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For trials of novel HIV prevention methods like mabicides, pre-exposure prophylaxis (PrEP) and inasc a
key issue that has emerged is ensuring accessgetéom treatment and care for participants whambrecHIV
infected during the course of a trial. Most spoasoesearchers, activists and study participanis agree that
ensuring long-term access to treatment and car iadispensable part of the agreement betwedrsp@nsors
and participants. Recent international guidancenftédNAIDS (2007) on this issue is also quite cleasearchers
and sponsors must ensure access to comprehensevdocaH|V infection, including access to ART faiial
participants who become HIV positive during a trielowever, the pathways for operationalizing acdess
treatment and care are unclear, particularly irsehcountries where large-scale public HIV treatnm@ograms
are overburdened, underfunded or do not exist.

To develop a concrete proposal for operationalidingable access to HIV treatment and care for prtgve trial

participants, the Global Campaign for Microbicidesought together thirty stakeholders — HIV prevemnti
researchers and treatment providers, study spqnsaisymakers, treatment and prevention advocatesyell as
experts in health care, financing and insurancer-aftwo-day brainstorming session in Washingto@, Dhe

goal was to explore past experiences and futurespland identify some of the challenges associaiitl

ensuring access to treatment and care for HIV-pesitial participants. Different options for prog access to
treatment and care were also discussed, includiefggrral to established public HIV treatment progsa
enrollment in on-going HIV natural history and treant studies; trust funds to provide for carehimse countries
where public HIV treatment programs do not exisid gartnering with public or private health inswan
companies.

Participants from trials and trial networks undersd that this is a critical area for the HIV pretien field,
practically, ethically and politically. Internatiah donors, host country governments, and local conity
members are demanding that trials provide long-teane and treatment for seroconverters. Thereangigat
deal of support for developing a common approachaddressing this challenge. The meeting particgpant
endorsed the idea of empowering a small workingigito develop a draft proposal for operationaliziecgess to
treatment and care. As currently envisioned, thigppsal will call for establishing a partnership which
publicly-funded research networks conducting HIéyantion trials would pay into an insurance poat ttould

be used to provide a uniform HIV-specific care &nedtment package for trial participants.

One possible approach, developed as an exampleshyal working group after the main consultatiorgud
have three essential components: 1) A centralimadifig mechanism, such as an insurance trust funeceive
payments and pool risks across trial sites; 2)nérakzed administration to handle billing, to idiénand accredit
service provider networks, and to process claintsgayment; and 3) a treatment implementation pragrade
up of accredited provider networks, laboratoried pimarmacies. Trial sponsors would pay into tharisce fund
based either on the number of participants the lenrolled in the trial or the number of serocorias they
expect. The fund would pay for a set package of eH¥e for individuals who become HIV positive dgria trial.

The diagram below identifies a number of existingties that may be well positioned to provide saelvices. A
detailed description of each of these companipsagided on page 18. Although based primarily initBcAfrica,

many of these administrative companies and clina@isulting services have relationships with insaea
companies and treatment providers in other sub+8ahaations. It is thus hoped that partnership esiggl
below, if successfully implemented in South African be expanded to include private sector parineosher
countries where HIV prevention trials are occurramgplanned.
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Financing Mechanism
& Risk Pooling

HVTN Seattle Fund, managed by Fred Hutchinson
NIH Foundation
Discovery Health, South Africa

Administration & Case
Management - Discovery Holdings PTY, South Africa
Alexander Forbes, South Africa

Provider Networks
Service Provider - Trial Sites

Network - Calibre Clinical Consultants, Ltd., South Africa
ICAS, South Africa

In designing a shared approach to ensure long-texess to treatment and care for participants tuwrduHIV
prevention trials, the following features must barked out:

1) The nature of the treatment obligation (i.ehowgualifies for treatment, what treatments will rnade
available, and for how long will services be pr@ad@®);

2) How the fund will be capitalized (i.e. will spgors pay in per participant or per seroconvergjon?
3) How will any shared approach be administeed; and

4) How to establish an appropriate provider netwpegtticularly in those countries in which existimgblic
health infrastructure is fragmentary.

% &

There has been considerable debate about climsahrchers’ moral and legal obligations to resporide health
problems of research trial participants, partidyldor trials conducted in developing countries whaccess to
quality healthcare might otherwise be limited (Calrior International Organizations of Medical Suoes
[CIOMS] 2002; Medical Research Council [MRC] 200Mdational Bioethics Advisory Commission [NBAC]
2001; Nuffield Council on Bioethics 2002; ShapiralaBenatar 2005).

For trials of novel HIV prevention methods like mabicides, pre-exposure prophylaxis (PrEP), andinas, this
debate has focused on a single key issue: provigfoantiretroviral treatment (ART) for participantgho
seroconvert during a trial (e.g., Bass 2003-4; bd BRadian 2007; Macklin 2006; Schiklenk and Ash@608;
UNAIDS 2003; Weijer and LeBlanc 2006).

Most sponsors, researchers, activists, and studigipants now agree that ensuring long-term actes®atment
and care is an indispensable part of the agreebsween trial sponsors and participants (e.g. GlGhmpaign
for Microbicides [GCM]/International AIDS Vaccinenitiative [IAVI] 2003; Forbes 2006; Macklin 2006;
UNAIDS/AVAC 2007). For example, current guidelintem UNAIDS and the World Health Organization on
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ethical conduct of biomedical HIV prevention trialmaintain that researchers must ensure access to
comprehensive care for HIV infection, including @ss to ART for trial participants (UNAIDS/WHO 2007)

The pathways for operationalizing such access, ieware unclear. In countries where HIV preventitals are
currently taking place, large-scale public HIV treant programs are often overburdened, underfuratedh not
exist (Fitzgerald et al. 2003; GCM/IAVI 2003; Turnand Slack 2003). In addition, many participanisow
seroconvert during an HIV prevention trial may need treatment or care for several years, long tfeestudy
has ended and international researchers and pasissers may have redirected their attention anattsffAs a
result, the often ad hoc approach used by differesgarchers and sponsors to provide long-termsadoeH|V
treatment and care for trial participants has heeied. .

In a 2006 mapping exercise, for example, the Gldminpaign for Microbicides examined existing praegi
across six different Phase [IB/lll microbicide treites and networks (GCM 2008). Most of theseldriaere
planned before access to ART was widely expected tladey worked to address this issue as expecsatibaut
access to treatment and care changed dramaticatlgvery trial site visited, research participatitsoretically
had access to free or inexpensive public treatrsentices, and seroconverters were provided withiseesd
referrals’ to these public HIV services. The lewélassistance, however, varied greatly and moes sitd not
provide funding to the participants or to the palgrograms to ensure continued care after thewaal over. In
addition, as seen in this and other mapping ex@sqis.g. GCM 2008; HIV Prevention Trials NetworkP[FN]
2006; Population Council 2008), HIV-positive trgrticipants referred for care often did not seekaress care
and treatment programs for a number of reasonfydimg stigma, competing economic and social phies]
because they were not yet ready to accept thegndss, or because they did not feel ill.

