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[ START RECORDI NG|

MALE SPEAKER: —that she is going to give us an
overview, a detailed overview of the statement that the Sw ss
Comm ssion on AIDS put forward a little while ago and that
generated a fair bit of controversy. W wll then have a panel
presentation. There will be very [imted five m nute input
statements by Myron Cohen, Nancy Padi an, Kate Hankins, and
Ni kos Dedes. And we will follow that up hopefully with a one
hour active and vivid discussion.

As you know, the field of H 'V treatment and prevention
Is increasingly interested in the potential synergies that can
emerge from using everything that we know i ncl uding
antiretroviral therapies to optim ze our efforts to prevent
further HV infections. W in our group have taken the
position that there is enough evidence out there to justify a
redoubling of the effort in terns of increasing appropriate
coverage with antiretroviral therapy to in other words, bring
the treatnment to the people in need, those that need medi cal
gui delines for treatment, with the double goal of decreasing
H V rel ated norbidity and nortality and the secondary goal of
assisting our prevention efforts.

Soon our British government will be nmaking an
announcement of formally embracing this thinking as part of a
program that we will be launching in British Colunbia in the

next several nonths. Much of the rationale in support of that
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was published by our group in the Lancet a couple of years ago
and it was discussed at the Toronto conference. Subsequent to
t hat, about a nmonth ago in JID [m sspelled?] we put forward
some further nodeling that was used using the British Col unbi a
data. | will not expand on those details. | think that we are
here to specifically review and di scuss the content and

I mplications of the Swiss statenment and in order to nove the
agenda further, I will ask Ron Kidish [m sspelled?] to step up
to the podium Ron is going to be the noderator of the
session. He is the Director of Policy and Prograns at The

I nternational AIDS Society in Geneva in Switzerl and. He is
originally fromthe USA and he has been living with and worKki ng
in HV and AIDS policy for the past 18 years. He has been a
tremendous new addition to the International Society and | am
really happy to have him moderate this session. Ron?

[ Appl ause]

RON KI DI SH: Good afternoon, everyone. We knew this
session was going to attract a great deal of attention, and it
is nice to see a good crowd here of people from | think a
vari ety of backgrounds. This is an issue that has generated a
| ot of interest around the world. To set the scene for us, the
Swi ss AIDS Comm ssion study, we have Dr. Pietro Vernazza, who
Is the Head of Infectious Diseases in St. Gallen, Switzerl and.
He got his infectious disease training in Chapel Hill, North

Carolina, 1 n collaboration with M ke Cohen who is one of other
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panelists. He started his research in sexual transm ssion of
HIV there in Chapel Hill, North Carolina, and now he is
currently the President of the Swi ss Comm ssion on AlDS.
Pietro, please come up here. [Appl ause]

Pl ETRO VERNAZZA, MD: Thank you, Ron for the kind
I ntroduction. | would also like to thank the International
Al DS Soci ety for giving us an opportunity, inviting us to give
this sem nar, and to actually share with you the basis of our
statenment, which was never thought as a statenment that should
be delivered worldw de, but that is how it went.

So, | would like, I would just like to start briefly by
presenting the conmposition of the Swiss Conm ssion on Al DS
Rel ated Issues. It is unique in a sense that it really
I ncl udes several aspects, people fromdifferent fields and
expertise, including experts in HV nmedicine, but also
prevention and social scientists and experts in political and
| egal aspects. So, you will understand that this group did not
really make the statement or the basis for the statenment, but
t he basis was actually prepared in a clinical and
epi dem ol ogi cal expert group that is affiliated, |ike the
di agnostic expert group, to the [inaudi ble].

So, why did we start this endeavor at all? Now, there
were several reasons, and | will just focus on the third point
here. In the past few years, actually many physicians tal ked

to their patients and gave them sonme information regardi ng non-
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i nfecti ousness under ART. But we had no control about the
contents of those statenents. In fact, | am aware of at | east
two public statenments |ast year from HIV physicians, one in a
Ger man news magazi ne, and another on Swi ss TV where individual
HI V experts suggested that ART renders HIV positive individuals
non-infectious. So, we wanted to influence the diffusion of
this information and aimthat a joint statement that was
broadly supported by all the experts in the Swi ss Conmm ssi on.

Now, how did the clinical body assess the transm ssion
risk? We know quite a bit about the biology of HV
transm ssion. For the purpose of the talk, let us suffice to
say that HIV transm ssion is driven by two main factors,
probably the nmost potent one being primary HIV infection and
then as a secondary factor, sexually transmtted di seases that
can occur during several |ater stages of the disease. That in
each of these stages, HIV transm ssibility is significantly
Increased while it is clearly lower in the chronic asynmptomatic
phase.

Now, we first started to define transm sSsion
categories, defining high risk as those risk situations that we
should avoid in order to limt the epidemc, the spread of the
di sease. So, in this category would certainly fall primary HV
infection and STDs in the absence of ART. The next category
woul d then be the internmediate risk, followed by a category

which we termed negligible risk. W would probably all include
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condom protected sex in the absence of ART in this category.
We all know that the risk is not zero, but in general, we
consi der condom protected sex as safe and tell our patients go
ahead, no risk, since we know this risk is in the range of the
risks of daily life.

So, what are the risks of daily life? Let me start
with something that m ght be a surprise for you. Passive
smoking. This is a popul ation based study from New Zeal and,
and just consider you are a 60 year old man, non-snoker. Your
overall nmortality is about 1 percent per year. Your risk of
dyi ng increases if your household companion is a snoker by 20
percent, or in absolute terms, 1 in 600 per year wil
additionally die because the household conpanion is a snoker,
because of this exposure. Just to give you a figure. There
are also other activities in our daily life, and I do not know
whet her you recogni ze this young fellow, that also carry a
risk.

For instance, each year approximtely 200,000 Sw ss
al pinists are challenging snow and ice in the Swiss Alps. On
average 10 of them die in an aval anche every year resulting in
an average risk of death of 1 in 20,000, not speaking of all
t he ot her deadly accidents. Now, but | nmust tell you, this is
a great source of pleasure and satisfaction. Now, when we talk

about sex wi thout condoms, sonme would al so consider this as an
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i ssue of pleasure and satisfaction. However, we seem to have
great difficulties to deal with this source of pleasure.

Anyway, this is not the first time that the Swi ss and
ot her comm ssions had to come to a statement regarding non-
transm ssion of HHV. And | will review that data for you.

More than 20 years ago we had to evaluate the risk of household
contents. At the time, there were no docunmented cases of non-
sexual transm ssion in households. Biological factors of
transm ssion were poorly defined. Only few retrospective
cohorts and only the four first were present in 1986, were
evaluating the risk to household contents. So, less than 300
contents, all uninfected, were included in these studies. Thi s
results in an upper confidence Ilimt of, for household
contacts, of their risk of household contacts, of about 1
percent. And that was after an observation period of a little
bit nore than one year.

