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[ START OF RECORDI NG|

MALE VOCE: . . . and this is a forum which nean we w ||
have | ot of discussion and we will start by two introduction talk and
after each of the presenter, we will give a talk for ten m nutes and
after all this, all our comrunication, we wll open the debates, and
we wll hope to have a very rich and very introduction —a very good
debate fromthe floor. And the title of this session is “The
Scaling-up of Antiretroviral Therapy in Devel opi ng Countries.”

G USEPPE PANTALEO. Good nmorning. |It’s a pleasure to, to
be here for, for this session and before we start, | would like to
make an announcenent. The community, the agent group asked ne to
i nform everybody that tonorrow there will be a officially rally,
officially denonstration to demand for nore funds for the global fund
and they informthat both information and the neeting points wll be
on Level Zero here at 10:00 AM And we’'d like to start asking Dr.
Papa Salif So fromthe Dakar University to make this presentation
about the issue, “The Scaling-up of Antiretroviral Therapy in
Devel opi ng Countries”. [Long Pause]

DR. PAPA SALIF SO Thank you very nmuch, M. Chairman. |
woul d Iike to thank the, the scientific conmttee for giving nme the
opportunity to be one of the conveners for the forumand to give ne
also the fortune to visit, to visit Paris, this nice and beauti ful
city, as you put it [French audio]. | will during the next m nutes

maeke a sunmary on the update of the use of antiretroviral in

countries with limted resources frompilot studies to public health
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realities, and | hope that during the debate we will have | ot of
contribution fromthe floor for the (unintelligible) this topic.
Wre all famliar with this figure show ng at 1996 a significant
reduction of the nortality and norbidity rates in H'V AIDS patients
due to the inpacts of the antiretroviral therapies in the devel oped
worl ds, but during this tine in 1996, the man (unintelligible) to
have access for antiretroviral drugs in countries with limted
resources was the final (unintelligible) because of the high cost of
the antiretroviral drugs during this tinme in devel oping countri es.
The second (unintelligible) was the | ack of |aboratory capacities for
the evaluation of the CD4 cell count of the viral |oads, and the
third was a |l ack of - the |ack of experience in the use of
antiretroviral drugs in developing countries. And there is this
gquestion during these first years of using heart (m sspelled?) in the
North and the first question was in developing countries, is it
possible to use antiretroviral drugs in the context of limted
resources in ternms of feasibility, in terns of effectiveness, in
ternms of very inport-, inportantly the sustainability of these
antiretroviral drugs in, countries with limted resources. So the
approach of 1997-1998 was first to go step by step and the first step
was to contact the viral (m sspelled?) study in the capital city and
after evaluating the final study, naking the second step will be the
scaling up. So I’mnot going to, to give you the different details,

the different results that were obtained in the developed - in the

different countries concerning the results obtained during this pilot
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study. | just want to summari ze that we have learned a |lot here from
1997 to 2003 actually. What we have learned is that first, it is
possible to use the antiretroviral drugs in limted resource
countries because of the chance the clinical efficacy and
antiretroviral efficacy of the use of antiretroviral drug in limted
resource countries. The adherence was good from 80 to 85 percent
according to different results obtained in these African and foreign
countries for our people understand how to use the drug and al so the
side effects can be managed. And also there is an extensive | ocal
expertise in the use of IV program (m sspell ed?) managenent in
devel opi ng countries, but another thing we | earned during this period
was how inportant is the international collaboration between the
North and the South hel pi ng devel opi ng countries to set up their 1V
program and we just want to acknow edge sone of them The INRS here
in Paris, the Harvard (unintelligible) Institute (unintelligible)
Access, WHO, UNSN, (unintelligible) all these institution has many
devel oping countries to have access to the antiretroviral drug

t hrough very interesting collaboration. So where are we now?
According to the UNGASS Decl aration, three mllion patients nust be
on antiretroviral drugs by the year 2005, and actually currently in
Africa, nore national plans exist. That neans three tines as nany as
two years ago. For exanple, in sub-Saharan Africa 40 countries have
a national H'V AIDS (unintelligible) planning including the use of

the IVs. This was not a figure two years before at 1998 and the use

of IV for treating the adult patients to pediatric patients for
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preventing nother to child transm ssion and for the positive exposure
prophyl actics. \Where are we now? The financial resources are
increasing fromthe global fund but we need nore fromthe Wrl d Bank
and we have al so additional funding fromthe (unintelligible)

Cor porati on Foundation, the d obal Business Coalition and other
donors. Today al so |l ower drug prices have been achieved wth
significant reduction of the IV prices by the pharmaceuti cal
conpani es was obtained. For exanple, he pre-therapy dropped from
USD$1, 000 patients per nonth and per patient at 1998 to actually
between 80 to 100 US dollars at the year 2003. So we are having nore
drugs with low prices in devel oped countries, in devel oping countries
and al so the generic manufacturers offer IV drug for devel opi ng
countries. Today, also, alternative nonitoring strategy was

devel oped for the CD4 cell count evaluation. The devel oped net hod
was evaluated by INRS in collaboration with sonme West African
countries and these alternative neasures cone, is not expensive and
these too (unintelligible) and help these African countries to nake
anot her strategy for the CD4 cell evaluation not using the
(unintelligible) count. The (unintelligible) also is underway for

t he devel oping, for the evaluation. | just want to next slide to
gi ve you the update of the situation because it is ny talk — what is
now the situation - in ternms of access to antiretroviral drugs in
devel oping countries and you see and we are very happy because if you

conpare the situation at 1998 to actually 2003, the situation has

dramatically turned into good way. In Uganda, actually 10,000
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patients are on HAART. In Thailand (m sspelled?) 100,000 patients
are on HAART and they’ ve planned to treat 100 to -- 120 -- 120, 000
patients by the year 2005. And what is very interest-, interestingly
is out of new countries using drugs, that you have in Mali, ‘90 to
‘98, zero patients but actually they are treating several hundred
patients on HAART. [In Caneroon, 6,000 patients are actually on
HAART. You al so had during the opening cerenony fromDr. Marie Jos e
that Burundi is actually treating 600 patients on HAART. Botswana,
yesterday al so we know fromthe plenarization (m sspelled?) that they
are treating sonething like 6,100 patients and in Benin also 600
patients. | think these nunbers are very inportant because the
situation was not the sanme if you conpared to two years later. In
Togo, also there are patients two years ago and now actually they are
treating 450 patients. In Senegal actually they are treating 105 --
1,500 patients and the goal is to reach at least 700 -- 7,000
patients by the year 2005. | think this, this nunber help us to know
that the actually currently the situation has dramatically changes
and according to the econom c community of West African states, which
has at |east 15 or 16 West African countries the projection wll be
to, to put on HAART 400, 000 patients by the year 2005. So if you
want to make a sunmary of the update of the antiretroviral, the use
of the antiretroviral drugs in devel oping countries we can say that
actually the, there is not -- it’'s not only the classic countries

using antiretroviral drugs such as Cote D Ivoire, such as Uganda or

Senegal , but actually we have a new energence countries, which nean
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we have new countries having access to the antiretroviral drugs and
we hope during the next IAS neeting all the results fromall the
different countries will be present, from Burkina Faso to Caneroon to
Burundi to Nigeria. Al these countries are actually using the
antiretroviral drugs. Today also the scaling-up process is ongoing,
political commtnment is there, the nechanismfor drug for treatnent
and regul atory (m sspelled?) is underway and all possible entry
points to the health systemfor access to the antiretroviral drugs
are identified fromthe (unintelligible), fromthe city clinic, from
the city’s clinic and over fromthe VMCCT (m sspelled?) project. All
these entry points conme over to our African patients to have access
to the antiretroviral drug. And also the training of health care
workers is under -- very in order to use, for the better use of the
antiretroviral drugs in developing countries, and al so the
comunities are nobilized in their scaling-up process. So where are
we now? In the public approach, public health approach for getting
many countries are now using standard first line IV s original

(m sspelled?) for their treatnent program using two NSTI

(m sspelled?) with one non-NSTI (m sspelled?) and the rationale for
choosing this regi men was of course the |l ow cost of the reginen, the
| ow pew (m sspelled?) counts, the side effect profile, and the
availability of the reginen as a fixed dose conbi nation. \Were are
we now actually in the progress of scaling-up the -- actually we have

the sinplified nonitoring process, clinical nonitoring, or mninal

| aboratory eval uations using the henogram (m sspelled?), the |iver
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antiviral function and also the CD4 cell count eval uation using the
automati ¢ nethod procedure, dilated (m sspelled?) and with of course
is (unintelligible) sonething |ike two year status. And other
countries also are proposing to use the | aboratory tests only when
probl em presented during the IV treatnent, |ike side effects or
defective treatnent failure. Were are we now actually? More
African governnent offer (unintelligible) for the IV treatnent and
this strategy to subsidize treatnent hel ps our patients to reduce
their (unintelligible) participation. | just have here sonme exanpl e,
but we have many of them Caneroon, the maxi num participation of the
financial participation of the patient is actually sonmething |ike 15
US dol I ar per nonth and per patient whereas there are four nonths for
patient, in Mali, Senegal, Cote D Ivoire, you know, people now have
access to the antiretroviral drug and in many cases if they don’t
have a nonthly salary, they don’'t have nobney, the access if free of
charge. And in Brazil you will have both, you will hear |ater on
from Paol o the unival (m sspelled?) access is also ongoing. So the
scal i ng-up of process also is ongoing in many countries in Cote
Dlvoire, the antiretroviral drugs are outside the capital city here
in Abidjan you can find all the other drug in the North, in Bouake,
Bondoukou, Yanmoussoukro, which nmeans the scaling-up process is really
ongoing in this country. In Senegal also since 2002, we are in the
process of decentralization of the IV and actually six regi ons out of

the 11 regions have access to the antiretroviral drug, in

(unintelligible) in Louga, in Thies, in the mddle and in the south
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t hey have access to the antiretroviral drugs and we propose here in

t he Senegal ese nodel the two inning (m sspelled?) approach, which

nmeans a parallel system An expert fromthe national, fromthe

capital city we will only charge for one specific region helping them
use the Vs in the, intheir region. So | will finish by predicting
the future. You know, in Africa we are using the shelf. In France we

are using the shelf in order to predict the future and if you, if you
|l ose this (unintelligible) according to the position, naybe you wll
be rich or maybe you will have lot of, you will have a good position
during the next comng nonth. So we are using this to predict the
future. Now what is the future for the use of Vs inlimted
resource countries? W hope during the next nonth you will have an

i ncreasi ng nunber of patients who will be on HAART. The gl oba
response i s a conprehensi ve approach nust be strengthened to
reinforce the Catholic (m sspelled?) effects between (unintelligible)
and will be also nore an international conm tnent which nean we need
nmore noney to fund all this access to antiretroviral drugs in

devel oping countries, but many challenges remain and |’ m happy to
give the floor to my (unintelligible), Dr. Paulo Teixeira. | thank
you for listening. [Applause] [Long Pause]

PAULO TEI XEI RA:°  Thank you very nuch, Dr. Salif. 1'd like
first to thank the organizers who very kindly invited ne to attend as
the co-chair of this synposium As an opening remark, | would like
to comment in brief about the challenges for access to antiretroviral

therapy in resource constraining -- constraint settings with a
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perspective of an experience from devel oping country that has been
able until now secure inportant results in the fight agai nst AlDS.