Given this backdrop, coupled with the urgency amditipal necessity of establishing clear mechanidors
ensuring access to treatment services for triatiggaants, the Global Campaign for Microbicides umbt
together a diverse group of researchers, cliniciesnomists, and advocates to explore ways toigeoa
uniform HIV-specific care and treatment packageifalividuals who seroconvert while participatingan HIV
prevention trial.

&

Ms. Lori Heise, Director of the Global Campaign Microbicides, began the discussion by providirtgstorical
overview of the Global Campaign for Microbicidegpkining that it serves as a platform for activisS@CM is
an advocacy organization whose mission is to craateew model of HIV prevention research that ineslv
greater communication and partnership between mrgses and the communities in which trials takeeglal he
Global Campaign works with partner groups to suppommunity outreach and capacity-building actestiand
to ensure that community and user perspectivesnnfesearch. In particular, Ms. Heise focused enrtte that
GCM has played in the evolving debate around aegaigractical and ethical issues in HIV preventinals,
including provision of treatment and care in HIVepention trials. This process started with an ma&onal
consultation co-sponsored with the Population Cdunc1993 and has continued with consultationsuatb
access to antiretroviral treatment (ART) in 2008 #re ethics of HIV prevention trials in 2003.

She pointed out that since these early meetingsy#ty the HIV prevention field thinks about prowvigiaccess to
treatment and care has evolved. At a 1997 GCM-Hosteeting on the ethics of HIV prevention trialer f
example, although the issue of providing accessetiiment and care was raised by several partitspamwasn’t
part of the original agenda. At that time, theregeveo viable government-run ART programs in coestwhere
trials were occurring. Trial participants who semoeerted were referred for counseling, but thereewm plans
to refer or provide these individuals with antiosfral treatment. Over the last ten years, howeselot has
changed, including increased political and finahcammitment on the part of developed and develppin
countries to provide antiretroviral treatment (digensing arrangements to allow developing coesttike India
and South Africa to produce generic versions of ymaRTs, and the roll out of well-funded treatmenvgrams
supported by the Global Fund or the President'srgerey Plan for AIDS Relief [PEPFAR]). There hasaal
been increased pressure from advocates. Part abtiteoversy surrounding the 2003 Cameroon PrEistrior
instance, was directly related to plans (or lackrebf) to provide adequate access to treatmentrialr
participants.
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As mentioned previously, this evolution in thinkirggalso reflected in changing international gutaen this
topic. Early guidelines from the Council for Intational Organizations of Medical Sciences (CIOM®2)0 for
example, describe the provision of antiretroviraatment for HIV prevention trial participants wieroconvert
as morally praiseworthy but not ethically obliggtoNewly revised guidelines from UNAIDS and the \dor
Health Organization, in contrast, argue that redesas and trial sponsors have an obligation to renaccess to
state-of-the-art treatment for all seroconvertirmiplt participants. As Guidance Point 14 of the 2007
UNAIDS/WHO guidance document states

Participants who acquire HIV infection during thenduct of a biomedical HIV prevention trial shoddd provided access to
treatment regiments from among those internatigmattognized as optimal. Prior to initiation ofr&l all research stakeholders
should come to agreement through participatory ggees on mechanisms to provide and sustain suckréifitéd care and

treatment.

The UNAIDS/WHO guidance document, however, doespnovide clear guidance on operationalizing actess
treatment and care in resource-poor settings wiarey HIV prevention research trials take place.

Ms. Heise closed by summarizing the goals of theting, emphasizing that the focus of the consoltatias
“not on the ‘whether’ but rather on the ‘how.” lparticular, the consultation will focus on key ogtérnal
guestions around post-trial provision of antiretralvtherapy — whether via referral to existing [iulreatment
programs, establishing trust funds to provide faredn those countries where public treatment piogrdo not
exist, or by partnering with public or private hbalnsurance companies — with the hope that thetingpe
participants can help identify a way forward foreggtionalizing durable access to treatment and icafeture
HIV prevention trials.

S : :

Dr. Sean Philpott, Science and Ethics Officer & @lobal Campaign for Microbicides, presented gmults of

the Global Campaign’s recent standard of care mgppkercise, presented at the Microbicides 200Blamw
Delhi, India. Focusing on provision of treatment FlV-positive trial participants, Dr. Philpott sumarized the
approaches used by each of nine Phase IIb/Ill toicide trial sites — two Family Health InternatibfgHI) sites

in Ghana and Nigeria, two Microbicide DevelopmerdagPamme (MDP) sites in South Africa and Tanzaivia,
Population Council sites in South Africa, one CONRAite in Benin, one HIV Prevention Trials Network
(HPTN) site in Zimbabwe, one MIRA site in Zimbabweto ensure access to HIV treatment and care for
seroconverters.

For study participants who seroconverted in thasmuof the trial, all studies but one allowed thtenstay in the
trial and receive trial related care. All studyesiialso offered ongoing counseling for positivintiy and referral
to ART programs with some monitoring of uptake. ®osites also offered prophylaxis for opportunistic
infections (Ols), CD4 counts, and baseline labayastudies; most women did not need these serdagag the
study. The sites that were co-located or partnetitdexisting government care facilities were atolgrovide the
broadest range of HIV services to the most women.

The approach taken by two networks was highlightéd: CONRAD Benin site provided complete HIV cave f
everyone, including counseling, screening and rmeat for sexually transmitted infections (STIs), £Dpell
counts at diagnosis and biannually thereafter) W@l monitoring, and prophylaxis and treatmentOd$. This
high level of care was possible because the stitelyvas run out of an established community climiere most
of the women had been seen regularly before staddering and continued to access services as afteal
testing HIV positive. Familiarity with study provéds and ongoing peer support in their communifiesn( peer
educators supported by the study) helped to mainggjular visits.

At the two Population Council sites in South Africgeroconverters and those who tested HIV-positive
screening were referred to nearby Department ofthlean clinics that offered integrated HIV caraciuding
diagnosis and treatment of Ols, tuberculosis (Td8) STIs. The level of care varied at the differsits,
however. The township of Gugulethu, outside of Chpen, benefits from multiple research projects thaolve

its public health clinics; HIV/ART services are moadvanced than at other South African sites. Beca
stigma, the desire to seek care anonymously, anthtk of an established relationship between tildyssite and

the referral clinics, however, it was unclear hovanym women sought care. In contrast, women at the
Shoshanguve site outside of Pretoria were refeaedclinic with which the Population Council hatbamalized
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relationship via a memorandum of understanding. éie@&, women often did not seek care as it was geavat a
large hospital approximately 18 km. away from thelg clinic; this clinic had a waiting list, andatrsport was
difficult for many participants.

The most interesting aspect of the Population Ciéanapproach was that each site was given a lump s
(~$100,000 US) to assist in the care of serocoexerAt the Gugulethu (Cape Town) site, researatisrsissed
with the Department of Health how to best use thamey, electing to support an additional HIV cligeery
week at the busiest public health center. At thesBanguve (Pretoria) site, in contrast, the monay used to
finance medical services and an HIV support ané gaoup for seroconverters and women who screea®ut
HIV-positive; this support group was transitionedatlocal NGO when the study closed and there iaoeissions
underway about continued funding of the group tgioBEPFAR.