Now, neverthel ess, we concluded that the risk to
househol d contacts was m ni mal and our recommendation stated
there is no risk to household or workplace contacts with the
exclusion of sexual contacts. But in a new publication by
Friedl and [ m sspell ed?] two years |ater even in the casual
context, for casual context, there was still concern. In his
I ntroducti on he wrote, “there remains a continuing concern that
transm ssi on may occur through close but non-sexual contact at

home, school, workplace, and other environments.” So, that
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really gave us confidence, what really gave us confidence was
not the documentation of the low risk in these prospective
studi es. \What gave us confidence was the fact that after eight
years of HIV infection, we have not seen a tip of the iceberg
of hidden cases of household transm ssion. Although |I remenber
at |l east one very well documented case of non-sexual

transm ssion froman infant to his nanny at the tine.

So, ten years |later, we were confronted with a very
simlar situation. W had to cone to a public health statenment
regarding the risk of H'V transm ssion by oral sex. Again, no
cohort studies to help us define the risk associated with oral
sex. The problem was even nore difficult since we were
confronted with nmore than 40 docunmented cases where oral sex
was consi dered the only possible risk. Lacki ng better data, we
made the recomendati on that oral sex can be consi dered safe.
However, we wanted to exclude a specific situation where
bi ol ogi ¢ argunments suggested a higher risk of transm ssion.
Therefore, we defined oral sex as safe for sex when the
positive partner does not ejaculate in the negative partner’s
mout h.

Despite all these public health statenments, we know
exactly that the risk is not zero for virtually any situation.
And significant risk estimtes were published for those two
practices that | have on the slide here. So, with all this in

m nd, we now had to come up with a risk estimate for sex
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wi t hout condom during ART. Again, the first thing to consider
are published retrospective studies investigating the risk
during ART. But when we | ooked at these studies, the numbers
again were small. And if you | ook for these nunbers

[i naudi bl e] there were no docunented transm ssions in viral

| oad below 1,000. |If you |ook at these nunbers, you still add
up with an upper confidence Iimt that is in the range of | et
us say passive snoking.

So, we also use then the secret fornmula as M ke called
it, the mathematical nmodel presented by Takra Bority
[ M sspell ed?] and others. In that model, the risk of
transm ssion per sex act was expressed as a function of viral
| oad in semen. We know from many experiences and also in
I nsem nation practice, that after three nonths of suppressed
bl ood, blood viral |oad, there is no virus in sem nal plasma
either. And I amtal king about free virus here in this nodel.
So, we calculated the risk based on Takra Bority's fornula well
aware that this is an extrapolation, and confidence intervals
are not known.

The Takra Bority original figure, you will see it |ater
by Mke in the inlet [m sspelled?]. Then result in this |inear
extra plot ot transformation and the yellow arrow here is the
detection limt of the HIV ordinary detection in sem nal
plasma. Resulting in this again, risk that seenms to be | ower

than 1 in 100, 000. Just the use of that mat hemati ¢ nodel .
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So, to continue, simlar to the situation with
househol d contacts, the nost inportant basis for our estimate
was the absence of docunented cases of sexual transm ssion from
an ART treated case. But what is the denom nator? It must be
a significant number, after 10 years of ART in many countri es.
Again we can only estimate. W know that at |east 20 percent
of the patients in the Swiss H V cohort study that has been
shown by ny coll aborator, Panotzzo [m sspelled?], in an
anonynous survey, 20 percent of patients have unprotected sex
with their steady partner.

Actually, in our survey it was 25 percent. Much nore
t han 300, 000 patients in Europe are currently under ART. Now
| et us just consider 300,000 patients have been treated in
Europe for at |least five years. And having sex just two or
three times a nonth. So, 30 tinmes a year, not a nonth. Even
iIf we only detect 1 percent of the cases that occur through
t hat practice, having no docunented cases so far results in an
upper confidence limt of 1 in 100,000. And | used very
conservative figures here. So, actually our estimate is al so
supported by epidem ol ogi cal studies, and | am just presenting
one study, a slide that | received from Burnett Herschel
[ M sspell ed?] as an exanple to denonstrate that the risk of
transm ssion under ART is in the sane range as with condoms in

t he absence of ART.
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So, and probably Nancy will also talk about this |ater.
So, let us go back and consider biology. Sane as we did with
oral sex. We have to keep in mnd that STDs will increase the
risk of transm ssion. Not only that infectivity, but also the
susceptibility of the non-infected partner. Another factor is
timng. HV viral load in semen may take some weeks nore tinme
to follow [inaudible] Iimt even if the viral load is
undet ect abl e i n bl ood. So, it makes sense to use this
information to target any communi cati on that we m ght want to
target to the individuals about safety under ART to the saf est
conditions. And that is actually what we did.

So, let us summmarize again what the Swi ss statenent
actually said. It was a statenment that was delivered to Sw ss
physicians. And it said it is okay to talk about risk
esti nat es. It said under optimal conditions, and | stress

optimal conditions, the risk is in the range of daily life. W

called it negligible. | understand that our title was
m sl eadi ng, and | apol ogi ze for that. | woul d not do that
again. But still if you have read the statenent, that is what

was in the statenment.

So, the conditions are long term maxi mal suppression,
nmore than six nonths, perfect adherence, regular checks with
your physician, and absence of STDs. So, we al so nade cl ear
that the only person who can ascertain perfect adherence and

regul ar checks will be the steady partner and we also clarified
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that it will be the informed partner who has to decide for

hi mself how to inmplement this risk assessnent in his daily
life. | could also very briefly mention our experience with
this statement in Switzerland. A few physicians helped me to
coll ect an anonynmous survey with their patients and | have
sunmmari zed that in a poster, Poster 212 tomorrow and Monday,
and there are sonme handouts here, you can pick them up. Just
briefly, it seens that people living with H'V and Al DS
responded with great consent and relief to that statement and
I n general sexual behavior did not change in those individuals.
We actually |l earned that many patients actually told us after
we asked them and after the statement that they already had
unprotected sex in the past, but they did not tell us.

So, let me summarize all these risk estimates. First
of all, it is clear that these estimtes have | arge confidence
interval, and here | have started with anal sex and vagi nal
sex. | took this from Rachel Rohr’s [m sspelled?] presentation
i n New Engl and Journal of Medicine. So, condom use i S not
safe, and you have the citation here again. But in a
confortable range that people can live a normal |ife. For oral
sex, we have seen that we would discern a situation with higher
ri sk which we would consider safe. And the other one with the
ej acul ati on, which we considered not safe. Now, but based on
the findings |I have presented, we would place sex under ART in

quite a safe range, but we still maintain that we would only
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consi der ART as safe under special conditions, so we did a very
simlar, actually action as with oral sex.

