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“The WHO ART Guidelines have direct impact on thieds of people with HIV and on the
care we will be receiving in our countries... The giglines are critically important to us
because our countries use it as a gold standardeylreat whatever WHO puts into the
guidelines like it is engraved in stone.”

Vuyiseka Dubula, South Africa’s Treatment ActiomPaign (TAC)

This report presents the key points and recommendatthat emerged during two technical
consultations with people living with HIV (PLHIV)tdhe IAS 2009 and ICAAP 2009 conferences
and an e-consultation on the forthcoming revisibthe WHO’sRecommendations for Antiretroviral
Therapy (ART) for HIV Infection in Adults and Ad@lent ART Guidelines).

The consultations represented the start of a unicpesultative process between WHO and
communities of PLHIV to understand what PLHIV wé@m their treatment programmes, and what
will and will not be acceptable to include in thexn ART guidelines revision.

Consultation participants agreed that many of theés could be directly impacted by the revised
ART Guidelines. However, they also noted that imynaf their countries actual clinical practice was
rarely up to the standards recommended by the ARideBnes — including the treatment they
themselves had received. They highlighted theabRLHIV activism, with the ART guidelines as an
advocacy tool, in ensuring that governments andidu see the long-term cost-effectiveness of
starting treatment earlier and with better drugs.

Consultation participants recommend that the ARTdElines should be based on the best, current
scientific knowledge, focusing on a standard ofectrat all countries should strive to achieve. In
addition, the ART Guidelines should recommend tregitment is initiated when CD4 cell counts fall
below 350. However, individuals must be able to entikeir own decisions about when to start and
change treatment based on accurate informationt als@iment options, side-effects, drug resistance
and co-infections. Furthermore, the WHO guidelirsuld no longer recommend d4T and
recommend tenofovir in its place. Finally, PLHIVosiid have access to regular CD4 counts and
periodic viral load tests (at least to confirm treant failure before switching to second line). Tolke

for resistance testing needs to be assessed urcestonstrained settings.

GNP+ held two technical consultations and one esgitation. The consultations sought to gather
rich, meaningful input from PLHIV about what theyamt from their treatment programmes based on
experience and expertise on ART. As such, the tgpesents qualitative information, highlighting
in-depth evidence and perspectives of PLHIV.

Technical consultations

GNP+ partnered with the Treatment Action Campamrhdld a technical consultation on 20 July



2009 during the International AIDS Society Confa®en(lAS) in Cape Town. There were 30
participants (65% women, 35% men) representingal®icies. The mean age of participants was 40
years.

GNP+ partnered with the Asia Pacific Network of pleoLiving with HIV (APN+) to hold a
technical consultation on 12 August 2009 duringltiternational Congress on AIDS in Asia Pacific
(ICAAP). There were 23 participants (26% women, 74f#n) represeémg 8 @untries. The mean
age of participants was 39 yeatrs.

The questions employed at the technical consultatieere developed and reviewed by GNP+ and its
partners, including WHO. Partnering with regionabanisations enabled GNP+ to ensure that
guestions were adapted to the regional context. Sdteof questions guiding the discussions are
available in Appendix 3.

The technical consultations were facilitated by gdediving with HIV. The meeting reports were
reviewed by partner organisations.

Full copies of the reports are available in App&rtand 5.
E-consultation

GNP+ held an e-consultation over three weeks (2y JuL6 August 2009), which was hosted by
NAM. A total of 317 advocates and activists liviagth HIV were invited to participate via email
(300 were invited and 17 requested participatid@Yb6 of invitees registered, of whom 52% posted
comments. Participants were PLHIV who had attermutegious GNP+ consultations: HIV+ Monaco,
2007; LIVING 2008, Mexico City; the Internationak@hnical Consultation on Positive Prevention,
Tunis, 2009; IAS 2009, Cape Town; as well as pastfimm other GNP+ programmes. Participants
came from 36 countries representing all six WHOIaegf Americas (13 countries), Africa (9),
Western Pacific (5), Europe (4), Eastern Meditezean(3), and South-East Asia (2).

Following initial invitations, participants receideweekly emails inviting them to share their
experiences and opinions on specific topic aredsiXemails included the link to the e-consulbati
website (http://www.aidsmap.com/gnp+) as well ageasonal password linked to the individual's
email address.

The e-consultation was conducted in English anderaidd by a GNP+ consultant living with HIV.
Participants from Algeria, Bolivia, Morocco and Bgosted in their native tongue, namely French or
Spanish: the moderator provided a rough Engliststation following their post. Several participants
contributed via email: the moderator posted themments on their behalf.

The moderator regularly monitored the discussiangrisure that the posts were applicable to the
subject; to answer any specific questions; anduggest further areas of discussion within each
guestion.

The full report of the e-consultation is availallédAppendix 6.



The timing was a challenge as undertaking the dtatgns involved a series of activities: develapin
partnerships, designing context-specific questigm®moting the activities and conducting the
consultations.