As discussed below, both of these examples focosesirengthening existing ART services at locatmedl sites
and did not restrict the use of those funds to grevision of care for individuals who seroconvertgtile
participating in an HIV prevention trial.

! #( )+ # " /0&" 12

Representatives from eight HIV prevention netwarkstudies were invited to present their networptdicies
around securing access to care and treatmentifbrprticipants who become HIV positive during tinial,
including how (or if) they have been put into preetand the implementation challenges experienaged o
anticipated.

*3 1
Drs. Lut Van Damme and Fernand Guedou presentadeastudy of the CONRAD cellulose sulfate trial.

Dr. Van Damme began the discussion by talking alb@utexperiences in running the COL-1492 trial of
nonoxynol-9 (N-9), which had marked impact on hercgption of researcher responsibility to provideedo
trial participants. At that time, treatment was madely available and there was little funding,the COL-
1492 investigators relied upon a passive referrathmanism. After it became apparent that use of puH9
some participants at greater risk, however, Dr. Yamme concluded that all future HIV preventiomlsi
should have a plan in place for treatment and abseroconverters.

At Dr. Van Damme’s insistence, the cellulose selftifal was designed to provide trial participantish
access to HIV treatment and care, and funding whaside at the beginning of the trial to provinke fyears

of antiretroviral treatment (based on the locat adsare and the number of seroconversions expgetteach
site). Recognizing that the investigators could metheld responsible for the treatment funds, woitccthe
funds be given directly to trial participants, Dan Damme and her colleagues concluded that thteopéen
would be to give the money directly to the refealadics. When the cellulose sulfate trials werexpectedly
closed due to DSMB concerns, CONRAD delegated ahseroconverters to the local study team, who were
responsible for obtaining written agreements i referral clinics, transferring the money, aalliofving

up to see that the money was appropriately spgDNRAD also retained the right to do financial asdif

the referral sites. Although this approach did amdress some of CONRAD’s concerns — such as cadnfjrm
that the participants will access care or thattbatment funds will be spent for the participatshefit — Dr.
Van Damme concluded that there must be some teustedl as some recognition that the local study and
referral sites are better positioned to priorifizeds based on local needs.

Dr. Guedou then gave an overview of the HIV camgpam in Benin, where treatment and care is cdattol
by the national AIDS program (PLNS) that providesl @versees HIV treatment and care distributioalto
who need it. This treatment package includes hltésts, antiretroviral treatment, Ol prophylaxistritional
support, and psychosocial counseling and is suggdry the Global Fund.

The CONRAD cellulose sulfate trial in Benin co-ltea with two public treatment clinics — DIST and Wa
Diop. Since 2005, DIST has been a PNLS-designatetiec for HIV care. As part of the cellulose sudfat
study, the local study team met with PNLS authesitio discuss HIV treatment and care for trialipigents,
and signed a letter of agreement with them. In argk for a lump payment to the clinic — enough mdaoe
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cover five years of ART for 10 seroconverters aestimated cost of $136 US per person per month,§$8

US total) — PNLS committed to take care of thesm®verters after the study ended. Setting up this
agreement proved challenging, however, as the |Da&ctor changed twice during the process, and the
PNLS team preferred that responsibility of carédbared” rather than transferred. PNLS officialgeve

concerned that they might face claims for treatnaet care that far exceeded what they had agredmtio

in terms of cost and in the types of services retpak and asked that CONRAD share responsibility fo
meeting such claims. There also was reluctancénerpart of the PNLS to agree to an approach in lwhic
individual trial participants were given formaltiets or vouchers that listed the types of care sarglices
available to them. Local treatment providers andiad, however, strongly recommended the use oh suc
letters or vouchers, and the local study team whgtant to threaten their existing relationshipthwhese
local providers by opposing their use. Dr. Guedeliebed that these difficulties could have beenided,
however, if the PNLS had been more actively invdlue the research process. Dr. Guedou and othsos al
expressed some concern about the transfer of respldy, worrying that there were few mechanisms i
place to ensure that the trial participants willdide to access care five or ten years from nowsaiggested
that a relationship with a private provider (witbhvgrnment support and oversight) might be morelestatd
secure.

/0 &

Dr. Margaret Weckler from the HIV Vaccine Trials terk (HVTN) summarized the basic organization and
structure of the HVTN, a cooperative vaccine triatgwork that operates with US National Institutés
Health (NIH) funding. Currently, the HVTN has 14mdestic and 14 international sites. Although thare i
some coordination with PEPFAR, research sites &fHAR-funded treatment clinics do not always oyerla
Peru, for example, hosts an HVTN research sitasonbt one of the 15 priority countries currentygeted
by PEPFAR.

In a 2003 article inMrhe Lancetthe HVTN promised that “participants who becomg¢ted during HVTN
funded trials will be provided with long term ARTFitzgerald et al. 2003, 993). Because US poli@vents
the use of NIH funds for monitoring, testing, amdvision of ART outside of the clinical trial comxte the
HVTN set up a private trust fund to ensure HIV-pwsi trial participants access to treatment if timeget
treatment guidelines, but only until a local plarptovide publicly-funded care and treatment iplace. It is
conceived of as a fund of “last resort” to providRT for trial participants who lack other avenues t
comprehensive HIV treatment and care. The trusdfumown as the “Seattle Fund”, will purchase
antiretroviral drugs, and pay for CD4 counts, vicad testing, and all other monitoring necessamnanage
care associated with ART. To date, the HVTN hasdé&atal of 79 seroconversions among trial pardiotp.
Twenty-four of these seroconverters live in cowstrthat do not have publicly-funded care and treatm
services. Two seroconverters are currently onrtreat, both in Peru.

The fund, established by soliciting donations frgaccine developers and with a current endowment of
approximately $500,000 US, is managed by the Fretthihson Cancer Center in Seattle where HVTN is
based. Each individual HVTN site, however, has oespility for arranging and providing care forafri
participants. For example, each site identifiessgapexisting treatment and care services, andigesvthe
fund managers with treatment cost estimates, réwdsenecessary to reflect changes in national Hiié c
plans. This provides considerable flexibility bet/eral challenges remain, including limited fundisfifting
need patterns, and challenges associated with mepigation (e.g., knowing if and when a trial papant
gualifies for assistance, particularly once a thizé¢ ended).

1

Mr. Prince Bahati of the International AIDS Vaccitmtiative (IAVI) started by giving a brief overew of
IAVI, 1AVI-funded trials and partnerships, and p®licy concerning provision of ART to trial pargants.
Currently, the policy is to guarantee ART to triarticipants for 5 years after the start of treatiné
publicly-funded treatment and care programs areotiwrwise available. IAVI also has a follow-up fo@l
for seroconverters (both those who acquire HIV mtya vaccine trial, and those who seroconvert aricil
has ended). Finally, IAVI has ensured that refesygtems are in place for volunteers who screenama
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IAVI continues to advocate and leverage suppaat r@ational and international level for continuedeistment
and improvement of local healthcare services.