So, let me end by citing the title of our nmedia
conmmuni cation | ast January. There it said, good news, for a
few preventi on messages remai n unchanged. Thank you.

[ Appl ause]

RON KI DI SH: Thank you for the historical overview It
is interesting to see the perspective on this froma historical
vant age. \What we are going to do now before getting to any
guestions or coments for the initial presentation, is go to
each of our panelists and have each of them spend five m nutes
on their perspective on this issue. Our first speaker will be
Dr. Myron Cohen. Professor Cohen is the Director of the
Institute of G obal Health at the University of North Carolina
in Chapel Hill, North Carolina. He is the Senior Leadership,
sorry, part of the Senior Leadership Group of the NIH Center
for HV Vaccine I munol ogy and of the HIV Prevention Trials
Net wor k. Prof essor Cohen? [ Appl ause]

MYRON COHEN, MD: Thank you. Good afternoon. This is
a very patriotic symposium So, | ama little bit anxious
about contradicting Pietro’'s very conpelling presentation. And
| kind of think I am going to set the stage with neutrality,
| i ke the Swiss flag. For this debate. And | am going to use

slides, if I can figure how, how do you advance them Pietro?
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Ckay. So, the first, I amonly going to show a few
slides. And try and set the stage a little bit differently.
And not really contradict Pietro, but present it a little bit
differently. The first thing is, this is all being driven by a
belief system And the belief systemis on that slide. That
there is an increased risk of transm ssion dependi ng on the
person, the infected person. And as Pietro indicated, we have
sone evidence that people with acute infection are very
contagious. This is based on the viral concentration recovered
from both the bl ood and the genital secretions at the time of
acute infection.

But there are only a very small nunber of people with
acute infection. And then the risk goes down consi derably.

And probably the biggest group that represents risk of

transm ssion nust be people with established infection, sone of
whom have high viral burdens, and who do not know their status.
Christoff Frazier [m sspelled?] did an excell ent model arguing
this point in PNAS in 2007. There are 2.5 mllion people who
are being treated. The question is how contagious are the 2.5
mllion people, and that is really the basis of this discussion
and extrenmely inmportant for the future as treatment marries
preventi on.

So, that is the belief. What is the plausibility of
the belief? All of this is sunmarized in an article | wote a

few years ago, but there is very strong biological plausibility
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and shown in the left bars is an article by Pietro a few years
go where he denonstrated that when we put people on antiviral

t herapy, after some period of time, we have great difficulty
recovering H'V RNA in semen. There was only | think one

subj ect out of 114 measurements in which we detected HI V RNA,
and Susan Cuuven [m sspelled?] did a simlar study in wonmen.
So, these studies though, we do not get rid of the HIV DNA.
There is breakt hrough, but there is considerable suppression.
So, the biological plausibility is very, very strong.

There are two retrospective clinical trials in which
coupl es were exam ned retrospectively, and both suggest that
when the index case, the infected person was on therapy, that
t he partner was at much less risk of acquiring HV. There are
two observational studies. In both observational studies,
hi storical controls suggested that a |ot of HIV transm ssion
woul d be observed, but in the two observational studies, it was
very, very rare for themto observe HIV transm ssion over a
period of about 24 months. There are five or six ecol ogical
studi es. These are studies of whole popul ations. Not
nodel i ng, but studies of the actual populations. And three of
t he studi es suggest when the popul ation achi eves a great, when
consi derable ART is available to the popul ation, that the
preval ence of HIV is reduced. In two of the studies, that was

not observed. But these ecol ogical studies are susceptible |
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think to all the ecological fallacy which we can discuss | ater
I f necessary.

The problemwith all of this is, we really do not know
t he degree of this 100,000 number that Pietro cites, | do not
di srespect, but as he pointed out it is an extrapol ated nunber.
| do not personally know the actual degree of benefit from ART,
we will come back to that in a second, and | certainly do not
know t he durability. And the durability is really an inportant
feature of this.

Anot her issue here, and | realize this is probably
difficult to read. At least it is for me on this screen.
Anot her i1ssue here is the pharmacol ogy of the agents. And this
I's an advantage. The agents we are using now, which shown on
this slide, is that we have characterized how much of the agent
concentrates in the male and female genital tract relative to
bl ood. And what is shown on the slide is that NRTI drugs, they
often concentrate in the genital secretions. The proteus
I nhi bitors have difficulty getting in the genital secretions.

But the issue here is very good for what Pietro’s
arguing. And that is if the drugs are concentrating in senmen,
and the drug is going to the next person with the semen. So,
you are essentially bathing whatever virus is present in the
drug, and you are using a mcrobicide. So, | think we have a
bi g advantage i n pharmacol ogy as we try and devel op this whole

t hene. Now t he problemwith the Takra Bority study, not
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problemthe thing to analyze here, is that viral concentration
really matters. This is a nmodeled study, there has only been
one study of actual, one good study I will say. There are
three or four studies like this, but there is one study by Tom
Quinn, who is in the audi ence, where you have the bl ood plasm
viral burden, and he measured the transm ssion probability
within couples as a function of the blood plasma viral burden.
Now t he bl ood plasma viral burden only weakly correlates to the
sem nal plasma viral burden. That is an inmportant issue.
Nevert hel ess, Tom found that at a | ow concentration of HIV in

t he bl ood plasma burden, less than 1,500 copies, he observed no
transm ssion events. That really agrees with Pietro’'s
conclusions. The Takra Bority model is a nmodel and we do not
really know the upper or the | ower boundaries. Every study

t hat has been done that relates to this has all pretty nmuch
agreed with the m ddl e boundaries. And as the copy number goes
up, we think the efficiency of transm ssion goes up. As the
copy nunmber goes down, we think transm ssion is nmuch | ess
probabl e.

But | am unable to ascribe a number to it. Because |
am unabl e to ascribe a nunber to it, we are doing a giant
clinical study. And this is worth noting, and there is a
website if you are interested in the study, it is called
HPTNO52. It is a random zed controlled trial underway. And

the trial has two purposes. ©One is to determ ne the very
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guestion that is begged by our whole nmeeting. That is, if we
effectively treat the index case, and keep them suppressed, can
we reduce transm ssion to the partner over many years? So,
fromthe moment of inclusion in the study, the couple is
followed for five years. That five years ought to be enough
time for us to give sonme real nunbers to this. The couples are
enrolled at high CD4 count, because at |ow CD4 count, it would
be unethical to withhold ART.