In order to ensure a continuous and in-depth disogmongst e-consultation participants, it was
important that the e-consultation was moderated fe@guired a significant time investment.

Due to time restrictions, translation of the temxd gostings for the e-consultation was not feasible

+( *

Below are key findings, which emerged from the techl consultations and the e-consultation.

Participants asserted that PLHIV globally shouldgenhthe right to go onto treatment when CD4 cell
counts are in the range of 350 cells/fam in light of recent data showing that treatmerthis point
improves survival and decreased progression to ABGTB. While treatment is still beneficial even
when started later, waiting until CD4 cell courdall below 200 represents an unacceptable risk.

“Too late is of course a CD4 count of below 200after the first opportunistic infection

occurred, and too early is when one is not preparesart. It is not a clinical criterion. But

there is a very strong link between the preparesiokan individual and his or her capacity to
be 100 percent adherent.” (Participant, IAS Capemnl)o

In the absence of data showing that earlier treattmsebetter, there were very real concerns abiaut t
toxicity of ART, and whether initiating treatmeibtsoon could limit future treatment options.

“Many ask, how could | take drugs for the rest of life. And when you are being prepared

that these drugs has some side-effects i.e. vagigkin rashes, night mares and so forth, it
creates fear. In addition, many of us come frormtiees without resources and are very poor
— many are afraid to go onto treatment when thaytdoave enough to eat.” (Participant

from Uganda, IAS Cape Town)

At ICAAP Bali, participants raised concerns abddeseffects from ART, which included putting on
weight or not being able to put on weight, skintiggt darker, anaemia, low blood pressure,
osteoporosis, and bad dreams. They also raisecmabout developing drug resistance in settings
where there are limited second-line options, inicigdhe recurrent problem of drug stockouts.

Ultimately, regardless of what CD4 threshold theTABuidelines recommends, the decision to go
onto treatment is a personal choice, which dependan individual’s decisions to start treatment or
not based on relevant, comprehensive and accumédemation. Unless PLHIV also have a life-
threatening opportunistic infection, they should @ pressured to start ART before they are prepare
for it.



"Before asking PLHIV to start their treatment, w®sld give them awareness and
information on the effect of ARVs. Otherwise takifRVs without willingness from
ourselves will be nothing, because ART is long-teaind adherence will be the most
important factor for successful ARV treatment."aii€ipant from Indonesia, E-consultation)

Participants recommended that d4T is discourageatoount of its toxicity profile.

“In our context in South Africa, d4T is definitelyot an option for women — it may not
really be an option for anyone at all. Toxicitypgesent in increasing numbers of women -
both lipodystrophy and lactic acidosis - amongsinen who started on d4T.” (IAS Cape
Town)

Participants also recommended that tenof@vimade available as part of first-line ART — ahé t
price must be reduced so that it becomes affordablgublic health systems. Many felt that if
tenofovir were made part of first line regimensrthwould be increased pressure to increase generic
production and lower its price.

“Tenofovir is more expensive than d4T, we know.wse initially fought for d4T to be less
expensive, we will fight for tenofovir to becomesgeexpensive. By not making demands, we
could be perpetuating the situation, by making tevio first-line, it should or could lead to
price reduction.” (IAS Cape Town)

Participants acknowledged AZT as an alternative, Highlighted the risk of anaemia, which is a
serious concern in many African countries wheig & endemic problem.

For the many difficult clinical situations whereetle is inadequate evidence about which treatment
options are best, participants discussed how tppyoached such treatment decisions in general. For
instance, many expressed concerns about the toxiCireatment, treatment readiness, and stated a
preference for a less medicalised and more holigijmroach to treatment and care — until clinical
data clearly demonstrates that more aggressiverodmplex care treatment approaches are truly in
their best interest.

Participants asserted CD4 counts and viral loaditeidmg should be made available and affordable
when needed for important treatment decisions,aslheto determine the need to switch treatment.

“Viral load is very important to monitor the treagnt together with the CD4 count. But
unfortunately in our country we do not have enoeghipments for these services. For
someone who is on treatment | think doctors orthgarsonnel can know well if the
medication is working properly if there are reguksts on VL and CD4 counts. Now,
because we are poor we just receive the medicitieuti proper check-ups; you end up with
liver, kidney problems because of lack of equipm&otWHO has to look into this matter,
especially in poor developing countries where axi®a problem to health centres."
(Participant from Malawi, E-consultation)



Participants at IAS 2009 Cape Town also discuskedappropriateness of (expensive) treatment
options that are standard of care in industrialismehtries, such as frequent laboratory monitoring.
some situations, the participants voiced a cleefepence for the simplifying options being employed
by the public health approach to HIV treatment. fastance, for people who are clinically stable, it
was suggested that fewer clinic visits and lessnsitze laboratory monitoring would actually be more
patient-centred. In addition to decreasing costthéopublic sector, given the difficulty in accegsi
treatment centres (transportation, time and cadty, fewer visits places a lower burden on the
patient as well as his/her family and carers.