To date, over 900 volunteers have enrolled in IAWided vaccine studies, of whom twelve have
seroconverted. Six of these seroconverters livAfiica, and all of these have been referred tottneat
programs to be monitored. As more participants leriro IAVI-funded studies, however, anticipated
challenges include follow-up of large numbers ofvVHiifected volunteers, ensuring the availability of
treatment and care at referral sites in countriéis public ART programs, and overcoming likely peigant
resistance to accessing care through referral.

53 #

Ms. Pam Norick of the International PartnershipNbcrobicides (IPM), a non-profit partnership tliacuses
on the development and testing of vaginal micralgisj began by highlighting that most of IPM’s cuatre
donors, public and private, are concerned abowgsscto treatment and care for seroconverters greceio
see some provisions put in place for all IPM-fundadlies.

Currently, IPM has only funded safety and acceptglstudies, with no seroconversions to date. Targer
IPM-funded safety trials are scheduled to starffrica in the next year, however, and IPM is cuthen
developing a seroconverter protocol to deal with idsue of access to care. As currently envisiotied,
protocol will rely upon guided referrals for canedasupport via pre-established partnerships witlalland
national treatment services. IPM is also in negotiawith its donors to obtain funding for direabpision of
treatment and care for trial participants in thasentries where publicly-funded ART programs aré no
available. Anticipated challenges to ensuring a€desART, however, include: establishing a deditate
funding mechanism that is sustainable regardlesBMfs future business and financial status; emguthat
the political will exists to sustain existing tresnt programs (including continued support fromateriike
the Global Fund, the Clinton Foundation, PEPFARG &ost country governments); and tracking and
monitoring trial participants to ensure they cacess care when they need it.

63 /0 &

Dr. Patrick Ndase gave an overview of the MicradeciTrials Network (MTN), an NIH-funded network
conducting studies of both topically-applied (vadiand rectal) and orally-administered microbicidés he
pointed out, the reliance on NIH funding means thatbulk of the MTN'’s research funds cannot beluse
provide HIV treatment and care. Although the MTNI ltmnsidered setting up a fund similar to the HVIN’
“Seattle Fund,” they were not able to obtain sigiit commitment from outside donors to establighigate
trust.

Currently, the MTN relies on a referral mechanisvith seroconverters actively referred to publiayfed
treatment clinics with which the network has anakkshed relationship (i.e. formalized through a
memorandum of understanding). They have also dpedl@ protocol to look at disease progression and
response to treatment among trial participants séroconvert while enrolled in an MTN-funded prevemt
study. This seroconverter protocol, currently fushélerough 2013, will provide a number of monitoritegts
(e.g. CD4 cell counts, viral load, and HIV drug isemnce testing) but will not provide antiretrovira
treatment; ART will continue to be provided throuble referral clinics.

Dr. Ndase felt that this approach is more flexdohel has greater sustainability, particularly gitlea variable
time frame of need for access to treatment and ddrie assumes, however, that current and planobticp
health programs are sustainable even in the famcafiomic and political instability. This is unllize In
addition, this approach also fails to address tloblpm of disparate access to ART in different ¢oas and
different contexts.

73 '
Ms. Elizabeth Montgomery from Research Triangldilate presented an overview of the MIRA (Methods
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for Improving Reproductive Health in Africa) diaglgm study, conducted at two sites in South Africd a
one site in Zimbabwe.

At the start of the trial, seroconverters were m@fecounseling and referral to treatment studigsbuthere
was no plan in place to ensure access to treatamhicare services, particularly as there was ndigpub
treatment program in Zimbabwe at that time. With ittroduction of a national ART program in Zimbaqw
however, the trial sponsor — the Bill and Melindat€s Foundation — pushed for some provision of. care

MIRA researchers spent the last nine months osthey trying to re-contact all 309 seroconvertersiform
them of various treatment options available intkemmunities. Each of the three research sitesallased

to develop its own strategy, ranging from simplamoeanda of understanding to referring seroconvetter
publicly-funded clinics co-localized with the resdasite. There was no assumption that the studpssps
would assume responsibility for ensuring access$réatment and care; instead, the overall goal was t
transition seroconverters into existing nationaigrams.

One of the key challenges of this approach inclugedliance on overburdened public treatment progra
particularly in Zimbabwe. Often, women referredotalic clinics in Harare faced a six to twelve niomtait

to get the baseline tests necessary for enrollnhemesponse, MIRA investigators began to providens of
these tests (e.g. CD4 cell counts and WHO stagmgglp some women “jump the queue.” There was also
considerable variation in access across the diftestes, ranging from 74% of HIV-positive women
accessing care in Harare, Zimbabwe, to only 37%essing care in Durban, South Africa. Without a
mechanism for monitoring and tracking these refgrtaowever, it is unclear if this difference isedio the
refusal of participants to access care, adminiggdtarriers to access, or differential need featment at the
different sites.

Dr. Louise Pedneault provided an organizationahae® of the Population Council, and then descritiesl
results of the Carraguard trial. Conducted at thesearch sites in South Africa, the Carraguaal began
enrolling participants in 2004, at which time thevas no well-established public ART program in $out
Africa. Over 27% of volunteers screened-out as iddsitive at enrollment (a seropositivity rate ramgfrom
18% in Cape Town to over 40% in Durban). An add&io285 women seroconverted during the study. Both
screen-outs and seroconverters were referred & émunseling and treatment services, with eacbareb
site responsible for establishing and maintainielgtionships with referral clinics. Although womerho
seroconverted were discontinued from the study Piyeulation Council later offered follow-up monitog
visits at which CD4 cell counts, HIV viral load, daPap smears were performed. Between 80-100% of all
seroconverting women were contacted during thdcsitevelve months after the study ended, but leas th
half of these came for the monitoring visit. Mo§tlee women who refused were uninterested, hada&da,

or were already receiving care elsewhere.

The Population Council also evaluated empiricallg HIV care and treatment services provided td tria
participants through the referral process. Thislsteonsisting of 50 in-depth interviews of serogemers at
the three research sites, was used to identifyidbarto access. Key barriers to access includeicuahl
concerns about confidentiality and stigma, anctk & direct assistance during the referral process

g

Dr. Nelson Michael of the US Military HIV Researéhrogram (USMHRP) gave an overview of the US
Military’s interest in AIDS research, particulailg interest in reducing the toll of HIV and othafectious
diseases as a key US security policy goal.

USMHRP was established in 1986 to develop globalifective vaccines and evaluate public health
interventions, and currently has five HIV vaccinevelopment sites (one in Nigeria, one in Thailaakd
three in Eastern Africa) and 20 international sililevece sites.