Now, when the partner has a falling CD4 count, when he
gets anywhere, when he starts falling below 350, but certainly
before they fall below 200, ART is then offered, and then the
point is that we are also doing a when to start treatnent
study, since we are starting an early arm and a delayed arm we
are also going to |learn whether early treatment is of benefit
to the partner. So, 1,750 couples will be enrolled in the
study followed for about 5 to 7 years in about nine countries.
The study has about 600 couples enrolled today. It should be
fully enrolled a year from Decenber. But it will take us seven
years before we have the answer to the very question that is
bei ng asked today. So, no answer will be avail able before 20-,
| do not even want to think about it. 2016.

So, this is the bottom Ili ne. There is every reason to
believe ART, in fact the treatnment acts as prevention. And
there is every reason to understand the attitudes that

associate with the Swi ss decl arati on. The converse is the
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concerns. Are the breakthrough viral blips? And the answer is
yes. We know that people will have viral blips both in bl ood
and senen. They do not al ways agree with each other. W have
to be concerned about the meaning of those viral blips. And
that is in blood plasma. Likew se, there are breakthrough
blips in the genital secretions. There are intermttent STDs
and not all of them are symptomatic. Certainly trichononus

[ m sspelled?] is often asynptomatic. And so you have to be
concerned about unrecognized STDs. There is ART resistance.

So, when the person on therapy starts failing therapy,
t hey do not know the next day they are failing therapy. So,

t hey can accunul ate significant viral | oad before resurfacing
for their next viral |oad measurenment. Now | realize, and
realizing that this is a caution, it is something to worry
about since a substantial nunber of people acquire ART
resistant virus at the time of the transm ssion event. And
then there are ART resistant superinfections. So, all of these
concerns need to be played out in this consideration.

So, in summary, | am kind of a neutral person in this.
| think there is terrific biological plausibility, but | am
very much in favor of the study |I am already doing to try and
actually add numbers to the questions. So, thank you for
l'i stening. [Appl ause]

RON KI DI SH: Qur next panelist is going to help us take

a | ook through what are the consequences of the Sw ss
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statement. | am sorry, what are the consequences of such a
statenment for the prevention field? Wo should be informed
about such specific additions that make the risk of HV
transm ssion very unlikely. So, we want to wel come Nancy
Padi an to the podium and Nancy is currently a distinguished
fellow at Research Triangle Institute in North Carolina. She
Is also on Pangea [ m sspell ed?] G obal AIDS Foundation at the
University of North Carolina, at California, excuse ne. She is
an epidem ol ogi st who has worked on heterosexual transm ssion
of HI'V since the beginning of the epidemc in San Francisco,
and has worked in southern Africa as well. [ Appl ause]

NANCY PADI AN, PH.D.: Thank you. Thanks very much. |
wanted to |let you know that | put together this presentation
with my coll eague Mary Jane Rathern [m sspelled?] from UCLA who
al so has some interesting ideas for interventions that m ght be
based on this, that maybe we will have tinme to tal k about at
di scussi on.

| also wanted to | et you know that nmy work nost
recently has been on HIV prevention in wonen, and so | have
really focused nore, it was sort of difficult for me to view
this without the |ens of someone who works on HIV prevention in
women and really | ooking at the susceptible partner and | think
Ni kos at the end will be talking a little bit nmore about from

t he perspective of the person who is infected.
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So, what are the inplications for prevention? | guess
sone of these are issues that M ke brought up and |I think there
are pros and there are cons. So, one issue is that in many of
t he studies that some of us have done, nyself included, we have
been, and again, nmy studies have really been in heterosexual
transm ssion, we have been di sappointed with the |evel of
adherence, with condonms. Potentially, this m ght be better. |
mean it is something that needs to be | ooked at, but it is
I ndeed possi bl e.

One other, insofar as the prevention statenment is
actually to do both, and I think it is really inportant that
that be reinforced, it is possible that this could increase
adherence to both, because you are now saying you have got to
do both, and maybe they would be nutually reinforcing. It also
could be that you have nmore effective and realistic condom
counseling when you really are focusing on the fact that maybe
you need to have intensive condom use early and late in
I nfection as opposed to a really high level for the rest of
your |ife. Another benefit which is really having to do nore
with care than prevention is that this nmessage out there, |
t hi nk woul d encourage testing, and maybe entry into care. So,

t hat would be a side benefit.

So, what are some of the possible cons? And | have to

say that | know that Pietro said that in fact the prevention

message does not differ, and | think that is right. But |
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think that there is potentially m sconception that could result
and that is really what | am dealing with. Could there be risk
conpensation or behavioral disinhibition? And that means if
you, are people going to think that if they are ART that they
need to use condonms | ess even though the nessage is to use them
both? A lot of my work is on gender power inequities and how
that affects women’s ability to protect themselves. Could this
exacerbate that? And | will come back to this |ater, because
the uninfected partner is having to rely on what the infected
partner is letting you know about how nuch their viral load is
and again, whether it is in fact necessary for themto use
condonms. M ke already brought up the issue of asymptomatic
STDs. He brought up viral blips. And then the issue is real
time viral load. And that is if in fact one of the markers
here of you having negligible risk is having very |ow viral
| oad, with what frequency do you need to establish that and as
a way perhaps to verify the fact that you have good adherence.
So, there are pros and there are cons.

This, which is a |lovely graph that Jeff Garnett
[ M sspell ed?], he was here at this conference, | do not know if
he is in this room made in a nmodeling editorial actually in
countering another editorial in Lancet and this was Jeff
Garnett and his coll eague | ooking at transm ssion risk over 100
acts in discordant couples and | am doing, oh, this is the

pointer. So, this is couples, god, | cannot even, just copied
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that. The percentage in which heterosexual transm ssion
occurs, quite high if they use neither. |If they use treatnment
alone, it is quite low. If they use 100 percent condom use

alone, it is quite |low and pretty conparable. But if they only
used 80 percent condom use and not treatment, then it would be
t hat nmuch higher. And so |I think what this highlights is the
fact that condoms are effective when they are used consistently
and correctly 100 percent of the time, and how difficult that
can be to maintain, and maybe this would either be a good back
up, if not a good substitute.

So, finally, | amjust going to end with two thoughts
that | have that again are sort of the pros and the cons. I
know that in the statenment it says that the decision to use
condonms really rests on the uninfected partner, although
think in a couple with good dynam cs that would made jointly.
But then I think the burden is, and I do not nmean just the
physi ci an, whosever counseling, because if you read the
statenment, these are guidelines for someone who is counseling
soneone that it is okay to talk about risks, it is okay to talk
about negligible transm ssion.

So, the risk in some ways then in the hand of the
physi cian and how to counsel. And the control | think is nore
in the hands of the infected partner, because it is up to that
person to conmmuni cate effectively about viral |oad, and again

of course you have the issue of other issues |ike undetected

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.