Participants asserted that the ART Guidelines shatress the importance of integrating TB/HIV
services, because of data demonstrating that p&ohielrB who are coinfected with HIV do not get
on ART while they are still on TB treatment, havemach higher risk of mortality.

There was a range of opinion as to whether all aBepts should qualify for ART however. Some
participants said that, unless CD4 cell counts werg low, the practice in their country was taatre
TB first and see whether CD4 cell counts increaSsters felt however, that CD4 cell testing takes
time and represents an additional barrier to ggttinto ART — and for many people with TB and
HIV, there is little time to waste.

Participants at ICAAP Bali - from a region wherenajority of PLHIV have an intravenous drug user
background, with 70-80% of those being co-infeatétth Hepatitis C — highlighted the importance of
information about and access to Hepatitis C treatpmaonitoring of liver function, Hepatitis C viral
load measurement and interferon.

While a majority of participants acknowledged thiag¢ir health systems are facing real financial,
infrastructure, and human resource constraintgetheas broad consensus that WHO should be
cautious about including considerations of costtlie revised guidance, lest it inadvertently
establishes a lower quality of care for poorer ¢toes. PLHIV everywhere should have access to the
best ART regimens and appropriate laboratory mango These choices should be made on the basis
of clinical evidence rather than cost.

An important principle emerged out of these disimnss that those who are on treatment should have
access to treatment without fear of compromisirgabcess of those not yet on treatment. Otherwise,
the same argument could be used to deny peoplssaatwsecond-line ART because it is many times
more expensive than first-line. Doing what is neeeg to maintain the health of a PLHIV who has
already made the effort to go onto treatment isoirigmt as well.

As to whether participants were afraid that recomoirey earlier treatment would lead to
programmes facing stockouts and/or governmentslpletto supply sufficient ARVs for when more
vulnerable people (with lower CD4 cell counts) grsfor treatment, it was noted tHawven at the



200 level, a whole lot of people are not beingtedd (IAS Cape Town) Therefore, the argument of
CD4 level as a criterion for deciding on treatmigsged on ART availability is not valid.

PLHIV emphasized that the revised ART Guidelitvesed to push the envelope like when they first
came out.”lssues of cost, access and equity will indeed neede articulated, and the activist
community, including civil society, will play an jportant role.

Firstly, there was consensus that ART is first Bomdmost a way to improve the health and well being
of PLHIV, although, in some situations, such aspgh&vention of vertical transmission to infants, it
clearly can be used for prevention. Prevention ¢qérhaps be seen as a consequence or added
benefit of ART but should not be its primary goal.

While there was interest in the further clinicaldst of the potential of ART for prevention (beyond
PMTCT), there were also concerns about whetherggain treatment earlier (for the sake of
prevention) would truly be in the best interestRifHIV, or the best choice for their own health.
Furthermore, some were concerned that if the appregere not as effective as its proponents are
suggesting, that could result in more HIV transmissand possibly transmission of resistant virus,
particularly in resource limited settings whereréhés not routine access to viral load. Thus the
strategy, if it works, may only be safe with inGged access to viral load testing and monitoring.

Secondly, there was broad consensus that withiedah&ext of potential mothers living with HIV and
their children, it is important to treat both thetimer with HIV and her child —not one or the other,
but assess how the health outcomes of possible &fRd@tes for the mother and the child.

However, there were a range of opinions about #s &pproach to treatment and prevention in this
population. While everyone was in favour of accessa short course of ARVs to prevent the
transmission of HIV to the infant, many in the goot- some being mothers themselves — did not
believe that combination ART was necessary fopatential mothers with HIV or to protect their
infants.

“Let’s say I'm pregnant and my CD4 cell count i902At that CD4 cell count, | don't need
to yet be started on ART.” (Participant, IAS Capmevh)

Some noted that PMTCT programmes have major prabierth loss-to-follow-up after delivery, and
attributed this to the fact that PMTCT programmesdt focus enough on the health of the mother.

“The messages that are being preached at theschinéc ‘You must save your baby, you must
save your baby!" There is little emphasis on thdl Wweing of the mother.” (Participant from
South Africa, IAS Cape Town)

However, others noted that during pregnancy, a eraghalready vulnerable — and it may not be the
best time for her to be making a lifelong committentaking ART. Some women may not really be
ready to go onto ART right away — especially ifyth@ve only just learned that they are positive.

Another question is whether going onto ART versdTET (as a short-term and limited duration
treatment) will affect future treatment options2hdlugh data suggest that ART remains effective in



women who have been in PMTCT programmes (if bedputa year after pregnancy), many women
with HIV are having multiple pregnancies, and thisréttle data to show how multiple exposures to
ARVs in PMTCT will impact on subsequent respons@&RI. At the same time, however, if women
with higher CD4 cell counts begin taking ART befthey are ready, adherence may suffer, and that
could lead to treatment failure and fewer treatnogations in the future.