As you may know, Brazil has been the first devel oping country to have
i npl enmented a | arge scale ARV distribution program Qur results have
pronpted the international comunity to regard our response as an
inspiration as a reference for what they’ ve acconplished, that want
to engage in effectively conbating the di sease. Nevertheless, it is
i nportant to point out that evolution of the Brazilian response to
H V and AIDS was strongly influenced by its broad political and
soci ol ogi cal context, particularly the structure and role of its
public health system This response is, response is based on a
concerted early governnment response, a strong -- and effective
participation of the civil society, a nmultisectional nobilization, a
bal anced approach between prevention and treatnent, and a systematic
advocacy of human rights in all strategy and actions. Actually this
public health system devel oped t hroughout the | ast decades in Brazil,
has been consolidated as free and universal under the new
Constitution in 1988. It had established as a cornerstone feature
for our public making -- uh, I'’msorry, our public policy nmaking,
constant dialogue with communities and civil societies, especially as
a neans to enhance social control over governnental policies. The
construction of this successful process was not an easy task. W
experienced tough tinmes given our limted capacity to match the

chal l enge of the epidemc. This difficulty could have made us sinply

shy away, however, it has been considered as a challenge to be
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overcone through new and i nnovative solutions. Then the

i npl ementati on of our programwas done in progressively and the

i nprovenent and expansi on of actions occurred accordingly within our
needs and as the problens energed. | renenber when the first
governnental , governnental AIDS programin Brazil was | aunched 20
years ago in the state of San Paol o when only four AlIDS cases had
been reported around the country. Since that time Brazil has
progressively incorporated their avail able know edge and technol ogy
to enhance its response. Before the availability of antiretroviral
drugs the governnent already provided treatnment and chenoprophyl axi s
for AIDS-rel ated opportunistic disease. 1In the early 90s in order to
i nprove quality of life, the Brazilian Mnistry of Health put in

pl ace a policy of free and universal access to antiretroviral therapy
and continued to provide drugs for opportunistic infections. This
effort was initiated with its distribution of zidovudi ne capsules in
1991, doubl e nucl eoside therapy not |long after and by 1996, free and
uni versal distribution of HAART was institutionalized including

prot ease inhibitors whose distribution began at the end of the sane
year. |In order to provide the necessary health structure to help
support this policy, a network of nore than 1,000 alternative care
and HI'V testing services was progressively established around the
world. This network is spread on a regional and adm nistrative basis
according to the conplexities associated with care services and needs

with the aimof inproved diagnosis and nonitoring of HV infection as

wel | as diagnosis and nedi cal observation of opportunistic diseases.
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However, it’s inportant to say that the first alternative HV care
was created in md 80’s, exactly in 86 based on the experience of
treatment of cancer patients and was very sinple in his structure as
we can see in the photo in this slide. And it’s inportant to
remenber that there was not a clear consensus about this kind of
initiative and it has nade us to start with very, very short, anount
of resources as you can see in this photo. That is the first big
(unintelligible) now that has been created in Brazil. Today the
infrastructure of this serves is highly variable, as a network that
fits the | ocal/regional capacities and needs. W have sites with
fully devel oped services as these highly conplex H 'V AIDS reference
treatment center in Sao Paol o, but even in the slumareas in the sane
cities who have nodest services with good quality of care as shown in
this slide. To adequately nonitor the patients, the Mnistry of

Heal th has al so established a network of viral |oad and CD4

| ynphocyte counting | aboratories. However, the initial conbined
antiretroviral treatnent in Brazil were, were prescribed wthout CD4
cell count, and their nonitoring was based only on clinical
paraneters as established in the first ARV gui delines adopted by
Brazil in 1995. After that nmonent, the CD4 cell count and viral | oad
tests were incorporated in clinical routine practice and the networks
wer e progressively expanded, reaching now approxinmately 80 sites
around the country. Adherence to treatnment is also an issue, a

critical issue. Since the md 90's, we have encouraged and funded

projects jointly with governnment institutions and civil society ained
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;ilgisiging toget her self-help groups known as adherences groups as
well as putting in notion other strategies to inprove patient
adherence to antiretroviral and other elenents associated with
treatment. Anong 700 community projects currently enjoying technica
support fromthe Brazilian STD/ AIDS program 14 of them are
specifically designed to inprove treatnent adherence by peopl e who
are living wth HV and AIDS. However, even in situations where the
results such as those reported in Brazil have not been yet achieved.
These probl ens cannot be allowed to becone an artificial barrier to

i ncrease access to antiretroviral drugs. Again, this should serve as
a stinulus. Experiences and strategies such as those to be presented
here can present by Dr. Salif, should, should be dissem nated and
brought to the attention of as many as possible and the principles
underlying all of them should be used to adapt to responses to the
realities which exist in different countries. They can be a powerful
instrument to pave the way for quick scaling-up by |everaging
political support and financial resources at the national |evel as

t he experiences that will be shown by sone countries as Barbados,
Zanbia, Malawi and India as well as also ongoing in Brazilian ARV
project in sone resource-poor settings have denonstrated. An

addi tional strategy has been referred by Dr. Salif to confront this
problem greatly sinplifying treatnent regi nens by nmeans of conbi ning
two or nore antiretroviral drug -- uh, and fixes doses contained in
sane capsule or tablet is urgently necessary. Mre recently, the

i ncreased availability in generic formhas increased the nunber of
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options for policy makers struggling to neet this - the WHO s three
mllion target by 2005. These fixed dose conbinations are sinpler to
adhere and -- to adhere to and can | ower costs, particularly in those
pl aces with scarce human and material resources. Presently, at | east
six antiretrovirals available in clinical practices can be taken as a
singl e dose per day and a further eight are under research. This
phar macol ogi cal precedent opens up a substantial opportunity for a
nore sinplified approach to antiretroviral treatnent, facilitating an
adherence and mnimzing risk of viral resistance. However ,
expandi ng and obtai ni ng better adherence of antiretroviral treatnent
in poor countries through sinplification of therapeutic regines is
only one part of the process. It would be necessary also to sinplify
the | aboratory tests ained at determ ning and nonitoring treatnent
and its adverse effects. It is necessary to urgently validate sinple
and clinical |aboratory criteria, generic |aboratory tests, and new

| aboratory techni ques that can be carried out sinply and at | ow cost.
A good exanple of this issue is henogl obin colour systemthat is a
sinple, reliable and i nexpensive tool devel oped and validated by WHO
to screen for anem a in resource-poor settings for clinical and
Public Health purposes even before the AIDS era. This nethod
requires no specialization training, costs around two cents of the
dollars, American dollars per test and could be a very practical tool
to nonitor the use, for exanple of AZT, containing schenmes in places

where a | aboratory infrastructure does not exist. These are crucial

i ssues since sone of -- some of the researchers have raised the fears
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of potential risk of nulti-resistance caused by the increased use of
antiretroviral therapies in developing countries. | wsh to take
this opportunity to remnd all that there are thousands of HV
positive people living in those countries with sone purchasi ng power
that are using self-nedicated antiretrovirals w thout standardized
rules for their application where drugs are being given in sub-

opti mal doses and where course of treatnent are interrupted due to
the reduce the lack of financial resources and where even nonot herapy
is knowmn to be used still. The only way forward is to pronote the
devel opnent of an appropriate system of access to treatnent,
replacing an initially anarchic systemw th a program organi zed on
technically sustainable lines. It is worth recalling that Brazil, as
a devel oping country, offers us to have seen free antiretrovira
treatment and clinical |aboratory nonitoring for over 130,000 AlIDS
patients. Finally, involvenent of other health professionals in the
community itself will be necessary for principally in countries where
the supply of health professionals is seriously lagging. To solve
the latter problem robust training and inter-sectoral integration
arrangenents wll be needed to set up adapting themto

epi dem ol ogi cal and socio-cultural realities of different regions

i nvol ved. Last year WHO and other institutions set an anbitious
target for international comunity to have by the end of 2005 at

| east three million people under ARV treatnment in devel oping

countries. As we can see in this slides, if we take into account

current and future ARV delivery prograns we conclude at the present
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rate we will reach no nore than a third of this goal and it neans
that we need to establish the scaling-up process urgently. It neans
also that for this additional two mllion people will have to

nobi | i ze nore funds, nore capacity-building projects, and nore
nmobi l i zation, nobilization at country level. For that matter, |
would li ke to conclude with a few pieces of strategic reconmmendation
that we are presenting to the new WHO adm ni stration inportant to, to
informthat the director, Dr. Jay W Lee (m sspelled?) has taken this
role as a reference for the new adm nistration of WHO. Cbvi ously, no
one ignores that there are elenments in this strategy that fall
outside of the WHO s direct control and are therefore unpredictable.
However, WHO can maxim ze its inpact by adopting a three-fold
strategy focusing on technical support for design and inplenentation
for current projects, a strong advocacy on political, technical and
financial issues. To fulfill the gap, | referred to the two mllion
H V people. And also direct inplenentation of the nost recent
project of sustainable ARV access to confirmthe feasibility of the
scale-up in resource constraints. It’'s inportant to note that this
denonstration projects are not to prove that the treatnent is
feasible and effective. 1It’s to show that the scal e-up process is

al so feasible and can be done on and nust be done in a very short, a
very short tine. Before finishing, | would like to inpart also in
consideration a point that has been nentioned as one new patient in
many countries that adopted (unintelligible) initiatives access to

ARV treatnent and this question relates to the paynent of drugs at
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country level. | understand and there are nmany fornations
(m sspell ed?) considering that even if you ask for very small noney,
many patients in the devel oping counties, particularly in Africa wll
not be able to be involved in this programand | understand that the
| ocal community have to start, has to start immediately a di scussion
to consider ARV (unintelligible) as an energency and to i nclude ARV
as tuberculosis and nmalaria in the group of diseases that allows free
of charge access for treatnent. W are living an unprecedented human
cat ast rophe which woul d be properly confronted only throughout,
t hrough international nobilization of the resources. Currently, as |
said, it is still concentrated in the hands of few richest countries.
We need a new Marshall Plan to upgrade the response to H V and Al DS
pandem c to the world s poorest parts. Overcom ng barriers against
i ncreased access to antiretroviral treatnent requires political wll
but not only of affected countries as it is universally enphasized
but al so of those that have the resources to nmake an inpact in
changing the situation. W have access to a mass of technol ogi cal
know how and efficient strategy has been tried and tested. The
monment to begin taking action has certainly arrived. Thank you very
much. [ Appl ause]