XVIl International AIDS Conference 24
8/ 3/ 08

STls and so on. That said, however, and | think this has to be
t he hall mark of whatever we do to dissem nate information about
HI 'V, and that is it is our inperative to dissem nate accurate
I nformation so that you can enable an informed choice. Thank
you. [ Appl ause]

RON KIDISH: It was discussed that these studies are
contextually based. And so to take a | ook at the consequences
of the Swiss statement for the rest of the world, we are going
to invite Catherine Hankins, who is the Chief Scientific
Advi sor to the United Nations AIDS program UNAIDS in Geneva.
She began work on AIDS in 1981 as Deputy Medical Officer of
Health in Cal gary, Al berta, Canada. And after nmoving to
Montreal, she was the principle investigator of the Canadi an
Women’ s HIV Study. She edits the UNAIDS blog, HIV This Wek,
and in her private life, sits on the board of Geneva’s
supervised injecting facility. Kate?

CATHERI NE HANKI NS, MD, MSC, FRCPC: | first want to
t hank the International AIDS Society. Should we get the first
slide up or I do it nmyself? Good.

Ckay. | first want to thank the International AlIDS
Soci ety and the Swiss Comm ssion for convening this inportant
satellite. There is no doubt that antiretroviral drugs play a
role in H'V prevention. For exanple, in preventing HIV
transm ssion from mther to children, and in post-exposure

prophyl axis. They are under study in a number of countries.
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Random zed controlled trials of oral and topical pre-exposure
prophyl axis are underway. However, how we speak about
treatment as prevention can have uni ntended consequences. The

Swi ss Comm ssi on nessage was interpreted to mean that condons

did not have to be used if the negative partner agreed. | want
to tal k about the rest of the world, and by that | mean not
everything outside Switzerl and. | want to tal k about; | have

defined it as |ow and m ddl e inconme countries where 94 percent
of all people living with HIV Iive today. So, | will |ook at
the applicability of the conditions that are laid out in the
statement, at the practical application of the statenent, and
at the public health inplications.

A study published in July by the Art Link Coll aboration
of Idea which is the international databases to eval uate Al DS,
of 17 antiretroviral therapy programs in 12 |ow and m ddl e
I ncome countries revealed that the majority of patients do not
have access to viral load testing. |In sub-Saharan Africa about
one fifth of patients have access, and in Asia only 8 percent
of patients have access to viral |oad testing.

What about the condition of absence of sexually
transmtted di sease? 80 percent of people living with HV in
sub- Saharan Africa have herpes sinmplex virus 2 infection. A
| arge trial is underway to see if treating and suppressing
her pes and reduce HIV shedding in the genital tract and reduce

HI 'V transm ssi on.

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.



XVIl International AIDS Conference 26
8/ 3/ 08

What about other chronic conditions? Malaria causes
nodest increases in blood plasma viral | oad. Does this
I ncrease genital viral |oad sheddi ng?

We still have much to | earn about host characteristics
such as i mmunogenetics and viral differences such as plate
[ m sspell ed?] differences. Fekefirema [m sspelled?] is higher
I n sub-Saharan Africans infected with plate C H'V [ m sspell ed?]
than in US people infected with plate B. Does this translate
into a higher viral |oad set point? Does this affect genital
tract viral | oads?

What about the easier transm ssion postul ated for plate
C, or the faster disease progression observed with plate D? Do
t hese affect the correlation, or disconnect between bl ood
plasma viral |oad and genital secretion viral |oad?

As far as the practical application of the Sw ss
statenment for the rest of the world where viral |oad testing is
not routinely avail able and when sexually transmtted
I nfections can be conmmon, the nost obvious one is for fertility
pl anni ng. For discordant couples, antiretroviral treatment to
achi eve undetectable viral |loads in the HV positive partner
can reduce the risk of sexual transm ssion of HIV during
conception. \Where the woman is HIV negative, there may be an
additional role for pre-exposure prophylaxis until pregnancy is
established at which time it becomes critically inmportant to

resume condom use.
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My third and final point is about the public health
I mplications of the Swiss statement. A nmodeling exercise that
Nancy’s just nentioned published in the Lancet | ast week
reported that the risk of HI'V transm ssion is not zero in
het er osexual partnerships and can be high among nmen who have
sex with men. If the message is msinterpreted to equate
treatment with prevention and risk conpensati on based on the
perception that risk is now mnimzed occurs, with declining
condom use there could be substantial increases in HV
I nci dent s.

I n conclusion, using treatment as prevention as has
been suggested by the Swi ss Federal Conm ssion has limted
applicability for the vast majority of people living with HIV
wor | dwi de. At the population level, this strategy can do nore
harm t han good. However, if treatnment is conmbined with correct
and consi stent condom use, there is potential for real synergy
as can be seen here in the figure that Nancy nentioned. Rather
t han stoppi ng condom use with treatnment, we need to be stepping
it up around the world along with exploring non-penetrative sex
for mutual pleasure. Thank you. [Appl ause]

RON KI DI SH: There has also been much community
response to the statement, and here to | ook at the consequences
of this statenment for the community we are going to invite
Ni kos Dedes who is the former Chair or the European Al DS

Treat ment Group and currently Chair of the EATG Policy WrKking
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Group. He is also Co-Chair of the European Union Civil Society
Forum on HIV and AIDS, Co-Chair of the EMEA Patients and
Consumers Working Party, and he has been involved in AlIDS
activismin Europe since 1997. Ni kos? [ Appl ause]

NI KOS DEDES: Thank you. | would like to thank the
organi zers for the invitation. | was asked to provide sonme
comments on the Swi ss presentation, both as a person living
with H'V, but also as a comunity activist involved in
nati onal, European, and international policy. As you know, the
Swi ss statenment created a controversy which was mrrored in the
di vi ded opinions of the community. The comunity still has not
resol ved and has not reached a consensus. And t herefore, what
| will be presenting are the current thinking, my persona
current thinking based on the reading that | did around
conmmunity based articles.

So, in my presentation, | will have three parts. First
about the inpact that the Swiss article and the debate around
the article can have on people who Iive with HIV, about policy
makers, and then there are some other statements that | will
make.

For me, a sinple translation of the existing data is
that there is logarithm c reduction of the risk of transm ssion
that parallels the logarithm c reduction of viral load. In
ot her words, all risks of transm ssion regardless of their

relative difference are reduced accordingly on treatment. The
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nmost i mportant | think impact for people living with HV is
that the realization that we will no | onger consider ourselves
to be alife long threat to others, and to our partners. \hen
| was di agnosed and had the relation, discordant relation, |

al ways had the fear that a condom m ght break, and that ny
partner would be infected. And if one interprets the data of
how | i kely this is when you are on a successful treatnment, then
you know that this is no |onger the case.