Thirdly, many participants feel that ART for pretien could offer important additional benefit from
treatment to PLHIV. They asserted that the WHO &hoclarify ART’s role in reducing
infectiousness on an individual as well as a pdprdevel in order to ensure universal sustainable
access to timely ART; encourage undiagnosed indat&lto know their status; reduce stigma; and to
help individuals understand their personal risk.

An advocate from Canada, where there are manymairprosecutions for HIV exposure
following non-disclosure of HIV status, suggesteattWHO is both clear about the role of
ART on infectiousness, and about the equal respiitgiof both parties for the prevention of
transmission. "WHO guidelines in terms of treatmmamd prevention should be well-
balanced, clear and precise to ensure that the@risom for misinterpretation, especially
with so many criminal charges being brought agagiesiple living with HIV/AIDS". (E-
consultation)

WHO should also make it clear that treatment almareonly be part of an overall prevention strategy
that must address those without, as well as thaisg lwith, HIV.

Participants felt the concept requires further wtyarticularly in resource limited settings. Masaid
that they might be willing to take in such a stuflyissues of ethics and informed consent are
addressed.

# n *
The following recommendations can be drawn fromthinee consultations:

1. PLHIV must be educated and empowered about thémrmpand treatment should begin:
When the individual is ready;
Based on the individual's overall health rathentfecusing solely CD4 count criteria;
And that the individual, rather than the virus, wlddoe the focus of treatment and care.

2. Recommended CD4 count criteria for starting treatns@ould be in line with current scientific
knowledge of best outcomes, at 350 cellsfmm

3. d4T (stavudine) should be removed from the listrefommended drugs due to its toxicity
profile, and tenofovir be recommended in its place.

4. PLHIV must have access to regular CD4 counts anibgie viral load tests. Monitoring
frequency should be based on clinical issues, dsasendividuals’ preferences and context.
WHO should consider the role for resistance tesbmgr time as treatment becomes more
widespread, and as more treatment options becoaikalale.



PLHIV must have access to more information on dedtions, such as TB, Hepatitis B and
Hepatitis C, both before and during ARV therapywedl as access to necessary treatment and
monitoring.

The WHO should highlight and clarify the role otatment for prevention, in particular the
potentially beneficial effect of ART on infectiowesss, on both a population and individual level.
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GNP+ is a global network for and by people living witllV. GNP+ advocates to improve the quality
of life of people living with HIV. GNP+ programmese organised under four platforms of action:
Empowerment; HIV Prevention; Human Rights; and &&and Reproductive Health and Rights.

VISION The GNP+ vision is to strengthen the worldwide nmogat of people living with HIV by
providing leadership and a voice for people livinith HIV. GNP+ is based on shared principles that
include a commitment to ensuring that the netwsritriven by constituency’s needs, the
understanding that HIV is a human rights issueacmowledgement of the need to address gender
inequalities and a commitment to solidarity, hapempassion, inclusion and diversity.

ADDED VALUE GNP+ has developed and continues to develop tbatsgather evidence from the
community level to inform local, national, regioraald global advocacy, policy and programming. As
such, GNP+ added value is its ability to reachtol®LHIV at the individual level and translate thei
experiences into recommendations for action andga

PARTNERSHIPS GNP+ always works in partnership. GNP+ has dewlogtrong linkages with
regional networks of PLHIV, other national and mtional networks of PLHIV such as the
International Community of Women Living with HIVEW), and different international NGOs and
agencies and other key stakeholders (IPPF, Worl@SAlCampaign, UNAIDS etc.). GNP+
partnerships make partners co-owners of a profeattnerships with local and national PLHIV
networks have led to implementation of programmesver 60 countries. New partnerships with
networks of young people living with HIV are expsdt GNP+ collaboration with UN agencies such
as UNFPA, UNAIDS, OHCHR and WHO provides GNP+ witie expertise needed to pursue
technically challenging projects.

PLHIV DRIVEN EVIDENCE GATHERING GNP+ in recent years has led an attempt to
modernise the movement of people living with HIV tefocusing from individual testimonies on
people’s life with HIV to systematic documentatiand analysis of the experiences and expertise of
people with HIV. GNP+ and its partners are impletimenfour evidence-gathering toolshe PLHIV
Stigma Indexwith ICW, IPPF and UNAIDS) to deconstruct perezlvand experienced stigma by
PLHIV; The Criminalisation Scafwith the Regional Networks of PLHIV) to gathefammation on
laws, policies and cases of criminalisation of His¥nsmission around the globehe Human Rights
Count (with the Regional PLHIV Networks) to document esletal evidence of human rights
violations against PLHIV in a systematic manring GIPA Report Car@with ICW and UNAIDS)

to measure the quality and level of applicatiothef GIPA principle at national level.
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IAS 2009, Cape Town

Group 1: Quality and equity of HIV care

1. What are the strengths and weaknesses of teanetogus d4t versus AZT as part of the first line
regimen?

2. What do people believe is the appropriate dinénd laboratory monitoring for people living with
HIV in order to preserve treatment options and @ymior outcomes?