G USEPPE PANTALEO  Thank you, Paulo. Now we will have
during the next comng mnutes the experience fromfour countries

fromlIndia, Zanbia, Mal aw and the Barbados and after the floor wll

be open for one hour discussion and contributions. For the first
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speaker here will be Dr. Kuzal ee (msspelled?) fromlndia and Doct or
you have the floor. [Pause]

DOCTOR K:  Thank you, chairperson. 1[It is a pleasure to be
here. What |’mgoing to do here is to give you information on the
safety and i nmunol ogi cal effectiveness of devel oping antiretroviral
therapy (unintelligible) sinplified fixed dose conbi nati ons anongst
| ndian patients. In India, still the national AIDS control prograns
doesn’t provide antiretroviral therapy as part of this programthough
fortunately that is a nonent (unintelligible) antiretroviral drugs
and | think one of the inportant aspects of that programis going to
be use of generic antiretroviral drugs. As we all are aware, India
has taken a lead role as far as Indian conpanies are concerned in
manuf acturing of this drug generically and that has hel ped twofol d.
| nproved access, accessibility and affordability of these drugs and
possibly they are fixed dose conmbinations. Sinplifying therapy has
really hel ped in inproving adherence in these patients. At the sane
time there has been questions about the quality of generic
antiretroviral drugs, although data now increasingly shows that all
the C (m sspelled?) levels, chem cal conpositions particularly good
manuf acturing practices of these drugs is docunented by the WHO
essential drugs formally released. By equival ence (m sspelled?) has
al so denonstrated |i ke one of the abstracts at the |ast Largo neeting
and safety, tolerability, and effectiveness in clinical practice of
t hese conbi nati ons have al so been docunented in the previous

(unintelligible) conferences. Wat we have done in this presentation
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here today is to give you extended foll owup data anong | arger nunber
of patients trying to address this issue. For our objectives in this
study is to analyze the incidence and risk factors for short-term
adverse (unintelligible) to nevirapine in patients taking fixed dose
conbi nations of (unintelligible) HAART and to assess the clinical and
i mmunol ogi ¢ effectiveness of this reginen. As | nentioned before,
this is an extended followup data we presented at the
(unintelligible) two years ago. This is a prospective of the
(unintelligible) study and it has been carried out in entirely in the
private sector at two settings. One is the departnent of HV

nmedi cine (unintelligible) where | worked. Another is the
(unintelligible) clinic of Dr. Patel in (unintelligible). W have
pool ed data fromboth the centers to look at this issue. Patients
paid for their own drugs and their investigations, so there was no
support for these patients as far as financial concern. W followed
up patients nonthly clinically and we defined an i mmune
reconstitution disorder as occurence of an opportunistic infection
wthin two to twel ve weeks of initiation of therapy wthin docunented
increase in CD4 count in three nonths. The estimted CD4 count three
to six nonthly based on affordability of the patient’s
(unintelligible) and we did access better toxicity by doing routine
function test at one nonth and as indicated based on synptons of
better toxicity. For us adverse events classified into three main

groups, gastrointestinal, adverse events based on nausea, vonting,

we defined severe hepatitis as synptomatic or a synptomatic el evation
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of liver enzynmes nore than five tinmes upper |limt normal. W defined
serious skin rash as presence of Steven Johnson syndrone or toxic
(unintelligible), a presence of system c synptons concomtant with
skin rash. And this was judged by the investigators to be definitely
probably or possibility related to nevarapine. As far as the drugs
we used, we used nevirapi ne based HAART and we had two bad bone
(unintelligible) before efficacy (unintelligible). W used
nevirapine in | eading dose. As was nentioned before, there was fixed
dose conbi nati ons of these drugs devel oped as efficacy
(unintelligible). Even at one b.i.d. only as a very sinplified
dosing reginmen and the cost is |ittle expensive for, its activity
reflects in the total nunber of patients taking (unintelligible)
efficacy. There are nore patients taking (unintelligible) efficacy
because of cheaper availability of this reginmen. (unintelligible)
adherence by self-report and we defined |oss of followup as failure
to cone back for follow-up nore than six nonths. W analyzed the
data for adverse events by docunenting the frequency of the three
maj or adverse events that | described previously. W tried to assess
the risk factors for devel opnent of high risk events by a |ogistic
regressi on nodel using age/gender concomtantly (unintelligible) CM
count as predictable variables. W assessed i nmunol ogic effect-,

ef fectiveness by doing a (unintelligible) test at 12 nonths and 24
nmont hs of followup and we assessed backbone difference, backbone

nucl eosi de difference (unintelligible) test at one year. W assessed

clinical effectiveness by docunenting and cal cul ati ng the incidence
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of clinical events (unintelligible) follow up and the use of
descriptive statistics to find out what (unintelligible) clinical
events were. And all, all analysis that | have that |’ m descri bing
here is on treatnment analysis. So this is a flow of what el se
happened over the last two, two and a half years of starting
treatment. We have 994 patients who conpleted at | east one nonth of
follow-up. O these patients, 726 conpleted three nonths of foll ow
up and at (unintelligible) viral level, at least (unintelligible)
data. For the three patients who had lost in the initial therapy to
follow-up (unintelligible) discontinuation due to serious adverse
reaction or death, of the patients who conpleted three nonths there
is an ongoing follow-up 611 patients and we have had 115 who either
were lost to follow up or discontinued due to adverse events here
predom nantly (unintelligible) due to (unintelligible) and either
clinical immunol ogi cal progression warranting switch of
antiretroviral (unintelligible) to a different reginen. This is
baseline characteristics of our patients. As you see here what is
inportant to realize is that 80% of the patients accessing
antiretroviral therapy are male. There's a huge gender disparity as
wel |l as antiretroviral therapy access is concerned. At the sane
time, the nmedian 3D4-cell at initiation is around 101, the 111 that
is quite low, and al nost 82 percent of our patients at initiation had
a CD4 less than 200. Wen we tried to docunent the sequence of

adverse events in nevirapine predom nately operating within the first

four to twelve weeks of the initiation of therapy. (Unintelligible)
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fromthe major group al nost 16.6% of our patients devel oped G

di sturbances but usually self-limting or we could treat too this G
di sturbances by using synptomatic treatnments and there was no

di sconti nuation of therapy because of G disturbances. O the skin
rash, we had seven percent patients presenting to us with skin, skin
rash and of which ten there was severe skin rash and nine
(unintelligible) and one person di ed because of toxic
(unintelligible), actually making it only one person of the total
popul ati on that experienced this adverse events. Severe hepatitis
was docunmented in 3.3% of patients and none of the patients died
because of hepatic failures. In the (unintelligible) the risk factor
for adverse events based on the | ogistic progression nodel, gender
was the only factor, which was significant here associated with the
devel opnent of this factor. Females had two tines nore risk of
devel opi ng an adverse event than males, but if you see surprisingly
we didn’t see concomtantly (unintelligible) adverse event in neither
cohort, which we really cannot explain. There is a |arge anount of
perception that (unintelligible) concomtant (unintelligible)
increases that is (unintelligible) events to either. This is

i mmunol ogi cal effectiveness of other patients on therapy. As you see
here froma nedian CD4 nean CD4 count of 120, it increased to nore
than 250 by 12 nonths and increased to around 350 by 24 nonths. Then
we tried to stratify based on the backbone nucl eocides, we find there

is not nmuch difference between efficacy of using either

(unintelligible) between these two backbone nucl eoci des, probably
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maki ng us choose one of these nucl eosi des based on toxicity profile
and cost rather than efficacy. O course, the limtation of this is
the disproportionate nunber of patients being on (unintelligible)
rather than the AZT. When we anal yzed clinical events on
antiretroviral therapy including followup, we had 29 |eft occurring
out of which 23 were definitely associated with the H V infection

We had 580 person years of follow-up, making this incidence of around
5.2% per 100 person years of follow-up. Overall we had 154 different
clinical events, making it around 28.1 per 100 person years of
follow-up. As, it’s very, very inportant to understand that 66.6% of
these clinical events were actually (unintelligible) constitution
(unintelligible). Wen we tried to (unintelligible) out the |atest
clinical events, we still find DV as the conmpnest opportunistic

i nfection occurring in individual antiretroviral therapy. And this
predom nantly occurs within the first 12 weeks of initiation of
therapy as an immune reconstitution (unintelligible). W had Herpes
Zoster bacterial infections, crypto neningitis, oral candidiasis,

ni nosi stes (msspelled?). W are seeing increasing nunber of
patients comng to us wth non-Hodgkins | ynphoma probably because of
a reflection of longer survival on antiretroviral therapy. As far as
(unintelligible), patients who showed i nproved, inprovenent in their
i munol ogi cal CD4 count has reported better than 95% adherence and
this was probably because of sinplification of the regi nen that we

were providing, intensive counseling sessions, reinforcing adherence

during every followup visit that we had and third, probably because
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patients are paying for their own nedications. So many patients have
told us that they take nedi cations because they pay for it. So in
final conclusion, nevirapine based on antiretroviral therapy is safe
and very tol erated anongst |Indian patients. The fixed dose
formul ati on of generic antiretroviral drug shows significant and

i mmunol ogi ¢ and clinical benefit. Adherence to antiretroviral

t herapy is good anongst these patients, maybe one of the reasons is
the sinplified fixed dose conbination but very nore inportant is
careful clinical evaluation for TB. It is very, very inportant even
in individuals on antiretroviral therapy because of the risk, high

ri sk of devel opnent of human reconstitution tuberculosis. In
sunmary, if we really want to put these two reginens in the context
of a first line reginen, criteria s for first line reginen, | don't
think it wll fail on effectiveness, durability, cost, convenience,
and adverse events definitely outweigh the benefits. There is a
probl em about future options not primarily because of resistance
probl enms but probably because of the second |ine therapy being nore
costlier and unaffordable to many of our patients, even the
generically manufactured. And finally, | think one of the negative
poi nts woul d be drug-drug interactions. The value would not becone
(unintelligible) concomtantly with nevirapine. WHO recomends using
it, we still find there is not enough evidence to (unintelligible)
and safety use of, themtogether. Finally, | would conclude by just

mentioning to you limtations of the study. This is just an

observation of cohort study, non-random zed really. W didn't do a
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rountine Hepatitis B and C virus profiles in all of our patients, so
we did it when patients devel oped hepatitis. W didn't do viral
(unintelligible) beyond question of many of our patients cannot
afford this. And finally we are not docunented and di scuss
(unintelligible) related toxicity. Basically because many of these
patients who develop tine related toxicity are swtched to the other
(unintelligible), would not really effect the clinical and
i mmunol ogi cal effectiveness. And thank you for your attention.
[ Appl ause]

G USEPPE PANTALEOC. Thank you very much, Dr. K?
(m sspelled?). Now we are noving fromlndia to Zanbia and it’s ny
pl easure to call the Dr. Shutes to take the fl oor