At each research site, an effort is made to bwitdll health infrastructure prior to study initiatioVith the
help of PEPFAR, for example, the USMHRP works tovediep local capacity to provide integrated
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prevention, care and treatment in the communitykimg to develop local staff capacity to provide RBnd
palliative care at USMHRP sites. The goal is tddaisustainable, locally-run network of care anectment
sites within the same communities where the USMHMREruits research trial participants. Using a
combination of NIH, Department of Defense, and PARFunds, the USMHRP has trained over 2,200 local
staff to provide treatment, established 617 paliatare and 300 ART clinics, and provided antoretal
treatment to 41,000 individuals in four African cbues.

The successes of the USMHRP approach, many megdingipants felt, highlight the need to develap, i
consultation with the community and local stakekodd a comprehensive plan to provide access tortesd
and care for trial participants. However, Dr. Mieh@ointed out that this is a time-consuming preces
every USMHRP research site, community consultasiod local capacity building efforts involved severa
years of sustained effort before the researchligghn.

| #( )4+ 0 /0&" T2

Representatives from four HIV prevention networlesearch sites, and treatment clinics were invibegresent
their individual experiences in providing for treent and care of trial participants. The goal o #ession was
to help meeting participants appreciate some of difierent perspectives, issues and challengesdfdme
researchers working in countries like South Afridganda and Zimbabwe.

< T % #

Dr. Patrick Ndase, MTN regional physician, spokdeaigth about MTN’s plans and policies for ensuring
sustainable and equitable access to treatment aredfor trial participants. As he noted in his poeg
presentation, the MTN originally considered estibhg a separate fund to pay for treatment (irailai to
the HVTN's “Seattle Fund”).

A separate fund could have a number of advantages, as the timely provision of high-level (interonal
best standard) care for seroconverters withouttiaddily burdening already-challenged public treatin
clinics. There are, however, a number of distinshdvantages to this approach, including sustdibabi
equitability (i.e., providing care only for seroa@mters versus care for seroconverters and scnasi-o
stigma, co-enrollment of “street smart” particigam MTN- and other network-funded studies, finahci
abuse, and the need to establish separate admiivstand monitoring systems to ensure that pperis
access the care they need. The issue of confitigntend stigma was of particular concern to the
stakeholders involved in community involvement amareach. At the community working group, for
example, it was noted that the MTN’'s seroconvepmatocol (MTNO15) has had considerable difficulty
recruiting HIV-positive trial participants becausiee nature of this study makes it clear that eadoll
participants are HIV-positive. Finally, coordinatiavith existing health insurance mechanisms, Draddd
argued, also could present a challenge as mostpaudicipants in developing countries like Kenyada
Uganda have little experience with private heatdurance.

Instead of developing a separate fund, the MTN elog$ocus on developing effective linkages witisgrg,
publicly-funded ART sites. Such an approach, it f&s was more sustainable and equitable. Howets,
approach also has a number of disadvantages. Mably, it relies upon referral to often overbureén
clinics and assumes that funding and other resedmetreatment programmes will continue into theufe.
Although many of these clinics are funded by PEPF#&Rhe Global Fund, the busiest clinics can only
provide about 70% ART coverage for those who neeslome clinics also have caps on enrollment, tiegul
in long waiting lists. At other clinics, increasimyimbers of clients often require tough budgetagisions
(e.g. a key clinic in Uganda recently reduced tmewant of resources devoted to nutritional suppentises).
The MTN has devoted some resources to help thesdundened clinics, including staffing support fze t
key clinic in Lilongwe and capacity-building effertncorporated the seroconverter study, but tresome
concern that these efforts amount to little mosentta drop in the ocean”.
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Ms. Hlengiwe Ndlovu, clinical coordinator of Africdentre for Health and Population Studies, preseate
overview of the Africa Centre’s role in the designd conduct of an MDP-funded Phase Il study of
topically-applied PRO2000/5 gel for the preventadivaginally-acquired HIV infection.

The Africa Centre, located in Mtubatuba, South @driserves a large and predominantly rural catchmen
area. In this area of KwaZulu-Natal province, Hikéyalence is almost 50% among women aged 25-29, and
45% among men aged 30-40. The Centre is co-locatdd a government-run public health clinic and,
beginning in 2003, began a program to roll-out AR&rvices across the catchment area by using a
combination of government and PEPFAR funding. Themee now 15 ART clinics in the sub-district, with
5000 people receiving treatment.

To date, 1662 women have volunteered for the MiEyst461 of whom tested HIV-positive at screening.
These HIV-positive screen outs were given coungeéind offered CD4 testing. 100% of these women
accepted the offer of CD4 testing, but a smallenloer actually returned to the clinic to receiveirthesults
(the actual percentage of participants returninthéoclinic is unclear due to monitoring errorshose who
returned were referred by letter for HIV care arghtment to the local public health clinic. Refesraccur
immediately if the woman’s CD4 cell count is eqtmlor less than 250 cells/mipotherwise the referral is
delayed. A total of 37 women have met the critéoiaimmediate referral and treatment. For women not
needing immediate treatment, the Africa Centrediss established a pre-treatment cohort which pesva
variety of services, including psychosocial coummgend nutritional support.

There is no formal procedure in place to deal witimen who seroconvert while enrolled in the MDRIgfu
but the expectation is that these women will alseodierred to local ART clinics for care and treatmn

Although the Africa Centre’s approach has the hewéfhelping build local capacity for HIV treatmieand
care, it faces a number of challenges. In particwdamen who test HIV positive often do not seaatment
and care at the referral clinics. The reasons amyrand include stigma, traditional health seeldatigudes
(e.g. reliance upon traditional healers until exiedy sick), and mixed messages from politicianthatlocal
and national level concerning HIV treatment ancec#ém a recent phone survey of 18 women referred fo
immediate care, for example, only six had startedtinent. Of those who did not access servicesy man
reported that they did not feel sick and so didmextd treatment, that they had moved out of the, amrethat
they simply lacked the time to go. Unfortunatelye texact number of women seeking care at the aferr
clinics is unknown. Not only do these women ramipmit their referral letters, but many of the HART
clinics do not keep a good central record of redstr

One of the current debates at the Africa Centthegjuestion of ‘if and when’ to provide CD4 cedlunits to
HIV-positive women. Of the women who receive CD4l ceunts at the Africa Centre, many either do not
return for their results or do not take their réstd the referral clinic. As a result, referrahals often repeat
these tests — a redundancy that burdens the atinerms of both time and resources. Offering theses to
women who screen-out or seroconvert, however, cfaufdliarize them with regular CD4 testing and abul
reduce the burden on local ART clinics by identifyiand referring only those women who need immediat
treatment. It was also noted that other settingsulmSaharan Africa, such as in Zimbabwe, CD4amihts
are an important step in the process of accessiregand treatment through public health clinics.

# ' # ;0
As previously mentioned, HIV-positive participamisthe MIRA trial were referred for treatment acate to

existing publicly-funded ART clinics, although reseh investigators at some sites did facilitateréferral
process by providing baseline CD4 cell counts amdlOAétaging.