3. Are people concerned that if it is recommendestart ART earlier and to use more expensive
regimens, some of the sicker and more vulneraldplpenay not be able to access treatment so
easily, or there may be less ART available overall?

Group 2: ART and Positive Health, Dignity and Praien
1. Does taking ART have a role as a HIV preventi@thod, and if so, what is it?

2. Should all women living with HIV who are pregman trying to get pregnant start ART instead of
just taking ARVs to prevent infection in their b&by

3. How willing would people be to take part in Isi@f taking ART perhaps earlier than now thought
to be necessary for their own health, particularlgrder to see if it prevents HIV being passedmon
others?

Group 3: Clinical issues where the evidence babkard to interpret
1. How early is too early and how late is too katstart ART?

2. If your CD4 cell count does not increase ontineat (or falls a little) should you be switched to
second line therapy? What if you have an undetbxtatal load?

3. People living with HIV who have active TB shoulgrt ART while they are on TB treatment. How
do we do this in practice knowing that ARV mediarand rifampicin may interact?

ICAAP 2009, Bali

Group 1: Personal perspectives: how we feel alveatrhent and what we expect from ART
1. What are the main factors to consider in stgrtieatment?

2. What are the good things and what are the baggabout being on treatment?



3. What kind of support do we need from healtheasekers to answer our concerns about whether or
not the drugs are working?

4. What kind of support do we need from healtheawekers to help us with side-effects, drug
interactions and avoiding resistance?

Group 2: Advocate perspectives: balancing the oensetween quality and equity of HIV care.

1. What are the benefits and tradeoffs if WHO rewmmds starting ART earlier and recommends
using more expensive regimens?

2. What, if anything, are we prepared to give upetirn for earlier treatment, more drug choice
and/or better monitoring?

3. What medical interventions do we want for pedipiag with HIV who are co-infected with
hepatitis C?

4. Should the WHO guidelines reflect only whathsught possible given the many resource issues,
or state the acceptable minimum based on the hdstuarent scientific knowledge and standards?

Group 3: Positive Health, Dignity and Preventioontimportant is a human rights-based approach to
treatment when used as a prevention tool?

1. How do ARVs play a role in HIV prevention? How @e use that information to advocate to
governments?

2. Should all women living with HIV who are pregnamn trying to get pregnant start ART instead of
just taking ARVs to prevent infection in their b&by

3. How willing would people be to take part in lsi@f taking ART perhaps earlier than now thought
to be necessary for their own health?

4. How willing would people be to take part in tsi@f taking ART in order to see if it prevents HIV
being passed on to others?

E-consultation

Week 1: Personal perspectives: how do we feel abeatiment and what do we expect from ART?
1. When should we start and change treatment?

2. What drugs should be recommended for first-sewbnd-line therapy?

3. What kind of monitoring is necessary to helminf our treatment decisions?



Week 2: Advocate perspectives: balancing the ternsadween quality and equity of HIV care.

1. What are the benefits and tradeoffs if WHO remmmds starting ART earlier and recommends
using more expensive regimens?

2. What, if anything, are we prepared to give upetirn for earlier treatment, more drug choice
and/or better monitoring?

3. Should the WHO guidelines reflect only whathsught possible given the many resource issues,
or state the acceptable minimum based on the hdstarent scientific knowledge and standards?

Week 3: Positive Health, Dignity and Preventionwhmportant is a human rights-based approach to
treatment when used as a prevention tool?

1. How important is the link between treatment prelention?
2. What should the WHO guidelines say about treatraged its role in prevention?

3. How relevant are human rights concerns in ggttimhere there is no universal access to treatment?
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Introduction

This report presents the key discussions and recommendations that emerged during a
meeting held during the International Congress on AIDS in Asia Pacific in Bali (ICAAP 2009)
on August 12 2009. The meeting was held as a satellite meeting of ICAAP9 and was open to
People Living with HIV (PLHIV) who attended ICAAP 2009. The meeting was co-hosted by
GNP+ and APN+ (Asia Pacific Network of People Living with HIV). There were 23
participants from 6 countries of the region, with ages from 27 to 67 years.

At the last minute a demonstration at the plenary of the ICAAP9 conference was called on
access to treatment for Hepatitis C at the same time as this meeting. Several of the pre-
registered PLHIV for this meeting were mobilised for that demonstration. Because Hepatitis
C is such a serious issue for many PLHIV in the region, their involvement in the
demonstration was understandable, but it did reduce the number of participants in the
discussions on WHO guidelines on ART.