Dr. Shutes: Good norning. |1'd like to thank the chairs
and the International AIDS Societies for giving nme the opportunities
to present, “What happens when a research project closes. HYV
i ncidence, nortality and perceptions in a couple’s cohort in Misaka
(m sspel | ed?) Zanbia. The unschedul ed six-nonth closure of our HV
cohort study allowed us to | ook at the inpact as a project closure on
our research participants. W believe that these findings should be
considered in the planning and fundi ng stages of future long-term
research, cohort research. Wen research projects provide primry
heal t hcare to study participants, nmechani sns and funding should be in
pl ace when the study is finished to help transition those

participants back to | ocal standards of care. The Rol anda

(m sspell ed?) Zanbia H V research group, under the | eadership of Dr.
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Susan Allen, conducts primarily coupl es-based H V research in two
African capitals. This study was done in Misaka (m sspelled?) Zanbia
in collaboration with Dr. Sinkala (m sspelled?) Zulu (m sspell ed?)
Konchaya (m sspell ed?) Chanbla (m sspelled?) and How tz

(m sspelled?). Qur U S. based collaborators in this project, who are
Dr. Cdark, Ms. Msenger (msspelled?), and Ms. Brill (m sspelled?).
Qur di scussion would |ike to recognize Dr. Susan Allen fromthe

Uni versity of Al abama at Bi rm ngham who has recruited and fol | owed
this cohort since 1994. | would also |like to thank all of our

col l aborators, interns, staff and research participants at the Zanbia
UAB HI V research project. Couples voluntary H'V counseling and
testing or CVCT was established in 1994 in order to screen married
couples for enrollnment into perspective foll ow up studi es of

het er osexual transm ssion of H'V. Between 1995 and 1998, over 10, 000
coupl es were tested, counseled and tested for H V together. A double
rapid testing algorithmwas used to facilitate sane-day H 'V results
and over 90 percent of the couples who tested received their results
the same day. D scordant couples, couples in which one partner is
H V positive and the other partner is H'V negative, were offered
enrollment into the followup study. Enrolled couples were foll owed
quarterly but were to report to the clinic anytine for nedica
treatnent. Studies of this included syphilis screening, HV
screenings with the negative partner, nedical exans, counseling, and

i ndi vidual interviews, free condons and prescriptions filled by the

study pharmacy. The Musaka district health schenes who provided for
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| ocal after hours and energency nedi cal coverage. Sone study
subjects were referred to the hospital when necessary and foll owed
up. As a result of funding delays the study was cl osed from Decenber
1998 until md-June of 1999. After the reopening study participants
returned to study visits between June 1999 and January of 2000 and
have foll owed data available until April of 2002. W conpared the
denographic data from couples that returned to the study to those
couples that did not return. Incidence rates of H'V and syphilis
cal cul ated before and during the closure and nortality incidence
anong the originally H'V positive partners are presented. Finally,
531 returning individuals conpleted a questionnaire to assess the
proceeds inpact of the closure and to solicit deductions in case of a
future project closure. Seventy-five percent of couples or 473 out

of 626 couples returned to the study. Denographic variables included
marital status, whether common-law or civil, years cohabitating, nale
and femal e age, nunber of children, male and female literacy, and
income, and were simlar in returned and non-returned couples. The
only significant difference was that the nean nonthly male i ncone was
approximately six U S. dollars higher anong those coupl es that
returned. We were interested in the H 'V incidence in the cohort

Wi thout the quarterly follow-up visits that reinforced counseling and
provi de free condons. Before the closure from February 1995 to
Decenber of 1998, there were 100 -- 107 snears converted, neaning

that originally H'V negative partner becane infected. Both the male

to female transm ssion and the female to male transm ssion of H V was

1, .. . . -
kaisernetwork.org makes every effort to ensure the accuracy of written transcripts, but due to the nature of transcribing recorded
material and the deadlines involved, they may contain errors or incomplete content. We apologize for any inaccuracies.



| nternational AlIDS Society 28
2nd | AS Conferences on H 'V Pat hogenesis and Treat nent

7/ 15/ 03

9.1 -- 9.3 per 100 person years of followup. During the closure
from Decenber of 1998 until the first returns of the dates, there
were 26 snears converters. The overall incidence rate was 8.6 per
100 person years of followup. Mre inportantly, the H'V snears
conversion rates before the closure and during the closure were not
significantly different. For nore information about the cal cul ation
of snmear conversion rates, please see Evansville's abstract 11: 30.
Syphilis incidence was al so conpared before and during the cl osure.
Before the closure the incidence rate for the entire cohort was 3.3
per 100 person years. During the closure, the incidence rate for
cohort was 2.2 per 100 person years. The syphilis incidence rate
before and during the closure were not significantly different.
Mortality rates were calculated for the H V positive spouse and are
presented in this table by gender and conbi ned for before, during and
after the closure. The conbined nortality as seen here in yellow
nearly doubled from6.7 before the closure to 12.4 during the

cl osure. The decreased rate of 7.5 through April of 2002
denonstrated this finding is not a result of an HV-, HV positive
cohort. Although the change is nost notable in H'V positive nen, the
increased nortality seen during the closure is significant for the
entire cohort. Five hundred and thirty one individual questionnaire
responses were used to determ ne the perceived inpact of the project
cl osures on the study participants. Eighty four percent of

respondents reported that the closure had a negative inpact on them

and of those 87% rated | oss of health care as the nobst negative
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consequence. Wen asked about condom use during the project closure,
82% of respondents reported that they had enough condons fromthe
project or that they had found sources of free or subsidized condons.
Thi s supports the unchanged incidence rates of H'V and syphilis and
is an encouraging finding for the long-termeffectiveness of the
counseling and testing intervention. Many research projects provide
services to study participants including healthcare, counseling and
condonms. Research clinics have nore resources than governnment
clinics and the standard of care is often better. Study participants
cone to depend on these services, but research projects are not
designed to last indefinitely. Wen our research project closed,
nost di scordant coupl es mai ntai ned regul ar condom use w t hout

conti nuous followup and there were no increases in H'V or syphilis

i ncidence. However, nortality incidence was significantly increased
during the project closure conpared with before and after. The

maj ority of participants rated the |oss of healthcare as the primary
negati ve consequence of the project closure. Based on our
experience, we have these recommendati ons for cohort research

pl anni ng and funding for project closures. Recognizing the negative
i npact on the study participants, it is the responsibility of
researchers to identify funding of potential |ocal resources and
services for participant referrals when they | ose project healthcare
benefits. It would be beneficial to conduct study exit counseling

sessions to provide referrals to participants where possible. Qur

guestionnaire respondents asked if there was a second district health
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i nsurance schenmes be purchased for an additional year beyond the end
of the project. This request was a reasonabl e suggestion to
conditions back to | ocal standard care (background voice) requires
financial planning for funding to be available at the end of the
study. The, the Zanmbia Rwanda HIV research group has several
abstracts, poster abstracts that will go nore into depth about our
studies and these are listed on the slide. (Applause)

GUI SEPPE PANTALEO: And | would like to call Dr. Durier
from Medecins sans Frontieres France that will present experience on
Mal awi treatnent of HIV disease with highly active antiretroviral
therapy in, in the Shirad-Zaloo district Malawi. Pl ease, Doctor.

DOCTOR DURI ER:  Good norning, |ladies and gentlenen. It’'s a
great pleasure for us to be able to present to you today the project
of highly active antiretroviral therapy inplenented in the Shirad-
Zal oo district of Malaw in collaboration between the Mnistry of
Heal t h, and popul ati on of Malawi, and Medeci ns sans Frontieres. As
you all know, six mllion individuals in the devel oping world shoul d
be on HAART today. Instead, around only 300,000 are getting it. 1In
this context Medecins sans Frontieres, the international non-profit
Al D organi zation is inplenenting nodels of life-saving HAART to 14
| ow-i ncome countries. The Shirad-Zal oo project is one of them
Mal awi , | ocated in the southern part of the continent is anong the
first countries in Africa. Around 235,000 people live in the Shirad-

Zal oo district. There is in Shirad-Zal oo, one district hospital, one

m ssionary hospital and ten health centers. Healthcare is free, but
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in district hospital with 150% bed occupancy, 50% of the positions of
clinical officers and nurses are vacant. |In 2002, at the antenat al
clinic of the district hospital, 21.7% of the wonen who were tested
inthe HV test, were found to be HV positive, |eaving the
estimation that 25,000 persons mght be infected wwth HV in the
district, of whom 5,000 probably need HAART right now. This HV

col | aborative project started with a continental information,
education, and conmmunication in the community and the voluntary
counseling and testing service in the district hospital. W then
opened an HIV clinic in the district hospital and the ten health
centers of the district, followed an (unintelligible)-based program
of prevention of nother-to-child transm ssions in the district
hospital. It was in August 2001 that we started to offer free highly
active antiretroviral therapy at the HV clinic of the district
hospital and finally extended all services including HAART in the ten
health centers and the m ssionary hospital early this year.

| ncl usi on on HAART has so far been conditioned by CD4 count
measurenent, priority going to patients wth an advanced condi ti on.
Eligibility was given to any patient with CD4 bel ow 200, patients
with AIDS and CD4 bel ow 350, and for alnpbst a year now children with
CD4 bel ow 15% as well as pregnant wonen with CD4 bel ow 350 are al so
eligible for HAART. The baseline | aboratory assessnent includes al so
(unintelligible) count and liver function test. Before starting

treatnent, all patients or guardi ans receive a m ni nrum of two

sessi ons of adherence counseling. Qur first (unintelligible) reginen
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was initially mde of ADC 3DC plus nevirapine (msspelled?), and
consi sts now of the generic single tablet conbination of the (43 and
nevirapine. And, in case of treatnent failure, patients would
receive a second line treatnent made of two new NRPI, plus
(unintelligible). The followup consists of usually nonthly visits,
henmogl obin full blood counts and liver function tests are requested
when clinically indicated, plus systematically every six nonths.
Pati ents undergo very regul ar sessions of adherence counseli ng,
control of CD4, which was initially perfornmed every six nonths is now
performed every 12 nonths. And finally, (unintelligible) no viral
| oad was used in the patients followup. If we ook at the essenti al
required inputs, our first plan reginmen costs to 23.5 US doll ars per
pati ent and per nonth. One CD4 count costs six US dollars and in
ternms of human resources, each HV clinic, whether taking place daily
in the district hospital, or fortnightly in each health center,
requires the presence of two clinicians, one nurse, and one
counselor, and it’s inportant to precise that many clinical officers,
not nedi cal doctors, many clinical officers from MSF as well as the
Mnistry of Health performthe clinical work. And finally one
| aboratory technician is also full-tinme involved in this process.

We now cone to the main results. First of all, the bars on
this graph show you the nunber of patients seen nonth by nonth at the
H 'V clinics with the dark blue part responding to the new patients.

