS; povety, gende, and youth; and reprodudive hedth.
Thegod of theHIV and AIDS program is ambitious to arrest the spread of the HIV epidemicin
developing counties and to enable people to mitigate or eliminae theimpact of HIV onthar
own hedlth, and onther families, communities, and sodeties. To achieve these gods, the
Coundl bringsitswidearray of capabilities, induding basic research in immunology; the
development and introdudion of an effective microbicide sodal science and health-related
research to undestand better the sodal, behavioural, and biomedical aspects of HIV and AIDS;
theformulation of evidence-based policies; and the development, evaluaion, and scale-up of
effective service-ddivery modds. www.popmundl.org

CO-CONVENING ADVOCACY GROUPS

AFRICAN MICROBICIDES ADVOCACY GROUP

Laundhed at the 2004 Internaiond Microbicides Conference, the African Microbicides
Advocacy Group (AMAG) isaregiond nework that leadsa co-ordinated African engagementin
setting and moving forward the internationd microbicides advocacy and research agenda
AMAG works towardsthe availability of, access to, and use of, an expanded rangeof woman-
initiated HIV prevention options It seeks to advance therecognittion of thelegitimacy of
African women(@ voices, responsveness to, and respect for, African realities and priorities.
http://www.globd-campagn.org/amag.htm
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AIDS VACCINE ADVOCACY COALITION

Foundel in 1995 thenon-profit AIDS Vaccine Advocacy Codition (AVAC) seeksto create a
favourable policy and soda environment for accelerated ethical research and eventud globd
ddivery of AIDS vaccines and other prevention methodsas part of acomprehensve resporse to
the pandamic. www.avac.org

Thiswork isguided by thefollowing prindples:

= Trandate complex scientific ideas to communities AND trandate community needsand
perceptionsto the scientific community.

Manage expectations

Hold agendes accountble for accelerating ethical research and development.
Expandinternaiond patnershipsto ensurelocal relevance and a globd movement.
Enaure tha policy and advocacy are based onthoroughresearch and evidence.

Build coalitions working groupsand think tanksfor specific issues.

Develop and widdy disseminate high-qudity, user-friendly materials.

AIDS AND RIGHTS ALLIANCE FOR SOUTHERN AFRICA

Established in 2002,the AIDS and Rights Alliance for Southern Africa(ARASA) isaregiond
patnership of nongovenmental organisationsworking togeher to promote a human rights
approach to HIV/AIDS in Southern Africathroughcapecity building and advocacy. Itis
condituted in theform of atrug and all partne organisationsare members of thetrud. Three
steering committees, comprising trus members, act as advisory boadsfor thethree ARASA
programme areas. training and awareness raising, advocacy and lobbying and regiond treatment
literacy and advocacy. ARASA seeksto achieve its primary objective through:Advocacy and
lobbying; training and awareness raising; and capecity building for access to treatment and
prevention. www.arasa.info

GLOBAL CAMPAIGN FOR MICROBICIDES

The Globd Campagnfor Microbicidesis a broad-based, internationd effort to build suppot
among policymakers, opinionleaders, andthe genera public for inareased investment into
microbicides and other user-controlled prevention methods Throughadvocacy, policy andysis,
and sodal science research, the Campagn'sdiverse network of over 285NGOs works to
accelerate produd development, facilitate widespread access and use, and protect the needsand
interests of users, especially women. The Campagn Secretariat is housd at PATH, an
internaiond, nongofit organization that improves the health of people aroundtheworld.
www.globd-campagn.org

Speuflcal ly, thegods of the Campagn are to:
Raise awareness and mobilise political suppott for increased funding for microbicide
research, female condomand cervical barier methods

= Create asuppotive policy environment for thetimely development, introdudion and use
of new prevention technologies; and

= Enaure tha as science proceeds the public interest is protected and therights and
interests of trial participants, users, and communities are fully represented and respected.
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