The purpose of the meeting was to provide an opportunity for PLHIV from Asia and the
Pacific to have input into the upcoming revision of the WHO's Recommendations for
Antiretroviral Therapy (ART) for HIV infection in adults and Adolescents.

Overall the discussion aimed to gather the views and issues to be considered relating to the
upcoming WHO ART Guidelines review and specifically to look at:

how people feel about treatment

the sort of support that people on treatment need
when to start treatment

balancing quality and equity of care in treatment
how people see treatment as prevention

After an introduction to the session by Dr Susan Paxton, an Advisor from APN+ who
facilitated the meeting, Dr Marco Vitoria from WHO, set the scene with a short presentation
entitled “Considerations on WHO ART Guidelines”.

The participants then self selected one of three groups for the discussions. The questions
each group considered were asked to discuss were as follows:

Group 1: Personal perspectives: how we feel aboutt  reatment and what we expect from
ART

1. What are the main factors to consider in starting treatment?

2. What are the good things and what are the bad things about being on
treatment?




3. What kind of support do we need from healthcare workers to answer our
concerns about whether or not the drugs are working?

4. What kind of support do we need from healthcare workers to help us with side-
effects, drug interactions and avoiding resistance?

Group 2: Advocate perspectives: balancing the tensi on between quality and equity of
HIV care.

1. What are the benefits and tradeoffs if WHO recommends starting ART earlier and
recommends using more expensive regimens?

2. What, if anything, are we prepared to give up in return for earlier treatment, more drug
choice and/or better monitoring?

3. What medical interventions do we want for people living with HIV who are co-infected
with hepatitis C?

4. Should the WHO guidelines reflect only what is thought possible given the many
resource issues, or state the acceptable minimum based on the best and current
scientific knowledge and standards?

Group 3: Positive Health, Dignity and Prevention: h  ow important is a human rights-
based approach to treatment when used as a preventi  on tool?

1. How do ARVs play a role in HIV prevention? How do we use that information to
advocate to governments?

2. Should all women living with HIV who are pregnant or trying to get pregnant
start ART instead of just taking ARVSs to prevent infection in their baby?

3. How willing would people be to take part in trials of taking ART perhaps earlier than
now thought to be necessary for their own health?

4. How willing would people be to take part in trials of taking ART in order to see if it
prevents HIV being passed on to others?




Feedback was taken from each group. Because of the time pressure on room availability at
ICAAPY, the meeting was very limited in time and one of the constraints of the discussions
was that the other two groups were not able to comment on the findings of each group.

Feedback

Group 1
Question 1 What are the main factors to consider in starting treatment?

Most people started treatment on the strong recommendation of their doctor in the face of
falling CD4s and feelings of tiredness, and symptoms of fever or weight loss. Clinic nurses
were also seen as being quite influential in persuading people they needed to start
treatment. As one participant mentioned, “The nurse said that | had no option but to start”.
There was apprehension about side effects and concern about resistance developing. But
generally people felt that if they wanted to live longer and not get sicker, they had to start
treatment. They were encouraged by seeing colleagues who had started treatment and were
doing well on it.

Question 2 What are the good things and what are the bad things about being on treatment?

The good things were around their health and how they felt, and having more hope for the
future. People talked about feeling fresher, more active and having a normal appetite. They
did not get sick as often and looked healthier. People reported starting to look to the future
and in some instances, being ready to have a baby.

The bad aspects reported were mainly around side effects. Some were concerned about
putting on weight and others about not being able to put on weight. There were reports
about problems with eyes and ears, and their skin getting darker and wounds taking longer
to heal. Anaemia, low blood pressure, osteoporosis, were mentioned. Bad dreams and
feeling more emotional were also raised. From a practical point of view people had problems
making sure they took their medication on time.

Question 3 What kind of support do we need from healthcare workers to answer our
concerns about whether or not the drugs are working?

Concerns centred around the need for more information and the stigma and discrimination
people felt in the healthcare setting. A common experience was being told they needed to
start treatment but not receiving sufficient explanation about why and about what to expect.
They wanted to know about what side effects to expect, and drug interactions especially with
supplements. Additional information on nutrition was lacking as most reported hearsay about
certain foods (coconut, soya and broccoli) that were supposed to be beneficial for PLHIV.



Most of the recommendations were from well-meaning people who were trying to be of help.
Moreover in Asia, there is a tendency to consider treatment of HIV and/or its side effects by
using traditional medicines. These were sometimes positioned as “miracle cures” or direct-
selling (Multi-level marketing) companies, and left PLHIV vulnerable to scams. Traditional
therapy is also seen as an alternative rather than a complementary treatment. They felt they
should be told about problems such as taking grapefruit (with Efavirenz) and some detox
regimes (that could reduce the efficacy of the antiretrovirals). There was a lack of any
emotional support which they felt they needed. Many of the healthcare providers are not well
gualified, and the positive people felt they are discriminated against. Often they had to wait
for two hours to spend just five minutes with the doctor. Doctors were too rushed.