It is also inportant that the discussion around this
will help regain the right to uninhibited experience of
i nti mcy and sexual pleasure, for all couples. And yes, we can
have children. Wth the algorithm that were presented, it
becomes cl ear that even discordant couples with the help of
treat ment and pre-exposure prophylaxis throughout the world can
have children, and |I mean throughout the world because sperm
washi ng and assi sted reproduction is not wi dely avail abl e.

And finally, these nmessages if they are comuni cated
extensively, they can help reduce the stigm and di scrim nation
t owards people living with HV. They will not be the vectors
of disease or the index cases ready to transmt the virus.

So, it is our joint nmoral obligation to communicate in
a clear and understandabl e way what the data says to all. To
the people living with H V who do not perhaps recogni ze what
are all the consequences of these data. And of course to the

general public and to the policymakers.
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Coming to the policy and the public health, | think the
article has been criticized that actually it may be applicable
on an individual level, but it is not very useful for public
heal t h. | believe the contrary. | think that it helps tell us
where transm ssion takes place and where it does not. And this
clarity is necessary if we want to design interventions, and |
have noted there that it is clear that it is nost likely to
happen in circunversion [m sspelled?] where STls are present
and to people who are undi agnosed.

The ot her point that conmes very clear fromthe data is
t hat treatnment equals prevention. There is a mutually
dependent continuum of prevention, testing, treatment, care,
and [inaudible] legal protection. This has been identified; I
think it also cane quite clearly in Toronto. Treatnment can be
part of the prevention strategy, and it has to be utilized as
such.

It also contributes to the traditional prevention
because it will force us to cone up with nore subtle and nore
effective safe sex messages. It is no nmore a taboo to discuss
exi sting practices, unsafe sex practices between coupl es has
been the norm rather than the exception, and the fact that
doctors were not willing to listen did not help patients share
that. There is, it also refocuses the attention to the
responsibility for the protection of the undi agnosed people

who, so these will becone also a priority for H'V preventi on.
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And it refocuses on the inmportance of sexual health. STls are
treatabl e and preventable and they should be nonitored both for
people living with HI'V, but also for the high risk groups.

And here | have sone positive outcomes, as | believe
could come out froma generalized discussion on the Sw ss
article. It helps alleviate the burden of being HV positive.
It contributes to disclosure to friends and partners. It
contributes to safe sex negotiation. People on treatment and
their partners are notivated to increase adherence. It
hi ghlights the need to create affordabl e diagnostics for the
devel opi ng wor | d. People reluctant to initiate treatnment are
al so given another nmotivation to do so. It also helps maintain
a relationship of trust between HIV communi cators, both doctors
and community people, and their audi ence, by not being
deceptive or suppressing relevant information.

Apparently people are aware of this data and they
receive very conflicting message fromtheir doctors. And from
the community. No nmore |udicrous and terrorizing warnings
about superinfection towards positive couples on treatnent.
Better understanding for |egislators and prosecutors of the
Inability of the |law or prosecution to contribute to
prevention. |t also helps define the real intentional and
del i berate exposure for transm ssion versus fear of disclosure.

And it has highlighted the number of unanswered research
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gquestions and created an intense and present demand for the
answers.

It has a vital inportance in increasing awareness of
sero conversion synmptons to both doctors and nenbers of the
hi gh risk groups; because we know that it is very likely that
transm ssion is taking place there. No nore nightmares for
condom breaks for discordant couples. And increased intinmacy
and sexual pleasure will also contribute to nore fulfilling and
t hus, longer lasting couple |ife and make perhaps extramarit al
sex |l ess desirable. [ Applause]

So, in conclusion, | think that the Swi ss National AlIDS
Comm ttee, whether they fully realize it or not nade a call for
evidence based and data driven conmunications, policy, and
programs. Thank you. [ Appl ause]

RON KI DI SH: So, we have a panel of very diverse

expertise and opinions, and what we want to do now is have a

very rich discussion. What | think we could do is there are
two m crophones. |If we could maybe start, take three or four
gquestions. Conme up to one of either of the m crophones.

Pl ease i ntroduce yourself and the organization you are from
and if we could urge people to please keep their questions
brief and maybe start off letting us know whether you are
asking a question or making a statement. And if you are asking
a question, we can check with that in a mnute, and if you are

asking a question, please |let us know who you would like to
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direct the question toward or if it is a general question for
all panelists. And we are asked to see if there is a way of

getting more light in the room Fromup on the podiumit is

hard to see the audi ence.

The AV people will check on that. But first—

GEORGE MARCUS: Okay, my name is George Marcus
[ M sspel | ed?]. | am from Ger many. I am wor ki ng at the Robert
Koch Institute [m sspelled?] in Berlin. And this is nore a
general statenent, not a specific question. | n Ger many we made
t he experience after the publication of the Swi ss statenent
that there is sonme, well; some expectation fromthe comunity
t hat we adopt a simlar statement in Germany and what we see is
that the pressure to adopt a simlar statement comes nostly
fromthe MSM community. Not from heterosexual people who are
infected with HIV.

So, what do people understand if they hear the nessage
fromthe Swi ss statenent, whose first desire is not to get a
child in a sero-discordant relationship? Wo0 are not
nonoganmous. And who come froma community, HIV positive, MSM
have in recent years experienced in Europe and in North
America, well, a rise of co-epidem cs of other sexually
transmtted infections. W have STl incidences in H'V positive
MSM of bacterial STls in the range of 30 to 50 percent per
year. That is very high incidences of STlI, of bacterial STI

co-infections. So, what, again what, how do peopl e understand
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this nmessage and how will, and how do they want to act on these
messages? |If you |look at HIV sero-di scordant couples in MSM
then we can see from studies we did that the H V positive
partner in such a sero-di scordant couple has higher STI
i nci dence than the HIV negative partner in such a sero-
di scordant couple. Which is related to another strategy that
has evolved in recent years in H 'V positive, mainly in HV
positive MSM which is sero-sorting. So, not taking condons if
they think their partner has the sanme sero status.

RON KI DI SH: Okay.

GEORGE MARCUS: Which is a strategy—

RON KIDISH: If I could, you have a |ot of issues for
t he panel to |look at so let us stop there. There is another
questi on.

Do we have other questions fromthe audi ence?

RON BARREM My name is Ron Barrem from the United
States from Col umbia University. | think there is a little
confusion on the panel actually, because the statenment by Nancy
Padi an and the statenment that | thought | understood as com ng
fromthe Swi ss statenent were conpletely different. M
under st andi ng was that the Swi ss statement did not say that
coupl es should continue to use condons and be on therapy, but
rat her that the option was avail able where a discussion had
t aken place about whether to use condons or not. That is a

very, very different statement. | think we have to clear about
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what the Swi ss statenment was saying. The other thing about
potential risks with viral blips, et cetera, there is no such
thing as risk free existence. And the question is if there is
the potential for a viral blip and if there is the potenti al
for a viral blip in conjunction with an STlI, | am not tal king
about Africa now. Then the question is how often will these
occur and on a popul ation basis, what risk is created? That it
seens to ne is the question. Not whether there is zero risk.
Pregnanci es are not zero risk. Having penicillin is not zero
risk. So, |I think the idea of trying to place the |evel of
risk in the context of what in research we described as
negligible risks, is precisely the way to go.