As you can see, the activity has increased quite dramatically in two

years. Just last nonth, in June 2003, we saw a total of 1,600
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patients and performed 2,000 consultations. This graph presents you
now t he novenent of HAART nonth by nonth. The orange bar responds to
the cunul ati ve annul nent (m sspelled?) and the blue part specifies
the nonthly inclusion. As you can see again, our capacity of nonthly
i nclusi on has progressively increased. |In the |ast two nonths,
mai nl y because of the decentralization process of the health center,
we have enrolled 100 new patients a nonth on HAART and up to now a
total of 837 patients have started HAART, including 60 children and
50 pregnant wonen. The majority of the patients started on treatnent
are females. The nmedian age is 34 years for adults and five years
for children. Fifty percent of the patients have a baseline W2 stage
3 HV disease, 35 percent had an A DS-defining condition, and nedi an
baseline CD4 is 106 cells per mM in adults and 9.5 percent in
children. At present, 11.7 percent of the patients started on HAART
had passed away. Only 2.6 percent allow us to follow up. Only three
patients have had their therapy interrupted for either non

(m sspelled?) or (unintelligible) conpliance. And so 85.3 percent of
t hese 837 patients are still on HAART doing good for the majority.
Looki ng at the, an objective marker of treatnent benefit, you have
here average adult CD4 count change at respectively 6, 12, and 18
nonths of the treatnent initiation. |[If, at 18 nonths, the CD4 gain
is slightly lower than at 12 nonths, you can see that the nunber of
patients with (unintelligible) variable is very small and overall the

i mmunol ogi cal recovery is definitely adequate. In terns of adherence

to ARV, at the last visit, 94.3 percent of the patients with an
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assessnment avail abl e had an adherence by peak count (m sspelled?)
superior to 90 percent. Regarding side effects, five percent of the
pati ents who started an ATT counting regi nen (m sspell ed?)
experienced (unintelligible) anema. I1t’s actually one of the
reasons why we changed AZT for D40 in our first |line treatnent.
(Unintelligible) liver toxicity with nevirapi ne has been infrequent,
occurring in respectively 1.1 and 0.4 percent of the patients.

Al t hough these two figures underestimate to sone extent the reality,
the liver toxicity events, for exanple, having been infected after
clinical suspicion (msspelled?). These are sone of the | essons we

| earned. We believe that these results are showi ng the excel |l ent

out cones of what we can call already |arge scale HAART in the nost
underprivileged city, whose provision of quality care, eloquent
patient education and free treatnment. Adherence to care and
education in these patients is obviously excellent. The clinical and
i mmunol ogi cal benefits are obvious too. As part of the scaling-up
process, we have recently started and we plan to routinely offer
HAART to patients wth an advanced condition w thout the use of any

| aboratory tests, including Cb4. W plan to shortly train all nurses
and nmedi cal assistants of the health center to allow themto take
part in the follow-up process and we're finally, very enthusiastic to
know t hat the global fund support international health program

(m sspelled?) is to start shortly, and we are pleased that our

experience has been (unintelligible) examned in this process. To

conclude, there is no doubt that expertise as well as sone key
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nmeasur es of success have been gained in this challenging field of
provi di ng HAART i n resource-constrained areas. The resources needed
to make this |life-saving treatnent available for the mllions of
people in need of it can sinply no |longer be denied. 1'd like to
finish with sonme acknow edgenents. For the Mnistry of Health and
Popul ation at the National AIDS Conmm ssion of Malaw . For the
heal t hcare workers of the Chirad-Zal oo district, for all the Medecins
sans Frontieres staff involved in this process, inportantly for the
private donors of MSF who make our work possible. And 1'd like to
have a particular thought for the people living with HV and AIDS in
the Chirad-Zal oo district. Thank you very nmuch. (Appl ause)

GUI SEPPE PANTALEO Thank you, Dr. Durier, and the | ast
speaker will be Dr. Adonakoh from Barbados to tell us about a project
funded by West India's University in Barbados Mnistry of Health,
cost inplications of providing (unintelligible) HAART in needling
(unintelligible) in Barbados. Please. (Long Pause)

DR. ADOMAKOH: Good norning, everyone. It’s a pleasure to
be here today. This is the first year that a team of us have cone to
present internationally H'V program follow ng the scaling-up, which
has commenced t he begi nning of 2002. There have been many | andmar ks
in the roads to develop an effective and potent response to the HV
epi dem ¢ i n Barbados, but many woul d consider the nost basically the
nost defining nonent to be the declaration of political conm tnent
and | eadership to tackling this epidemic by the Prine Mnister. He

made this declaration at the regional conference for HV in Septenber
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2002. Following this commtnment and in partnership with the Wrld
Bank, Barbados, Barbados followed on to fully scale up this program
whi ch included reaccess and accel erated access to HAART. The key
features of, of the HAART program were essentially the scaling-up of
the | aboratory testing and nonitoring services and of the division of
HAART, to get HAART treatnent, which included counseling, social work
adherence nonitoring and along with a nunber of other services which
are still in the process of being scaled up, which was the increasing
of the, and accepting of this STl testing and prevention at the
satellite site, voluntary testing and counseling, prevention of

not her-to-child treatnent, which already exists in Barbados since
1995 and is soon to be extrenely effective, one of the nost effective
in the region. W also have scaling-up of surveillance of nonitoring
operational research. Before |l go on to objective, Barbados is
essentially a mddle incone country with a popul ati on of 267,000. W
have an H, HIV preval ence, which has noved from 1.4 percent in 95 to
just under two percent, 1.9 percent |ast year. The objectives of the
study are to describe the resource utilization patterns by the person
wth HV AIDS before and after inplenentation of the HAART program

| ast year, to estimate the direct and net cost of HIV care anong

t hese patients, and also to highlight and di scuss the feature
resource requirenents and sustainability issues with regards to
procurenent of HAART. The approach reused a conbi nati on of

conputerized data retrieval and manual data retrieval. W |ooked at

the nmedical, the detailed nedical records as you re |ooking up

1, .. . . -
kaisernetwork.org makes every effort to ensure the accuracy of written transcripts, but due to the nature of transcribing recorded
material and the deadlines involved, they may contain errors or incomplete content. We apologize for any inaccuracies.



| nternational AlIDS Society 37
2nd | AS Conferences on H 'V Pat hogenesis and Treat nent

7/ 15/ 03

patient by patient. W also took data from our baseline study of the
H V Al DS cost and social service utilization study, a 690 item
guestionnaire. W |ooked at the clinic |Iog books. W also observed
manual financial records and materials managenent | og books. The
stages of disease severity were defined as a synptomatic HV

i nfection, synptomatic HV di sease wi thout AIDS defining condition
and AIDS defining conditions. W basically | ooked at the direct

cost. We didn't, we didn’'t address the capital costs that were, that
were used in, in infrastructural strengthening and we didn’t address
the overheads. W basically just | ooked at the costs that were

i nfluenced by the utilization patents, and were directly related to
clinical care. The study popul ation - pre-HAART before the

i npl ementation of HAART -- this is in 2001 -- we had 303

predom nantly male in both cases pre-HAART and during 2002, during
the i nplenmentation of the HAART program Qur ratio of HHV to AIDS in
Barbados is 2.75 male to one female. And again we had the

predom nant presentations were AIDS defining, AIDS defining
conditions, 44 percent and 50 percent of cases during the HAART era.
Agai n, the nedian CD4 counts, very |low. Many people presented |ate
bef ore HAART. Many people presented | ate before HAART and by the end
of the HAART program programfor |ast year, the nedian CD4 cel

count was 144. The nedi an age stayed the sane with the fenal es,
however, consistently for the past few years the nedi an age of

presentation has ranged from36 to 37 years in the nmales and dropped

| ast year to 32. It was observed that nales were presenting slight-,
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slightly umslightly younger nales were presenting earlier. Again,
we had a high rate, a high rate of enployed both due to HAART of June
| ast year where we only 46 percent of the nmales unenpl oyed.
Utilization patents -- we actually, before the HAART era we had 39
percent of registered patients who attended the clinics, 39 percent
were admtted 22 percent of patients admtted |ast year. Lengths of
stay dropped by alnost five days, but what was nost significant is
the drop in the total in patient days stayed the same from 26 days
per year per patient to 15.7 days for patients, and obviously we saw
nore than 50 percent dropping total hospital days spent during the
year of inplenentation of HAART. Again, the clinic, we obviously had
a, a nove frominpatient to outpatient utilization. W basically saw
again session go fromone where we only had an informal clinic before
the i npl ement, the scaling-up of the program on inplenentation of
HAART and when this went to full-time clinic wth two HAART- based
sessions, one in afternoon per, per week. This obviously al nost
doubl ed nean visits per patient, and we also saw a sixfold increase
in staffing inputs. Now just to, to go over sone of the key el enents
of the cost. W basically costed separately for each patient, the
drugs di -, diagnostics um and again we | ooked the total inpatient
direct cost of patient and this canme to on average when you | ooked at
all the patients together, the AIDS, the asynptomatic H 'V and the
synptomatic H'V patients cane to 6,061 US dollars, comng to a total

cost of 1.3 mllion for the year. This is just for adm ssions.

Agai n, when you separate it out, the cost of an AIDS, an AlIDS patient
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per stay, per admssion is 7,000 U S. dollars. Again, this was, this
was actually before the HAART era, and a nunber of interventions
were, were deployed to help patients with AIDS but none of them were
very effective and in nost cases it was, death occurred. QOobviously
this is, this cane to a cost per patient of nearly $11, 000 conpared
to asynptomatic patients at $4,000. Again, we need to | ook at the

di agnostic. The sane pattern follows. W do notice that again
synptomatic H V patients, the d-, the daily cost is alot, is |less
than the asynptomatic H V patient. This is because a nunmber of the
pati ents who cane in who were asynptomatic were femal e and many of
them had i nterventions for gynecol ogi cal problens, so they had
surgical interventions including term nations of pregnancy. And,
the, the drugs prescribed, this, this, this is just the basic drugs
whi ch do not include HAART and drugs for HAART and antiretroviral

t herapy and al so opportunistic infections, and the sane pattern
applies. Now for prescribing of HAARTs, we saw informally before the
HAART era approxinmately 13 percent of patients were on, on HAART
treatment but this wasn't consistent because of the problens with
provi sion of, of drugs. In many we saw conplications, however, this
increased to 42 percent of patients, which equated to 60-, 65 percent
of patient-, of the estimted Al DS cases in Barbados were on HAART
(unintelligible) after the inplenentation of the HAART program

Agai n, the cost difference mght if it looks, it looks, it’s very

small and this is actually because after the inplenentation of the

HAART program we, we, due to negotiations of our, with drug
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conpani es, we had a drastic fall in drug prices, so originally the
cost was approxi mately per nonth $626 and this fell dramatically due
to price negotiations with each of the suppliers to 184. CQutpatient
cost, obviously we saw, like |I say, we saw a nove frominpatient to
out patient costs. W, we basically see an increase in total cost per
year from 38,000 fromthe pre-HAART era to 46,000. Again, this is
not as high as it should be and it’'s been mainly due to the fact that
this is the first year of the program and we haven’'t yet got a fully
i mpl ement ed program which has got the full staff and conpl enent or,
or, or even um counseling sessions. So the cost analysis goes to
show that with inpatient costs we had to nove fromin the pre- HAART
progranms of 1.3 mllion to 800,000, and this is a difference of

500, 000. Wth HAART, cost of HAART we have an increase of 38, 000,
with O an increase of 56,000. There was a drop in use of
opportunistic infections, drugs (unintelligible) opportunistic
infections. Qutpatient visits costs went up by 323,000. This gave,
gave us a total net increnental cost of 82,000. Again, the benefit
cane fromthis, this really mniml difference between the, the cost
of HAART before and after the program started. And this re-arrived
(m sspelled?) then at a nmere net cost of $21,000 a nonth. The key
findings of the study were that the baseline total cost of inpatient
care for HV patients is 1.3 mllion conpared to 800,000 after the
first year of HAART inplenentation. The cost of inpatient care

reduced by 40 percent. Inpatient cost of care is over two tines

greater than that for general nedical care. And the cost of
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opportuni stic infection drugs outpatient |evel increased by 56
percent. And the cost of HAART increased by 22 percent. That’s in
Bar bados dol | ars.