Question 4 What kind of support do we need from healthcare workers to help us with side-
effects, drug interactions and avoiding resistance?

Concerns about reactions to medication were often not taken seriously. When people
experienced side effects such as dry lips or skin problems they were just told, “That is
normal” without any suggestions on what to do about it. Healthcare providers are more
concerned with opportunistic infections than side effects. It was suggested that a booklet
could be made available which described the various drugs, their side effects and what
actions could be taken to deal with them.

Group 2

Question 1 What are the benefits and tradeoffs if WHO recommends starting ART earlier
and recommends using more expensive regimens?

The group was clear that starting treatment earlier at a CD4 count of 350 offered significant
benefits. The advantages in starting earlier include preventing opportunistic infections and
bringing down viral load and increasing CD4s. Starting treatment earlier also potentially
prolongs lives.

However, the group identified some serious concerns in starting earlier. These centred
around two main issues. One was side effects and the other was the risk of resistance in a
situation where there are limited second-line options. There are stockouts from time to time
in many countries of the region, and the group expressed fear that by starting treatment
earlier, the chances of a stockout would be greater and that could then cause resistance to
develop. As one participant said, “distribution problems of ARVs is still a big issue here”. As
people develop resistance and with more people on ARV this would put more pressure on
second-line regimens which are more expensive. Would there be money to pay for those
expensive second-line drugs? On an individual level people feared being in a position where
they started treatment earlier, became resistant earlier and then found themselves without
treatment options available to them at all.



The resistance issue could also be compounded if people started medication, felt better,
stayed healthy and then decided that they did not really need to take the medication and
may not adhere to their regimen.

It was clear that people did not like the thought of being on treatment unless it was essential,
and starting earlier meant that “people would be on medication for a longer time”. By starting
treatment earlier people would have to suffer toxicities and side effects for a longer period of
time.

Question 2 What, if anything, are we prepared to give up in return for earlier treatment, more
drug choice and/or better monitoring?

There was a difference in what people felt between what they saw as the practical situation
and what the ideal should be. As one participant said, “This is a ‘Catch 22’ situation and a
tough choice”. The question implied a situation where a choice had to be made between two
options whereas they felt that they wanted to not have to make that choice.

This group agreed unanimously that given the current situation, they would prefer to
postpone treatment, and start treatment at CD4s of 200 if necessary, in order to have a
better range of drug choice and better monitoring later.

However, ideally they would like to have the option of starting treatment earlier if there was a
guaranteed greater range of drugs available and if drug distribution problems were resolved.

In this context they wanted to see patent rights on new drugs abolished so that there would
be a greater affordable choice of drugs. They also suggested that the quality and the
monitoring of quality of drug production within countries should be improved. This is because
in some countries in the region it has been claimed that there is a variation in the active
ingredient in some local drug production. This can lead to resistance where levels are too
low and variable, and that then limits the options for the future.

Question 3 What medical interventions do we want for people living with HIV who are co-
infected with hepatitis C?

There was energetic comment on this subject especially because both hepatitis C and TB
are common co-infections in the region with many PLHIV having an intravenous drug user
background, and with 70 — 80% of those people being co-infected with hepatitis C. The
group was quite clear in that hepatitis C treatment must be available at affordable prices.
This includes access to monitoring of liver function and other monitoring, hepatitis C viral
load measurement, and interferon. While interferon might be available in some countries, it
is far too expensive for most people to consider. The group felt that if ARVs can be
accessible, then so should hepatitis C treatment be.

Although TB was not part of the question, the group discussed its treatment too. They would
like to see TB and ARV drugs combined into one tablet. They would also like to see more



monitoring to address side effects of TB drugs and want more research on how drug
interactions between TB drugs and ARVs could be reduced.

Question 4 Should the WHO guidelines reflect only what is thought possible given the many
resource issues, or state the acceptable minimum based on the best and current scientific
knowledge and standards?

The group was again unanimous and unequivocal in its response to this question. WHO
should state the best treatment and monitoring options in the guidelines. The guidelines
should not take into account resource constraints. Then governments should take on board
the responsibility for the implementation of those guidelines.

Group 3

Question 1 How do ARVs play a role in HIV prevention? How do we use that information to
advocate to governments?

The group felt that it is clear that taking ARVs lowers transmissibility of HIV and leads to
better health, but the extent to which this is considered as a factor in treatment programs
depends on the country. Treatment as a role in prevention is not a common notion in
countries where there are low rates of access to ART. In some countries there is a fear of
side effects that might delay uptake of ARVs and so the prevention effect is not as great.

The group felt that there were two views of treatment as prevention, the individual view and
the population view. In the individual view, for example in the case of sero-discordant
couples, the issue is one of the sexual health of both partners and issues such as family
planning. It is doctors, PLHIV and their groups that are more interested in the individual view.