RON KI DI SH: Thank you. And one | ast question?

MANUEL BADI GAY: Manuel Badigay [m sspelled?],
Swi tzerl and. Actually as a disclosure, | was in a subclinical
comm ssion also regarding these guidelines. Just a very short
statement and then a question. First | would |like to say that
t hese guidelines are really an excellent instrument for
physicians to have really very good thought about this
si tuati on.

So, ny question to all non-Sw ss panelists is, is there
a novenent now to do guidelines, at |least | say now for the
Western world, as there are treatment guidelines for devel opi ng
countries and devel oped countries, they may differ, but to have

a conprehensive guideline which take into account sone very
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good thoughts of this excellent synmposium | congratul ate the
organi zers. Because | think the time is right. | see that
there is not a real great contradiction what is said. There
are very good caveats we discuss with patients and neverthel ess
| think it would be very useful not to just say the guidelines
are not optimal or this and that, but that we go on a way even
If data is |acking as we did before in all fields of medicine
where evidence is not conplete, to have conprehensi ve worl dwi de
guidelines. | think the time would be right. [Applause]

RON KI DI SH: Thank you. So, we have a nunber of key
questions for the panel. The first was the exanple from
Germany where there was pressure within Germany not to nake a
statement fromin this case the MSM community for anong ot her
reasons, fear of STl epidem c or other co-infections. There
was a question of how the message has been received in
Switzerland in terms of the statenment. \What has been the
response? There is a question about the novenent in other
countries fromour | ast questioner here. WII this have an
i mpact in other countries to follow suit or continue further
study? And then a question specific to the Swi ss statenent,
what did it say about condons, relative to transm ssion, and
gquestions about viral blips and risk levels. So, let us start
fromthis end of the panel and see who else wants to respond to

t hese many questi ons.
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NI KOS DEDES: Thank you. | take the liberty to start.
One thing that | would Iike to make sure that these shoul d not
be questions and answers. It is not that we have the answers.

| think there is a big group of experts in the roomand | would
just enjoy if we could discuss these issues. So, for the
German experience, | do not really know what the problemis,

but one thing | can tell you fromthe experience in Switzerland
after the statenment, | think we have never talked so nmuch about
STDs after this statement. So, | think what the statenent
really made is to stress the inportance of STDs. And it is ny
bi g hope that patients and partners would actually understand

t he i nportance and inplenent that and take this into their
daily life. So, there are many other collateral affects that
we have not expected, actually. But, so | would not be too
much concer ned. | mean, | have many ot her issues, but | have

t al ked.

NANCY PADI AN, PH. D. : Yeah, | would just Iike to make a
comment about the communi cations issue here. There is no doubt
t hat physicians worl dwi de who are dealing with patients who
have undetectable viral |oads and no STDs and are in commtted
nmonogamous rel ati onshi ps need to be equi pped to counsel them
bot h about conception risks and about HIV transm ssion ri sks.
But when one holds a press conference, we live in a very gl obal
worl d. That message goes out worldw de. Now | have heard a

| ot of anecdotes about the effects of the statenment. I wi l
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just mention two. One from Geneva where the organization

wor king with sex workers in Geneva said they were having
troubl e explaining on the ground the meani ng of the statenment.
That sex workers who were HIV positive and on treatnent
interpreted it to nmean that they did not have to use condons
and therefore could make nore noney. The other was fromthe
head of a national AIDS conm ssion who said, | asked what

happened in your country. How did you deal with the statement?

And he said we suppressed it. We did not, journalists
contacted us and we said we have no comment. This has no
rel evance for our population. So, | think we have to be very

careful to be very sure about what we are saying and to whom it
applies, because there are many negative, unintended, but
negati ve consequences. [ Appl ause]

MYRON COHEN, MD: Well, | would just add a few points.
One point is that of course the Takra Bority study that was
shown by several different speakers was focused on heterosexual
vagi nal intercourse. So, the probability nunber that was
ascri bed does not relate to receptive anal intercourse.
Receptive anal intercourse is nmuch nore efficient. The
di scussi on of whether ART has the power to suppress receptive

anal intercourse, we do not understand that transm ssion very

well, it is just worth keeping in m nd based on our German
col | eague’ s statenent. | ama little concerned, Kate Hankins
I ndi cated one of her big concerns, | amgoing to criticize
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anot her panelist, take that |liberty, one of her big concerns
was a technical concern, and that is having the ability in a
country outside the devel oped countries, or |ess research
constrained countries of measuring mnimal viral |oad for
exanpl e. | think that is a technical problem but there is a
| ot of work going on and a |lot of, within a couple of years, |
suspect there will be tests that are cheaper and nore w dely

avail abl e.

So, | think that it would not be a reason not to pursue
this line of reasoning, that technical limtation. | think
t hat would be a soluble problem Third, | ama little
concerned. | am nuch more confident that the popul ation |evel
benefits, again | amgoing to argue with Kate a little, | think

t he popul ati on | evel benefits of nore testing, people know ng
their status, using nore antivirals, that we will see reduced
preval ence. And | know Julio plans on doing a study in British
Columbia that | really think is worth just mentioni ng because
your hypothesis is population |evel hypothesis, not a per
coupl e hypothesis, and | am going to turn the m crophone over
to you and force you to nention what you are interested in, in
a second. And lastly in terms of the US guidelines. The US
gui delines or policy statements would conme fromthe US Center
for Di sease Control and Prevention. They are having a panel
meeting in October. | do not know the full scope of what will

be di scussed, but it certainly is related to the benefits of
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ART as they relate to prevention, but | do not know that they
will get into this issue. So, we will see, but they are having
a neeting. Julio?