The key findings, the nunber of adm ssions for utilization,
t he nunber of adm ssions decreased between the two periods by 42
percent. Total hospital days fell by 59 percent. The nean average
l ength of stay they reduced by 29.9 percent. And we saw an i ncrease
in HAART utilization from 13 percent to 42 percent. Qur target, our
goal in the programis to, to, to reach 75 percent of the projected
AlD-, AIDS cases in Barbados by 2005. W’re currently reaching an
estimate of 62 to 65 percent. An overall reduction in Al DS-rel ated
events was observed, and we sawa rise in outpatient visits by 128
percent. In terns of outcones, this has been taken from a nunber of
studies, which we did, the rest of the teamand | presented in the
poster hall. W saw an overall reduction in deaths by 66 percent, a
medi an CD4 rise of over 100 cells, and we saw 85 percent of patients
achi eved a greater than 95 percent adherence | evels.

Despite lacking a fully functional program and experiencing
teething problens, the first few outcomes are extrenely positive and
do speak to a high |evel of cost effectiveness. There has been a
significant cost shift frominpatient to outpatient setting and
scal ing, scal e-up continues and expected that the net cost agai nst
baseline will increase and so we will see a change in our cost

ef fectiveness ratios. Basically the |onger cost effectiveness wll

be determ ned by the nunber of patients that we attract basically
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t hrough our voluntary counseling and testing service, which we are in
the process of scaling up. And also the cost (unintelligible)

out cones of behavi or change that we achieve in terns of preventing
further transm ssion of cases and al so preventing cases in the HV,
in the high risk HV negative groups. And al so once patients have
been identified in the early stages through VCT (m sspell ed?),
(unintelligible) can be assured of inproved quality of life while
ensuring an overall cost beneficial return. However, that really
nmeans that the, one of the governnment’s targets is the incomes of
clinical social goals, to nmaxi m ze econom ¢ and soci al productivity
of the synptomatic people living with H'V. G ven the nean age, our
nmedi an age of presentation in males with AIDS is 35 and our nedi an
age of presentations in females is 32. So we would hope to see their
return to work amd a decreasing climte of stigm and
discrimnation. W hope that that participation in nati-, national
volunteerismas well as projects is sustained and this is what sone
of the community based approaches are doing at the nmonment within the
HAART program working with PWA and associ ations and ot her NGOs. We
al so hope to see an increase in contribution in activeness in
househol d | ocati on and conmunity activities. Again the HAART program
is inplenenting processes to, to devel op structures and back to what
progranms for people with HHV AIDS. So as the continued scaling-up
continues, we basically hope to see, hope to see the planned increase

in HV persons being attracted to the program and that is going to

put into, into a projected estimte. W also have to put into the
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estimate an increased staffing cost, including training for over two
years and we will also then | ook at our projection and put in our
estimate, project the nunber of HAART patients to go up to 75 percent
of the estimated persons with AIDS. This gives us approxinmately a
net increnental cost then of 800,000, and that is conpared to and
gives a net cost of patient markup 194 U S. dollars, 388 Barbados
doll ars per nonth conpared to the 21 net cost that you saw in the
first year. However, we’'ve, we’'ve perceived despite dealing with

ot her technical barriers to sustainability and cost effectiveness,
such as starting devel opi ng an optical, optinmm staffing nodel

scal ing-up and nonitoring eval uation, which we're doing in
partnership with a nunber of international organizations, WHO, the
CDCs, Caribbean H V AIDS regional training initiative, Johns Hopkins
CCT training, we have a nunber of partnershi ps and obviously the
Worl d Bank partnership in inplenmenting the program and nonitoring the
program W, the major barrier we did perceive is in price and
policies basically. Despite being part of the one of the 15
countries in the (unintelligible) initiative and participating in the
signing of an agreement of principles and despite the accel erated
access initiative by the U N organizations, Barbados is really not
to gain anything in ternms of the cost, |ow cost of drugs conpared to
the rest of the region. W see, we're seen as the high incone,

hi gher incone and a higher ratio ability to pay. Basically, in

reality, because of us being a central regional hub, having purpose

of intense policy and al so being a conmuni cati on gateway, providing
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access to mgrant workers, airline staff, seafarers and al so being a
base for many international organi zations, we actually are

vul nerability and academcally linked to the rest of the region

particularly in |light of the Caribbean single market econony, and

this obviously links us (unintelligible) to the rest of the region

and we need to be seen in a, a way, in aregional, in a regional
perspective. So in truth, the Barbados prices are still too high for
Bar bados after the rest of the Caribbean. Cost effectiveness wll be

greater with further reduced drug costs. (Ilnaudible) (background
talk) Finally, -- okay.

MALE VO CE: (Interposing) (inaudible) you have to finish.

DR. ADOVAKOH: Yes, | ast slide.

MALE VO CE: (Il naudible).

DR. ADOMAKOH: Ckay. The greatest threats to our program
(unintelligible) stigma and discrimnation so that’s all. Wth the
renmoval of stigma and discrimnation, the patient can be
(unintelligible) in particular by (unintelligible) being kept alive
just waiting to die as productive gains are mnimzed. Thank you.
(Appl ause)

GUI SEPPE PANTALEO. Thank you very nuch and we wi ||
i mredi ately open to the floor. W have m crophones on the floor to
present questions to all the, the, the presenters, and renenbering
that these abstracts have been selected by the scientific committee
anong the sansufer (msspelled?) reports. Any questions please.

Pl ease. M crophone please, on the floor.
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MALE VO CE: My question’s for Dr. Shutes. Regarding the
programin Miusaka if | understood your data correctly you said that
you had a ten percent zero conversion rate while on study and while
the study was cl osed, so essentially there was no difference. [|’'m
curious if you know how that conpares to the general population zero
conversion rate and if you have an understanding why in your study a
popul ation that knew its status was receiving counseling and had
access to free condons still had a zero conversion rate of ten
percent ?

FEMALE VO CE: Sone, sone other studies that have been
done, it’s been estimted that the zero incidence anong the
di scordant couples who don’t know their status was about 20 percent
per year, so we’'ve, we’'ve made a reduction of over 50 percent from
that nunmber. Even with, with counseling and free condons, people
still choose to have children and we estimate that people have at
| east one unprotected exposure per nonth.

GUI SEPPE PANTALEO. We don’t have an order. [I’'IIl start
wth m crophone one through three and then we shoul d pl ease.

FEMALE VO CE H . This is question for Sanjay and Duri er
together. Surprisely, the MSF project you had high invol venent of
wonmen and | was just wondering whether there is any particul ar
expl anation for that and then we | ooked at the response to C¥4’ s,
even though both the projects have used a simlar regi nen and have

conparabl e C4 at baseline, the MSF project is 153 increase at six

mont hs, 171 increase at 12 nonths and 156 i ncreases | ater on whereas
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Sanjay you have seen 310, 380, and 422. There's a |lot of discrepancy
in increasing CD4s. Maybe Sanjay, do you have any expl anati on why
you have seen nmuch better inprovenent than in MSF project even though
the regi nens are the sane?

SANJAY: We use a fax (m sspelled?) counting which is one
of the gold standards for neasuring CD4 count. |’mnot saying that
di ner breeds (m sspelled?) is not as sensitive specific but maybe
t hat should be one of the reasons for seeing the higher response...

DURIER: .and | think that the way we if | can well renmenber
the way we presented the data, you presented the CD4 | abel achieved.
And | presented the CD4 gained from baseline. So, there was an
i ncrease of 150, 170 place fromthe baseline. | didn't present the
| evel s of CD4 which were achieved and | believe it was, it would be
simlar around the 300 range.

SANJAY: No, | think it that defense would still be higher.
We have 250 plus 250 and plus 350, about a nean baseli ne.

DURIER: After 18 nonths in the, in the description of the
project you could see that we control CD4 not every 12 nonths. There
was a small nunber of, of patients with a CD4 control at 18 nonths.
Those were many patients who had CD4 control, initial CD4 control
t hat caught our attention and he didn’t have enough chenp. C4
i ncreased for whatever reason, so then we controlled |ater on. So it

m ght be a specific group of patients with..,, in regards to

fortification we a different, a different inmunol ogical recovery.
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SANJAY: Part of the agenda disparity question is
concerned. There maybe two, three reasons for the gender disparity.
One is femal es as we know have universally | ess access to care than
males in level (unintelligible) we find |l ess and | ess nunber of
femal es accessing care. The second aspect nmaybe femal es are getting
infected later so the indication to start antiretroviral therapy nmay
be comng alittle |ater, maybe | ess nunber of patients in
(unintelligible) for whom antiretroviral therapy is indicated just
because they got infected later. But | think major reason is access
to care.

MALE VO CE: Thank you very nuch. Thank you, Sanjay. There
are two questions for Dr. Durier and Dr. Pujari. And ny nanme is Dr.
(unintelligible) from (unintelligible)lnternational Energy. W are
managi ng a public health (unintelligible)charge programto, to treat
wth HYV and people with AIDS and to manage (unintelligible)
transm ssion in Mozanbi que and our have nore or less 1,000 processes
in charge and our results is consistent wwth the delineated data
wth that video shown. M first question is for Dr. Pujari. What is
the role fromthe fact that the nost part of all patient didn't
recei ve any el bow treatnment before ART (msspelled?). | think
there’s a good chance of success for every treatnent in, for our
pati ent because (unintelligible) nonotherapy (unintelligible)
sonething like that. And the second question is for Dr. Durier

(m sspelled?) is that the scaling-up at the national |evel on this

ki nd of programin Mbzanbique, in nmy opinion request..need the fact
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t hat personnel, not nedical personnel to control, to, to nonitor

el bow treatnent. What is your opinion about Malaw or Indura

(m sspell ed?)? Thank you.