Ms. Elizabeth Montgomery presented the results feomecent study to evaluate the impact of MIRA’s
referral system on treatment and care sites. Thidydooked at 13 sites overall, including siteattbffered
counseling and social support services, as weh@se that provided antiretroviral treatment. Atendf these
sites, semi-structured interviews with clinical ragars, physicians, doctors, nurses and adminisiratere
conducted. A total of 13 such interviews were cateld.
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In general, referral site staff members were pasiabout their relationship with the MIRA reseatahl,
although only a minority of staff were aware thaistrelationship had been formalized through atemit
memorandum of understanding. The majority of refesite staff (10/13) also thought that the clinic
benefited from this relationship, through finan@apport, capacity building, or through educatiomatreach
to staff. However, staff at two sites felt that tHients benefited but the clinic did not, and aé ®ite it was
believed that neither the clients nor the staffdfiéed. There was also some concern about the dolateidn
from the referrals (i.e. the total number of clemcreased — as a result of both the referralga®@nd
increased awareness of clinic services overall d-thase clients were more educated about HIV aod th
needed more extensive counseling). Finally, sevefalral site staff felt that MIRA could have prded
more in the way of financial support for the clsic

The conclusions that can be drawn from this stugylianited by the small number of respondents aag m
reflect personal biases of staff, but these ressutygest a need for greater communication between t
research trials and the treatment clinics, as agk need to consider the impact of preventiofstaa local
public health clinics in terms of staff workloaddafinancial burden. Although the referrals proceas be
beneficial to the local clinics and the communitey serve, there is a need for greater dialoguenzore
direct involvement of the referral sites in thee@sh process.

Dr. lan Sanne, Chief Executive Officer and Manadbmgector of Right to Care, spoke about the appndss
organization — a Johannesburg-based organizatieciadizing in HIV management and treatment — uses t
provide comprehensive treatment and care for ov€0® HIV-positive clients.

Established in 2001 as a PEPFAR-funded non-prefght to Care provides treatment and care serJmes
almost 150,000 private-sector employees, as welheis family members and communities. Right toeZar
clinical service uses the same approach of allldhge treatment and medical schemes in South Africa
namely a capitation fee model which is used to j@wservices through private network of clinical,
laboratory and research sites.

Currently, Right to Care can provide comprehenpineeART and post-ART care for an annual cost 0060,

to $1,400 US per person (including all necessamrioead and administrative expenditures) (Rosen. et a
2008). This comprehensive approach, which can weesgn in rural settings like Lesotho, has threerdgsde
components:

1) A centralized funding arrangement, similar ither the needs-based HVTN Seattle Fund (although
not as a fund of “last resort”) or a South Africaedical scheme;

2) Centralized administration to handle billing, itlentify and accredit service provider networks,
handle contracts and memoranda of understandingrdecess claims and payment, and to handle
financial reporting; and

3) A treatment implementation program made up otredited provider networks, accredited
laboratories and pharmacies, and accredited prievetnials.

This approach has been particularly successfuleliewy in that it is closely tied with PEPFAR fungliand
capacity-building efforts. It may thus be necessaryDr. Sanne’s opinion, to conduct HIV preventiials
in those countries and areas where PEPFAR-fundait<lexist. This could pose a significant challeng
however, as many prevention research sites (igghabmicrobicide trial sites, which require a langumber
of at-risk women living in areas of high HIV incidege and prevalence) cannot be selected solelyehabis
of a PEPFAR-funded clinic being present. Neverttela useful first step might be to map existirspagech
sites and PEPFAR-funded treatment clinics.
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Ms. Elaine McKay, Head of HIV Strategy for Discoydtflealth, gave a brief overview of health insurance
plans in South Africa. Known as “medical scheméis&se private insurance plans are required by lsaer
the Medical Schemes Act [No 131 of 1998]) to preval compulsory minimum package of health benefits,
and cannot discriminate on the basis of age, gader, health or medical history. Thus, not omypdvate
health insurance plans like those offered by DiscpwHealth provide a better standard of care tlgan i
available through most publicly-funded clinics iroush Africa, they are also required to provide
comprehensive care and treatment for HIV-posithgdviduals.

Ms. McKay then presented three ways in which HBatment and care could be provided to trial paicis
through partnerships with private companies: 1)rdmating with existing insurance companies like
Discovery Health to provide health insurance; Zating a trust fund and contracting with existiregalth
care services to provide treatment; or 3) providliggbility insurance for trial participants.

Focusing on Discovery Health's efforts to providenprehensive health insurance, Ms. McKay distirfueas
between the “open” scheme available to all indigiduand the “closed” schemes managed by Discovery
Health but limited to the employees of particularporations who have contracted with the insurance
company. These closed schemes have separate lEaeietges and management systems, and an insurance
company like Discovery Health would be willing tad with an organization or research trial netwark
develop a plan to provide an HIV-specific packagér@atment benefits. Ideally, this would be a tated
arrangement, with risk pooling across different Hixévention networks to provide a uniform packafie o
services independent of the trials. The efficiemtfectiveness and cost of this approach woulddterchined

by the size of the risk pool and the expected nunobbdeneficiaries, and it would have the advantafe
being easily managed. However, while a country Bauth Africa has a well developed health insurance
industry, established medical scheme providersa@xist in some other countries.

An alternative approach for providing private ireure would be for the trial networks to creatertiogin

fund for risk pooling, or to register with an exigf fund like PharmAccess. This could be an indraid
network fund like the HVTN Seattle Fund or a joinhd across the different trial networks and donbist

only would this approach raise money for the degwlent of health care systems where they do nogtiyr
exist, it could also allow the provision of a widange of services, including case managementegaviral

treatment, drug resistance monitoring. The disatdggs with this approach are the challenges onhiifgieng

and contracting with credible health care provideesticularly in rural areas, and the added adstraiive
costs associated with managing such a fund.

Finally, although providing disability coverage &l trial participants would be an option, it isope to
misuse. As the money is paid out to the individual participant rather than a service providéere is no
guarantee that the insurance money would be usddlY¥orelated care and treatment.

<0%$ " / /

Dr. Emily Gustafsson-Wright, a fellow at the Brawmys Institution and the Amsterdam Institute for
International Development, discussed a novel peshie to provide health insurance coverage for low-
income individuals in Namibia and Nigeria. Suppdrt®y the Dutch government and the Health Insurance
Fund, PharmAccess introduced a low-cost healthramsie program in Namibia in 2004. Established at th
behest of private employers in Namibia, who wengsthated by economic costs and lost opportunities
associated with the inability of their workers txass care through existing public health clinic2006 the
existing program was expanded to create a shas&dpool for the provision of HIV treatment and care
40,000 low-income Namibians are covered under xistieg program, 2,000 of whom are currently recegv
comprehensive HIV treatment and care.

Similarly, in 2007 PharmAccess received a 100 omllEuro grant from the Dutch government to create a
similar insurance program in Lagos and Kware, Nagddnlike the Namibian employer-based program, the
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Nigerian insurance plan focuses on individuals eygd in the informal sector (e.g., farm workersrkat
women and their families). This program also inelsié quality improvement plan to help build lodatic
and hospital capacity.

In both Namibia and Nigeria, these programs focoscreating a risk pool of low-income groups and
individuals, with services provided by local insaca companies and health care providers. At aafdsss
than $100 US per year plus a small (5-10%) co-payndividuals, these plans provide a comprehensive
primary-care package, with some limited coverage setondary care and medications (including
antiretrovirals).