The population view looks at it in a way that says if you treat 'x' percent of positive people
you have a'y' percent decrease in infections and a consequent 'z’ percent reduction in costs
to the state. Governments are clearly more interested in population than individual issues
and the previous equation may be a good argument to use in advocacy to governments.

It was also felt that ART contributes indirectly too, by changing social attitudes to HIV and
hence leads to less stigma and more testing, in turn leading to less transmission. It can even
act to mobilise treatment for other diseases which might be lagging behind in treatment
access.

Question 2 Should all women living with HIV who are pregnant or trying to get pregnant start
ART instead of just taking ARVs to prevent infection in their baby?

The participants started off by making the observation that it depends on when the woman
finds out that she has HIV. The reality for many pregnant women is that it is in fact as a
result of testing because of the pregnancy that their diagnosis is made. It can also be



because they feel unwell, or their partner is diagnosed. For this reason it is very important to
continue to promote earlier testing for most-at-risk populations.

It also depends on what ARVs are available in that area.

The decision should be a personal choice for the woman, and that decision should be made
on the basis of correct and balanced information. The information should take into account
that there are two lives involved, each with rights, and should be delivered in an appropriate
way. This implies the need for more resources, such as counselling, to assist the woman in
the process of making a decision. Even group counselling in low resource settings is better
than no counselling.

If the pregnant woman decides she wants to start ART she should be allowed to do so.

Question 3 How willing would people be to take part in trials of taking ART perhaps earlier
than now thought to be necessary for their own health?

It was thought that fear and concerns may prevent people from taking part in such a trial.
Part of that fear is about side effects and having to suffer them before necessary and
potentially for longer. And part of the consideration is that in starting earlier it might cause
resistance to occur earlier and before the availability of second-line treatments. By starting
later, people would feel that it might delay the need to go onto second-line regimens. As long
as their CD4s can be maintained at what was described as 'an acceptable’ level, people
would tend to delay treatment.

Another factor mentioned was the fear of stockouts that are currently common enough to be
of very serious concern in many countries. People are likely to want to delay starting
treatment (even if it is a trial) until stockouts are no longer an issue. (It is interesting to note
that these are exactly the same concerns raised by Group 1 independently when they
discussed starting treatment earlier.)

A necessary condition of people going onto such a trial would be that stockouts are
addressed, and second-line regimens are available.

Question 4 How willing would people be to take part in trials of taking ART in order to see if
it prevents HIV being passed on to others?

It was pointed out that studies to date have been conducted retrospectively so that couples
were not 'taking risks' for the study. Such a study as the one suggested, requires if it is to be
useful, that the negative partners are potentially putting themselves at risk. This was felt by
the group to be ethically 'tricky”.

The question about participating in the trial must also be addressed to the negative people
who would be involved in the trial. Because of the possible risk involved, all partners
involved must have clear and full information before making a decision.



The difficulty in conducting a trial was also discussed. It may be that behaviours will change
during the trial just by being part of it, and that might affect the results.

It was felt that provided there is a sound ethical consideration, sound methodology, and both
HIV+ and HIV- partners are informed then some PLHIV will probably be willing to participate
in such a trial, but not all.

Group 3 also made some general comments about the subject covering all questions. ART
guidelines are only one of many components and sources of information that PLHIV and
their partners need in order to address wellness and a healthy life. People should have full
information to inform their decision about starting treatment, trials and so on. Before
embarking on trials or implementing new guidelines there needs to be guaranteed access,
no stockouts, and trained healthcare providers.

In an overall sense they believed that WHO guidelines focus on the public, whereas clinical
guidelines focus on the individual. As well as input into WHO guidelines, PLHIV should have
input into clinical guidelines. There may be a tension between the two.

Summary

PLHIV see huge benefits in treatment and know that eventually they will need to take ARVs.
But in the Asia Pacific region there is some reluctance to start treatment earlier based purely
on some practical issues. In starting they want to be assured there will be nothing that will
threaten their long term treatment effectiveness related mainly to resistance and the need to
rely on second-line regimens which are either not available or not affordable right now.
People are also very aware of side effects and their fear of them causes a reluctance to take
treatment until it is 'really necessary'.

They do not believe that guidelines should be compromised by lack of financial and other
resources and that the new guidelines should be based on 'best practice'. If this seems at
odds with the first statement, it is because they aspire to optimum treatment but live with the
day-to-day practicalities of what is possible, even if it is not optimal.

Note: The participants in this discussion were attendees of a regional conference. By
definition they do not represent the huge majority of PLHIV living in the region who could
never aspire to be at such an event. However, the participants were well-informed and
sincere people whose views most likely reflect those of many PLHIV of the region.
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10. WHO should ensure that a human rights framevianmks the foundation of their
approach to 'treatment as prevention' as a wayttgapting to achieve universal access, and
that a study on the feasibility, acceptability atainability of such an approach is

necessary.
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