SANJAY: If |, | understood your question correctly, naive,
bei ng naive is an advantage. There's no doubt about it, being naive
Is an advantage. But one of the factors of particularly
(unintelligible) the factors of having the drugs and particularly
havi ng nuner ous conpani es manufacturing the, these drugs having
conpetitive interest is wi despread abuse of antiretroviral therapy
offering. So in our practice (unintelligible) seeing increasing
nunmber of patients who may not be naive when exposed to subopti nal
reginmen particularly to 2NRTlIs (m sspelled?) alone. So that woul d
definitely affect and I think one of the major challenges for us in
India is to manage patients who are already exposed to subopti nal
reginen. It’s very difficult to initiate therapy for reginmen for
these patients and optim ze access for these patients. So | think
naive is definitely an advantage, but as the drugs increase
particularly in direct practice, access to this does increase, the
naiveté is going to go down, nmaking it nore difficult.

DURI ER: Regarding the inplication of the conmunity for
non-nmedi cal staff in the follow up of patient on the IV, actually I
think that’s one of the necessary direction to, to take an actually
(unintelligible) the process of decentralization

(unintelligible)levels, that’s one of the things that we are going to

do so the nedical staff fromthe health center will be nobre invol ved
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in the nmedical followup of the patients but the community itself

will be also very involved in support of (unintelligible) with, with
the patients with, with whomthey live, with whomthey |ive.

G USEPPE PANTALEO Ckay. I’'Il try to, to, to be, to use
better our tinme. [|’'Il take two or three questions and then your
response. Please take notes. Please m crophone three.

MALE VO CE: Rensaw (m sspell ed?) Sheer (m sspelled?) from
Chicago. Also for Dr. Durier. In, in Malaw did you experience a
m gration of people towards the region for the purpose of accessing
antiretroviral therapy since there are so few sites. | think yours
is one of the few offering antiretroviral therapy in Malaw so, and
how di d you handle that (unintelligible)?

G USEPPE PANTALEO. Thank you very nuch. M crophone four.

MALE VOCE: |, I'd like to thank all the speakers for
their presentations. M question is to the gentleman who is from
India. Did you report on any experience on peripheral neuropathy in
(unintelligible) patients. And to Dr. Durier did you collect any
quality of life, life data particularly data around peopl e being able
to get back to work ?

G USEPPE PANTALEO. One nore question. M crophone five,
pl ease.

FEMALE VO CE: Yes, Janice Fikes (m sspelled?) fromthe
United States. | wanted to get back to the first question on wonen,

why there was a difference and why there was a difference in C4

count, and I’ mthinking perhaps that the Indian popul ation was so
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sel ective that they could afford to pay so they had better nutrition,
better other indicators of health. Perhaps naybe that’'s why the CD4
counts went higher and as far as the gender equity bit goes. Also
because the Indian cohort paid and wonen are | ess val ued and then
cane forward for treatnent and not the wonen, whereas in the MFS
project it was free and open to everybody.

G USEPPE PANTALEO: Okay. Please, Dr. Pujari and then
Adomakoh.

SANJAY: As far as peripheral neuropathy is concerned, it
is quite conmmon. W didn't report an NRTI toxicity in the study
because it did not really have an inpact on the effectiveness because
as soon as we diagnose NRTI toxicity, we switch over the patient
40(unintelligible) reginmen or vice versa.

DURI ER: Maybe the, the quickest answer about the question
of life, we are not recalling specifically this outcone, although
there is obviously patients who return back to their, to their
activity, to farmng activities or to activities in, in town. And I
didn’t present to the weight gain of patients because in the
(unintelligible), the nonitoring of this paraneter was, was not
(unintelligible), but in a smaller, in a small nunber of patients
the, the nedian gain of the treatnment initiation is, uh, is, is
dramatic. For exanple, with people who have BM bel ow body mass
i ndex below 17 at baseline, they gain 11 kilo at six nonths of

treatment. But again it’s for a small proportion of patients.

Regardi ng the popul ati on com ng fromother parts of the country,
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there is in Malaw, two governnental progranms in the two ngjor
cities, Lantia and Lilongwe represent the (unintelligible) program
has not started so at present the treatnent that’s been charged for
the patient and its significantly high. W are very near from
Lantia, just 30 m nutes away, by small boats from Lantia and

obvi ously we have nore and nore patients coming fromthe capitol and
seeking care and access to free treatnent. |t becones an increasing
problem In response to these were giving access to treatnent for

t hese people and the way we [ink with, with our (unintelligible) is
to request, do it in a, in a proper manner for definitely people
woul d be sent by another clinic, we would request a clinical details
of the patient and treatnent he gets. And also we link, we try to
link with the global fund representative in the country to know
exactly what would be the detail of the plan and when we would start
and help to find, to nake this possible a bit quicker. | think
that’s one of the, the only option that we have in (unintelligible).

G USEPPE PANTALEO. Thank you very nmuch. M crophone six,
pl ease.

MALE VO CE: Thank you. |I'’mDr. Pouli (m sspelled?) from
(unintelligible) Caneroon. My concern is about the adherence.
Everybody here have a, a rate of 80 to 90, even nore of presentation
variance | know that this is a very difficult process involving not
only counseling, reginmen costs, side effects, but all those things,

i nvol ving al so cultural and social obstacles. W in the nutual

cycle, we have a social psychol ogical, working on the field and
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everywhere and we have a 98 percent of adherence but | know that is a
very difficult process. | would Iike to know how the, the other
teans reach their strategies of inplenment to have their rate of
adherence. A (unintelligible) link to this question is a, the, the
drug resistance (unintelligible) seens to ne to, to increase
(unintelligible) this (unintelligible)this problemin the foll ow ng
presentation. | know that it is very inportant issue which is going
on. Whuld like to have your opinion on this question. Thank you.

G USEPPE PANTALEO: (1 naudi ble) (off mc) M crophone
seven, please.

BETH M LLER: Beth MIler from Centers for D sease Control,
A obal AIDS Program | have a question for Dr. Pujari and wanted to
hear nore about how the patients who are going to be put on
antiretroviral therapy are screened for active tuberculosis and if TB
di sease is ruled out, I was wondering if you woul d consi der
preventive therapy, given your extrenely high rates of TB?

G USEPPE PANTALEOC. Thank you very much. 1’11 ask again to
m cr ophone seven, the gentleman while he was there for sone tinme to
present his question. Yes, please.

MALE VO CE: Thank you. | have a question for -- ny nane
is Riresen (msspelled?). I'’mfromthe Netherlands. 1’ve got a
guestion for Dr. Durier and in your presentation you gave us sone
background i nformation on, on Chiradzulu to the hospital. You showed

us that there is a great shortage of staff. | believe Chiradzulu

hospi tal does not, does not have a doctor and there’s 50 percent
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vacancies for the clinical officers and nurses. | would |ike to know
how t he hunting of your project is going to affect the regular work
of Chiradzulu? And ny second question is during the period of your
project within 2001 and 2003, there are two episodes of famne in

Mal awi and | wondered whet her you have any death count infornmation of
how many peopl e died of starvation during the tine of your project?

G USEPPE PANTALEO  Ckay, please, one nore question.

M crophone ei ght.

MALE VO CE: M chael Sung (m sspelled?) fromthe United
States. | have a question for Dr. Pujari. G ven the |low incidence
of liver problens that you found, do you think that testing at one
nmonth for a liver function test was perhaps too frequent. And then
guestion for Dr. Durier. On the other hand, do you think that since
you maybe underestimated the problens of |iver disease in your cohort
t hat perhaps you didn’t nmeasure LFTs frequently enough and whet her
you woul d, you know, would have changed this testing?

G USEPPE PANTALEO Dr. Durier, please.

DR. DURIER Right. There are many questions so | believe
the first one was on, on adherence and you specifically interested to
know what is the support to adherence that we give for patients.

Was, was that right?
MALE VO CE: Yes.
DR. DURIER:. Um as, as | said, patients undergo very

regul ar sessions of adherence counseling and in practice

(unintelligible) treatnment, patients receive two sessions of
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adherence counseling through counsel or goes in depth around the
guesti on of whichever disease needs treatnent, what’s inplied for the
| ong-termand so on. And then after treatnent is schedul ed, after
two nonths each tinme the patient with their clinician you will see a
counselor in the initial phase of treatnment where nmaybe they can
decide (unintelligible) has to be reinforced particularly. And then
as the treatnent advance the issues of resistance becone different
but the support with a special consultation becones a bit |ess
frequent every three, every three nonths in average. About the
resistance in, in, in the (unintelligible) project of
(unintelligible) South Africa 90 percent of the patients had
undetectable viral load if they' re working man during
(unintelligible) for treatnment blood counts and 90 percent of the
pati ents had undetectable viral load, so (unintelligible) was not
undertaken in the study yet but we’'re planning to do a cross section
of study correct (m sspelled?) and putting correction endurance
(unintelligible) and viral loads, and if viral |oads are detectable
in sonme of the in, in, in a subset of patients we go from
(unintelligible) safety so we'll have adequate figures to present in
(unintelligible) project. But based on the experience from South
Africa, we're pretty optimstic that a (unintelligible)is a mjor

i ssue. About the hunger crisis in Malawi, nationw de indeed there
was sonme, there was sone mal nutrition and there was, there was a | ot

of response fromdifferent organi zations for this hunger, hunger

crisis situation and consi dered nati onwi de sone of it was a bit
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exaggerated and sone of it was a bit made over, over reported from
the nmedia. For exanple, intradoo (m sspelled?) we did an in-depth
analysis of the nutritional status of patients (unintelligible) and
we found that the proportion of malnutrition was way under
catastrophic levels that were, that were presented.

(I naudi bl ) (m crophone echo)

MALE VO CE: On the issue of rolling out active tuberculosis
(unintelligible) and | think even you understand it’s a very shaky
situation and predom nantly do it by doing clinical evaluation and
doing routine x-ray prior to therapy but that really doesn’t rule out
because the majority of these patients with |ower CD4 counts who tend
to have nore extra pul nonary forms of tuberculosis and that may be
one of the reasons why we see (unintelligible) reconstitution
di sorders because of the tuberculosis once we are in therapy because
we know that sone clinical infection is not being really taken care
of. (Unintelligible) issue may be prophylaxis with | NH woul d be
considered but it’s still not recomrended in our country because | ack
of (unintelligible) country, because of a lack of indicators to
initiate (unintelligible) prophylaxis |Iike PPD would not really be
used in that setups. This point of tine, rather than screeni ng out
patients with, for intensifying screening as far as ruling out the

tubercul osis, | would probably ook for a nonitoring nore frequently

for (uintelligible] factors for tuberculosis in these patients.
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G USEPPE PANTALEO  Thank you very nuch. The gentl eman of
for m crophone four, he’s for a long tine. Please start and then
we'll conme to, to you. Please, m crophone four.

MALE VO CE: MW nane is Richard South (m sspelled?) from
A axo SmthKline Conmunity Partnerships and ny question is for Dr.
Durea (m sspelled?). And I was wondering whether do you have any
data or any perceptions of whether the availability of antiretroviral
treatments had an inpact on stignma and discrimnation in the
communi ty and whether |evels of stigma and discrimnation were
reduced? And al so whether, you know, just people presenting for HV
testing nore frequently.

G USEPPE PANTALEO  Okay, please, m crophone one.