" # #

Dr. Neeraj Mistry, formerly Vice President of théoBal Business Coalition on HIV/AIDS, TB and Malkayi
suggested that the HIV prevention field could lesome valuable lessons by looking at how the caitpor
sector — using a consumer marketing approach +dsgonded to the challenge of HIV among the global
workforce. In particular, he noted, the challengaléveloping a comprehensive approach to ensudogsa

to HIV treatment and care for trial participants Hacused on three issues: advocating for thesacssy
paying for these services, and delivering thesdes.

Historically, corporate interest in HIV/AIDS aroeat of concerns for declining economic productivijany
companies in hard-hit regions like sub-Saharan cafrifor example, began to experience declining
productivity and reduced profits as a result of Hélated morbidity and mortality among their emg@es.
Recently, however, corporate interest in HIV/AID&shexpanded to consider consumer and political
expectations, as well as social responsibility.

Corporations grappling with this challenge havedusevariety of approaches to deal with HIV in the
workplace. Some companies, including GTZ and Degeeaive developed their own comprehensive HIV
programs by expanding pre-existing employee health plans. Other companies have contracted withe
insurance providers like Discovery Health to depetmmprehensive and integrated workplace programs.
Since 2003, for example, Volkswagen South Africa bantracted with a private health care provider to
provide its employees and their families with HIvuaseling, testing and treatment (including thevision

of antiretroviral therapy). Outsourcing approacthiks this work best in countries like South Afrieand
Botswana where there are plenty of providers asdrance companies already in place. It might bsiples
however, to use an outsourcing approach even fdegeloped countries by working with existing tieal
care providers, including faith-based organizatiand NGOs.

As the corporate experience has shown, howeveae tre challenges to both of these approachesoudgth

it may be possible to work with companies like De&eto enroll trial participants in existing empéey
health care plans, it is unclear whether theseicEwvill be available in those regions of Africdnave
research trials are currently underway or are yikeltake place. Outsourcing health care delivergdrvice
providers and insurance companies, however, catini® consuming, particularly in those countries and
regions where the existing health care infrastmacisipoor or lacking.

& P

Dr. Joshua Kimani, Clinical Research Director e tniversity of Nairobi, spoke about the challengé
tracking trial participants once a study ends. éliffh some research trials have had considerabtessice-
contacting study participants, such as in the MBR&l, anecdotal evidence from other studies suiggsit
rates of participant follow up, particularly amonggratory high-risk populations like informal lalses and
female sex workers, can be exceedingly low.

Dr. Kimani presented data from three cohorts afdle sex workers living in shantytowns and slumarnd
around Nairobi, Kenya. Although these women ardiqdarly marginalized and vulnerable, with a high-
level of migration, 95% of those who need antiretiad treatment are currently receiving them. Ré&temin
these three treatment and natural history coherttue primarily to peer-led outreach and cohortesan
programs. For example, researchers use cell phaomédext messaging to remind participants abouiccli
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appointments and medication. There is also a dieicaurse counselor whose sole job is to maintaar p
networks.
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Dr. Liza Dawson, from the NIH Division of AIDS (DBRS) Human Subjects Protection Branch, was invited
to discuss post-trial access to antiretroviralttrest in NIH-funded treatment trials. Dr. Dawsorsci#bed
the NIH Office of AIDS Research (OAR) guidance be provision of antiretroviral treatment after el of

a research trial. In particular, she highlighted thct that the policy describes restriction on eS&inds by
US Congressional Statute, 42 USC 284, limiting dbéhority of the NIH to use funds solely for resdmar
purposes. There have been special circumstaneesiam NIH funds have been used to provide insurdace
cover harms that might occur to a trial participdating the course of the study, but this coveiadamited

to research-related injury claims associated witth participation itself.

However, NIH-funded researchers and NIH staff recogthat the continued need for ART at the conetus
of a clinical trial is an important ethical conceamd in 2005, the NIH released guidance documéeniHdD-
05-038:_Guidance for Addressing the Provision ofir&troviral Treatment for Trial Participants Foling
their Completion of NIH-Funded HIV Antiretroviralr&atment Trials in Developing Countriégvailable
online athttp://grants.nih.gov/grants/guide/notice-files%30NOD-05-038.htm). Developed by a group of
HIV researchers, bioethicists and legal expertenfseveral NIH institutes, this document requirest ¢l
NIH-funded HIV treatment trials include a descrptiof treatment services available to study pauaicts at
the end of the trial. The NIH recommends furthealafjue to ensure continued provision of ART tol tria
participants following trial completion, but it i®ot a requirement for project approval. Thus, NOD-0b-
038 is a procedural requirement that requires tsgearchers provide a statement as to whethemceati
treatment will be made available, and if so, thtoudnat mechanism.

Recently, Seema Shah and Christine Grady, facdltthe NIH Clinical Center Department of Bioethics,
completed a study looking at how this guidance lesn implemented in NIH-funded treatment studies.
Looking at 18 studies conducted in 14 developingntdes, Dr. Grady and Ms. Shah found that the vast
majority of studies referred trial participantsexisting treatment and care services, includindiplyb and
PEPFAR-funded treatment clinics. Some studies alsationed external sources of funding and support,
including networking with NGOs and philanthropiayanizations or seeking to enroll participants iheot
HIV treatment trials.

73 #" = r 1 )¢ +

No one from the Office of the U.S. Global AIDS Cdmrator (OGAC) was able to attend the consultation
talk about PEPFAR. However, many of the meetingigpants had considerable experience with PEPFAR.

PEPFAR does not fund clinical research trials,tbay are one of the largest funders of HIV treatnzel
prevention programs in Africa (12 of the 15 PEPFAdRus countries” are African, along with two cotas
in the Caribbean and one in Asia). Many of theaedeand treatment organizations represented at the
meeting were recipients of PEPFAR grants. In aoldito conducting a phase Il microbicide reseaneth t
funded by the MDP, for example, the Africa Centep(esented at the meeting by Ms. Hlengiwe Ndlovu)
provides ART to 5,000 HIV-infected individuals assoa wide catchment area by using a combination of
Government of South Africa and PEPFAR funding. &nly, using a combination of NIH, Department of
Defense, and PEPFAR funds, the USMHRP (represéayt&xt. Nelson Michael) has trained local staff,
established palliative care and ART clinics, anovjated antiretroviral treatment to 41,000 indivitui four
African countries. Finally, in addition to condudinumerous HIV prevention trials in West Africankily
Health International (represented by Dr. Lut VamriDge) is also one of the largest providers of treatnand
care in Nigeria, provided with funding support frefBPFAR and USAID.