MALE VO CE: Thank you very nuch. Rick Berzon
(m sspelled?), United States. First of all, thank you all very nuch
for your information and your data. Sone of it canme across very
qui ckly and I was wondering in particular, Dr. Salif So, if, if any
of these data may be avail abl e at handouts at sone point during the
conference so that we can nore thoroughly review sone of the nunbers.
| have a question for Dr. Durea (m sspelled?). W heard at a
conference |ast night a talk on expanding access to treatnment in the
devel oping world, that there are tinmes when NGO s have difficulty
training individuals to provide care because registration is done
t hrough the governnment and sonetines the governnent bureaucracy is a,

is a bit slow and, and so there’s an inpedi nent there and I was

wondering if you had experienced any of those sorts of difficulties
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as you train up your staff to provide direct care. And then | also
wanted to know from Dr. Adonmakoh from Barbados, your adherence
nunbers were really quite good and | was wondering how you neasured
adherence in your research

G USEPPE PANTALEO  Thank you very nuch, ah, one nore
question maybe. M crophone two, please.

MALE VO CE: (Unintelligible) Atlanta (m sspelled?) U S.,
and two quick questions. One is another TB-related question for Dr.
Pujari. It has to do with the inmune reconstitution syndrones you
nmenti oned, which are obviously quite significant in your experience.
These, in fact, m sdiagnoses of TB as you just suggested in your
answer a few minutes ago or were they in fact patients who had been
di agnosed that were on therapy and | wondered if you could tell us a
little bit nore about your handling of these reconstitution
syndrones. And then a quick question for Dr. Durier. And | think
it’s, it’s wonderful you're able to use Dynabeads (m sspelled?) test
as an exanple of a low technology CD4 test. | wonder if you could
tell us about your nethodee (m spronounced), nethod of quality
assurance for using that to nake sure you re getting accurate
resul ts.

G USEPPE PANTALEO. Dr. Pujari to start.

DR. PUJARI: The question about inmunity constitution
(unintelligible) is we often wonder whet her we have been not ruling

it out before initiating antiretroviral therapy but (unintelligible)

risk , we had another (unintelligible) list is starting at the very
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| ow CD4 count, less than 50 is a definite risk factor for the
devel opnent of inmune reconstitution disorder, not just TB but
(unintelligible) disorders (unintelligible). As far as nmanagenent is
concerned obviously we can’t stop antiretroviral therapy so we
continue with antiretroviral therapy and add (unintelligible) for
t hese patients and nmanage them As | nentioned in ny presentation,
concomtantly using both these drugs delivered seens to have not
really increased the incidence of adverse events in the logistic
regressi on nodel .

G USEPPE PANTALEG Dr. Durier, please.

DR. DURI ER: For the increase access (rapid
speech)vol untary access has been quite dramatic in the past two
years but mainly in the past two nonths of the past |ast year and one
of the explanations for (unintelligible) availability of the
(untreatnment. We cannot ascertain this by anybody or anything
(unintelligible) the patient (unintelligible) that it’s part of the
expl anation. W have al so patients who cone earlier stage, earlier
stage of the HIV disease to other H'V (unintelligible), and again we
have a | ot of patients now who conme from (unintelligible) for exanple
and who heard about the availability of the other treatnent
(unintelligible). So indeed disclosure trying to low the H'V death
sentence is probably is inproved by the availability of the
(unintelligible). For the training the, the country has a plan of

treating 25, between 25,000 and 50,000 people with HV by five years

fromnow with support of the d obal Fund, and obviously the training
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is an enornous part of this plan and we, we have good |inks, very
good links with the, with the Mnistry of Health and actually we are
even one site that will be helping in training other practitioners in
other district before they inplenment the, this plan. So | think that
the possibility to do adequate training is definitely there and the
Mnistry definitely is satisfied to have, to have an on-site
(unintelligible) where they can be qualified to teach. The dynabeads
quality control with a faxcount (m sspelled?) machine in, in
(unintelligible) and the nmedian difference between the CD$ results
obt ai ned with dynabead system and the faxcount (m sspelled?)
(unintelligible) is very small. It, it, it’s not significant.

G USEPPE PANTALEO  Thank you very nuch. Dr. Adoomako
(m sspel | ed?).

DR. ADOMAKOH. Yes, thank you. First of all, just to refer
you to LB41l (m sspelled?), which is a poster detailing the study
undertaken by the physicians at, at the unit, the |adynead
(m sspelled?) reference unit. Also to highlight that we did have, we
do have a (unintelligible) for adherence programin Barbados and
it’s, it’s, it’s gone on fromthe goodw || and vol unteers before the
program was scal ed up, and now what the program does its adherence
counseling and nonitoring is undertaken by the P-staff (m sspelled?),
t he nurses, the physicians and the pharmacists for all patients and
that’s how the study was undertaken as well. Question is for issues

fromthree points, starting points. Again so the community support

and the support within the clinic is quite strong and that has, that
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has really transferred fromthe goodwill (unintelligible), but you

could get the details fromLB41
G USEPPE PANTALEO  Thank you very nuch. [|’'Il take the

three | ast questions. M crophone three then four and then two

pl ease.

FEMALE VOCE H . This is Walfa (m sspelled?) Al sider
(msspelled?). I'mfromthe NICT (m sspelled?) Class Initiative at
Col unbia University. | have a couple of questions, quick questions

for Dr. Durea (m sspelled?) and then a comment to Dr. G| ajee

(m sspelled?). You indicated that you are also enrolling pregnant
wonmen in your program and certainly NTCT Class were al so focusing on
their enrolling wonen during anti-(m sspelled?) natal care so I'm
wonderi ng about your experience to date on pregnant wonen on, in your
program and whet her those were on ARVs (m sspelled?) are then, what
do you do about the PNTC reginen around the event of their delivery?
Anot her question for actually anyone on the panel is that we felt
fromthe beginning that it was very inportant to have a conponent of
the program for the healthcare workers who thensel ves have H V

i nfection and whet her you offer the benefits of these prograns for
your healthcare workers. And, of course, that raises other issues
around confidentiality and so on. And then a coment | guess for Dr.
G lajee (msspelled?) is just to tenper your conclusions about people
who pay are nore likely to be adherent, | think there are data from

several countries that denonstrate that actually having to pay out of
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pocket has been noted to be one of the nean causes of non-adherence,
especially in situations where enploynent is unstable. That's all.

G USEPPE PANTALEO  Thank you very nuch.

MALE VO CE: (Unintelligible). M question is for Dr.
Durier. Could you concerns (m sspelled?) your first |ine regi nens
you referred to wonen and i nfants who previously received
(unintelligible).

G USEPPE PANTALEO. Thank you very much. M crophone two.

MALE VO CE: (Unintelligible). W, we are at the turning
point for ARV availability, however, we don’t speak about regul ation
nodel s for the w despread use of ARV and in ny personal experience in
country in Central Africa, we see a |lot of irrational prescription
and the wasting of generic drugs because of under-clarification and I
woul d say organi zation of the use of those drugs (unintelligible), do
you think it would be the tine especially for international,
i nternational organization to put the (unintelligible) also about
formalize and harnoni ze and generalize regulation nodels and training
modul es, like for exanple (unintelligible)?

G USEPPE PANTALEO. Thank you very nmuch. Dr. Durier. Wo
has question for Dr. Durier?

DR. DURIER: The first question was for pregnant wonen
(unintelligible), what do we do after delivery? Basically we cut off
at 350 at the level of CD4 under which pregnant wonen woul d receive

hal f and there was one advantage with this kind of is under 350, the

nmother’s health is the (unintelligible) issue so at all treatnent.
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Let’s put it this way. Treatnent would be of evident benefit in
this, in this wonan. So we deci ded that pregnant wonen woul d start
(unintelligible) below 350 and that case we never stopped half and,
and one of the reasons also is that it’s been clear whether or not
when we deci de a pregnant woman woul d wean at six nonths and stop
repl acenent, replacenment feeding with, with other food. It's really
uncl ear whether or not they will conpletely stop the breast feeding.
So we though that if wonmen would carry on with breast feeding from
time to time with infant it wouldn't be any risk of viral redown
because the wonen would still be on the sane high activity
antiretroviral treatnment. And for pregnant wonen who, yea, for
pregnant wonen who have received nevirapi ne before, we would have
advantage to put themon this (unintelligible)

(unintelligible) as well as in both newborns from fromin
pregnant wonen who got the nevirapine (unintelligible). Although
believe there is sonme control issue but around this, this uptake and
| don’t think that it’s 100 percent certain that initiating a regi nen
w th nevirapi ne would be, would be significantly |ess effective than
another one. But still it presents, we, we offer (unintelligible)
for those (unintelligible) patients.

G USEPPE PANTALEC. (| naudi bl e)
DR. SALIF SON Yea, | just want to raise a question about
training. | think training is very inportant and nust be the first

step, which need to be put on the country before the (unintelligible)

provi der drug because if you don’'t have very good nedical doctor who
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can prescribe and (unintelligible) the patient, you will |ose all the
(unintelligible). That's why actually we have the African clinician
network and we will try to help other different African countries for
training of the healthcare workers. And the second issue is about

t he heal thcare workers who are HIV positive, not because of
(unintelligible) but because of their private lives. In ot of
experiences in particular in Senegal, they have access free
(unintelligible) to the antiretroviral drug so they're treating free
of charge (unintelligible) HV positive.

G USEPPE PANTALEO  Thank you very nuch. We are going to,
to close the, the session and | have to thank to all the presenters
who have had so many (unintelligible) but I understand that the, the
context is different than two years ago. W are talking about
results and how to scal e-up, howto go on. W are talking about
(unintelligible) and it has been very inportant to see nore
denonstration about, about cost effectiveness of, of ARV treatnent,

di sability, adherence and so on. | would like to, to nenbers note
that this project of, of presentation of Dr. Shoots (m sspelled?) is
very inportant for us to have mnd all the tinme what we are going to
do at the end of the research projects and | understand that you have
to take this in consideration at the very begi nning of, of the
projects. |1'd like just to say in the nane of (unintelligible) that
it’s clear for us considering all this experiences and this concern

t hat we have sonme very concrete things to, to, to (unintelligible)

very briefly, and one is to (unintelligible) network to nonitor HV
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resistance i medi ately and we understand have cl eared that resistance
is concern (unintelligible) but this is not an argunent to prevent
initiatives to treatnent and will be permtted to in nonitoring and
given the, the, the, the information necessary for this
(unintelligible). And about the commtnent and the, the
concentration of efforts (unintelligible) to offer nore support,
techni cal support in particularly try using all the present
experience to establish sone gl obal guidelines based guidelines
(unintelligible) to facilitate this stellar process and trying to
prevent (unintelligible) treatnents for, based upon a consequence of
resi stance of nodes (msspelled?). | would like to thank all of
presenters and, Dr. Salif, 1'd like you to close this.

DR. PAPA SALIF SON Thank you very nuch.
(Unintelligible), I would |like also to thank ot her speakers and all
the participants for their questions and contribution and I think we

can cl ose now the session. | thank you very nuch.

[ END OF RECORDI NGJ
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