In those regions where there is direct overlap betwHIV prevention trial sites and PEPFAR-fundexics,
coordination between prevention researchers aathtent sites has enabled a rapid expansion of ART
programs. Establishing additional linkages betwesearch trials and PEPFAR-funded clinics in otder
ensure post-trial access to treatment and caresVewfaces a number of obstacles. In some coantfiere
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HIV prevention trials are planned or currently takplace — in Peru, for example — PEPFAR-funded
treatment programs do not exist. In other countsash as South Africa, those regions in which PHRF
funded clinics exist often are research-saturaggins where HIV incidence is declining; futureyaetion
trials are more likely to be conducted, by necgssitregions of higher HIV incidence where PEPFAR-
funded programs have yet to be rolled out. Whatmded, most meeting participants believed, istgrea
coordination between OGAC and agencies funding ptévention research like the NIH and the CDC,
starting with an effort to map existing PEPFAR siéth current and planned HIV prevention trials.

1 >, 6/

Ms. Heise led an open discussion with the followgogl: to develop a process for ensuring long-taceess to
treatment and care for HIV prevention trial pagamts that seroconvert. Participants from trialsl @mal

networks underscored that this is a critical ameahie HIV prevention field, practically, ethicaland politically.
International donors, host country governments, laodl community members are demanding that tpatside

long-term care and treatment for seroconvertererdwas a great deal of support for developing rancon

approach to addressing this challenge, and for G&kpearhead the next steps. As was discussedhavpast
two days, there are several mechanisms that havanobe used to ensure long-term access to Hithiezd and
care for those who seroconvert in prevention trialduding:

Enrolling participants in other trials (e.g. serocerter protocols or treatment trials);

Developing active referral systems to existing paogs, with improved methodologies to evaluate and
assist access;

Establishing or expanding trust funds that can $#eduo pay for treatment and care for participamts
countries where public HIV treatment programs dbentist or are overburdened;

Transferring responsibility and funding for caredatmreatment to local trial sites which are better
positioned to tailor strategies to suit local needls

Working with private insurance companies or brokergrovide treatment and care.

In designing a shared approach to ensure long-#&eass to treatment and care for participants turduHIV
prevention trials, it is essential to have broadsemsus within the prevention field about: 1) théure of the
treatment obligation (i.e. what treatments willrbade available to seroconverting trial participaatsl for how
long?); 2) how to fund the provision of HIV treatmend care; 3) how any shared approach will beisidtared,;
and 4) how to establish appropriate delivery meismas, particularly in those countries in which éxig public
health infrastructure is fragmentary.

Given these constraints, meeting participantstiielt the best solution to ensure long-term acaesgatment and
care for participants in future HIV prevention Isiavould be to establish a partnership with priviagurance
companies and treatment providers to provide aotmifcare and treatment package for trial partidgadnlike

the HVTN'’s “Seattle Fund”, however, this would rimg¢ a fund of last resort. Rather, it would be atredimed

fund that all prevention trial networks could cdmite to, with each trial sponsor making a clearaficial

commitment during the trial design process. Eaii would pay a set amount per participant up frerkept

relatively low through risk pooling across researgiworks - and the resulting fund capitalized donf an

endowment used to pay for HIV-specific insurandee Torporate sector could also be asked to prowatehing

funds. The fund could be managed by existing insteebrokers or health delivery companies like Discp

Health, and these private brokers or companiesdvoelresponsible for administering the fund andraging for

delivery of HIV-specific treatment services.

Shortly after the main consultation, Lori HeiseaiBe McKay and lan Sanne met in Johannesburg, Sdtitia,
to draft the initial sketch of the centralized irmuwce fund. As they envision it, this fund wouldvéahree
essential components: 1) a centralized funding rgsid pooling arrangement; 2) centralized adminigirato
handle billing, to identify and accredit serviceoypder networks, and to process claims and paymemd,
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3) a treatment implementation program made up ofealited provider networks, laboratories and pharesa
This structure and its constituent components atkne below, for consideration and additional mefnent by
the Working Group on Operationalizing Access to Hiatment and Care.

1 #
n $
Financing Mechanism - HVTN Seattle Fund, managed by Fred Hutchinson
& Risk Pooling - NIH Foundation

Discovery Health, South Africa

Administration & Case - Discovery Holdings PTY, South Africa
Management - Alexander Forbes, South Africa

Provider Networks

Service Provider - Trial Sites
Network - Calibre Clinical Consultants, Ltd., South Africa

ICAS, South Africa
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There are still a number of challenges that musdadiressed in order to operationalize this apprdaicst, there
will need to be buy-in from most of the HIV previemt networks, requiring broad outreach to all preian

researchers and donors. In addition to advocacyngrtite various networks and donors, this may regagtion

at a legislative level. There may be legislativepolicy-level barriers, for example, that preclddonor like the
NIH from contributing to a centralized insurancedult will also be important to reach out to pgtitakers, both
within key donor countries as well as in those ¢oes in which future HIV prevention trials aredily to take
place. There are also a number of unanswered quosstincluding: 1) capacity-building challenges tire

countries where the trials are currently takingcpldparticularly local capacity to provide laborgtoests like
CD4 cell counts, viral load, and HIV drug resistan) what the package would provide (e.g. a ffaige of
treatment and support services - including psyatiabaounseling, nutritional support, ancillary eamand

contraception and family planning - or a more leditpackage of HIV-specific treatment and care; apd
coordination with Global Fund- and PEPFAR-suppottedtment programs.

Before these challenges can be addressed, howleeeaneeting participants felt that it was necessadevelop a
draft proposal that can be presented for consideraty a broader audience. To achieve this, tHeviahg steps
need to be taken:
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A small working group, coordinated by the Globaln@aign for Microbicides, will hold regular
conference calls to develop a ‘straw man’ propdbalt details the structure and function of the
centralized insurance fund.

Apart from GCM staff, participants in this workiggoup include lan Sanne (who will look into diffate
health care delivery mechanisms in developing ctsiike South Africa), Elaine McKay (who will
consider private health care insurance mechanisngeveloping countries like South Africa), Neeraj
Mistry (who will look into corporate partnershipas well as develop the funding model), Margaret
Weckler (who will provide information on the opeoat of a privately-run treatment fund like the Sleat
Foundation established by the HVTN), Pam Norickgwtill help with legislative strategy and provide
information on the needs of local research sitestlose set up by IPM), and Liz McGrory (consultan
GCM).

&! ! 3

In addition to developing a tentative proposal,wweking group will also look at a few priority coties
like South Africa and Kenya to get sense of posttarriers, such as policies and insurance regukat

The working group will also work with the legishati group in the United States to see if any policy
barriers exist that would prevent key donors ltke NIH from contributing to the treatment fund.

3

The working group will also explore the Gates Fatranh's interest in this issue and discuss mechasis
for funding this proposal with Foundation support.

In addition, the working group will explore the eothat USAID and PEPFAR may be able to play,
including the question of a paired research aratrtrent plan, and whether the NIH Foundation magt be
potential avenue of funding.

& 3

Once a draft proposal has been developed, the mgudioup will work with meeting participants to
identify mechanisms to vet the proposal with vasistiakeholders, including national and internationa
policymakers, donors, activists, as well as inteonal and site-level HIV prevention researchers.
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insurance were invited to participate in thesesdd discussions. A full list of meeting attendsesicluded
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