JULI O MONTANER, MD, FRCPC, FCCP: He does not think
much to force me to talk about this issue, so | will gladly
accept. A few years ago we were struggling with sone of these
same issues. And we took the position that while we are not
100 percent confident at the individual |evel, how well this
wor ks, and you can tell the real controversy around it, it is a
| ot easier to understand that at a popul ational level if we
| ower the population viral load through the use of
antiretroviral therapy, we could act as an added secondary
| ayer of protection and therefore see decreases in HV
transm ssi on.

| do not want to take too long to explain where that
cones from but at the end of the day, we use popul ati onal data
to nmodel these and the data is quite conpelling in the sense
t hat we expect the direction of the effect of w der coverage of
antiretroviral therapy in the population to be associated with
decrease in transm ssion. And there is a unique w ndow of
opportunity to do this because with the newer guidelines that
greatly expand the nunber of people who neet a nmedication
I ndi cation for antiretroviral therapy, and with a greater
wi |l lingness of our bureaucrats and the politicians to really

drive an effort to expand antiretroviral therapy, we think we
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are in a position to nake a denonstration project out of this.
| must confess that on a private |level, when we have
been abl e or asked to counsel individuals specifically on
| ssues of procreation or for a variety of particular reasons,
even before the Swi ss guidelines were out, we had taken a
simlar position. That there may be a risk. The risk would be
relatively small and probably acceptable within the risk that
you as an individual have denpbnstrated confort since you are
al ready engaged in a serious discordant couple whereas you
poi nted out earlier, condoms do break and accidents do occur
and so on and so forth. So, | think that with | have
conpletely clean on this issue.

BERNARD HI RSCHEL, MD: | have just one thought to add
to the German col |l eague’ s statenment about very elevated |evels
of STIs in German gays. Well that must nmean that they are not
usi ng condons, does it not? And that is a problem Because |
have heard it said that doing the same thing twi ce and
expecting a different result is the essence of what is stupid.
And if the result of 20 years of condom pronobtion in Germany is
t hat we have a very high incidence of sexually transmtted
I nfections, then maybe it is time to | ook for other neans of
prevention. | would add that the same is true of sone studies
from Africa where infection rates in prograns with condom
pronoti on are shockingly high. And suggests that condonms have

not been used in spite of the pronotion. [Applause]
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RON KI DI SH: Just because he was not introduced, he is
al so going to be summrizing this session, who just spoke was
Dr. Bernard Hirschel, who is a self described dinosaur of the
HI V/ Al DS wor | d. He is currently the Director of the HI V/AIDs
unit at Geneva University Hospital in Geneva, Switzerland. |
am sorry. Ni kos?

NI KOS DEDES: Well, what | wanted to say both about the
statement fromthe German col |l eague and fromthe Swi ss
physician is that indeed this highlights the need to agree on
how we communi cate what the data show. And we have to agree on

specific counseling guidelines for doctors or other

conmuni cators towards HIV positive people. | wanted to make a

coment about some of the caveats that | see in many slides and
are mentioned many tines. | wonder way Bernard does not trust

t hem

For exanple, these so called blips. Blips in therapy
means that you have a detectable viral [oad of 80, or 150, or
200, but you cannot call a blip something which is 2,000. And
for all the data that has been published there is no
transm ttal which has occurred when viral load is |ess than
1,500. Therefore, it is very probable that these blips are
conpletely irrelevant for the increased risk of transm ssion.
The other point | wanted to make is about the acceptable risk.
It was nmentioned by Ron Behr [m sspelled?] that we live in a

life where we have to accept ri sk. | would like to rem nd the
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audi ence that young people today if they are heterosexual, they
pay no attention to condoms, and even if they engage in gay
practices, they also do not pay any attention to the use of
condonms, one of the reasons being that HIV is no | onger
perceived as a term nal disease.

So, the perception of risk even if one gets infected,
has decreased very nmuch. But what we are discussing here is
not this type of behavior, but we are discussing whether it is
an acceptable risk to have unprotected sex with someone who is
on treatment which is actually a |ower risk than having sex
with a condom with someone of unknown status or who is H'V
positive. And for the prevention nmessages and for the
prevention interventions, it is vital that we understand that
t he people who do not know their HIV status are actually
contributing to HIV infection much nore than people who have
di agnosed their HIV status. [ Appl ause]

CATHERI NE HANKI NS, MD, MSC, FRCPC: Quickly, just
because my name was brought up | feel like |I have to say
sonething. But it really just gets back to the issue about
conmmuni cation. Honestly Ron, | do not understand what you
t hought that |, that was a m sunderstanding. But it is, just
to reinforce what everyone is saying, this is a tool that could
be, insofar as | understand it, and | do not want speak for you
guys, but this is a tool for people who are counseling to use

to counsel people about potential risk and that is in fact
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again, it is up to the negative partner, whether jointly or
I ndi vi dual ly, whether they want to use condoms, know ng that.
And | just think, and if | screwed that up in nmy presentation,
then | apol ogi ze.

RON KI DI SH: Get nmore comments and questions fromthe
audi ence. Pl ease stand up behind the m crophones. Okay.

ORLANDO HUDEL: My nane is Ol ando Hudel [m sspell ed?]
and | run an organization that is called H'V Africa. | do work
in Africa. It is interesting to see that the entire panel is
white. What | would |like to beg you and plead with you is when
you speak al ways make cl ear which popul ation you are speaking
about. I n Canmeroon where | work, two thirds of positive people
are femal e, and the popul ation, | have never ever seen a couple
where one person is positive and the other person is negative.
The infection occurs immediately in couples. And |I want
soneone here on the panel to answer the question, have you ever
cal cul ated a percentage of people that you are actually talking
about? We have 42 mllion people that are HI V/ AIDS positive.
You are tal king about 2.5 mllion on treatment, and from those
2.5 mllion, actually it is only a very small part that are the
ones that have no STDs, no other infections, that are
nonoganmous, and | can go on and on. So, you are speaking of a
popul ati on of what? 0.001 percent? [ Appl ause]

NI KOS DEDES: Just to nmake a brief comment here. |

think you are perfectly right and | would |like to repeat what
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we said in our media letter. Good news for a few individuals.
And | think I could not agree nmore with what we said.

RON KI DI SH: Okay. We will take you sir.

GREG BROWN: | am Greg Brown [m sspelled?] fromthe
Australian Federation of AIDS Organizati on. | also work in a
school of public health. And my main question is that, is

realistically what we are | ooking for is being able to open up
t he kind of discussions that we would |ike to have bet ween,
within community, with doctors and so forth, so that it is
actually clear, it is honest, and it is up front, and we can
actually start talking realistically about risk and things that
have been happening for sone tinme now.

My concern is that we know the data, in Australia a | ot
of the concern and the reluctance and so forth around the
statement, one of the major issues has been the studies have
been predom nantly within heterosexual context, and have not
engaged, it is not a |ot of data apparently around risks of
anal intercourse. What | would |like to know, and | am happy
with anyone else is what are we then doing about that? Because
it concerns me often that we tend to sometimes go down the path
that if we do not know the answer, therefore we cannot go
t here. O if there is not the evidence, that nmeans we do not
go there. MVhat | would like to be knowing is if this is
al ready happening, which we know it is, in couples in

rel ati onshi ps, what do we know about how this translates within
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anal sex. And if we do not have all the answers, how are we
going to get thent

EDW N BERNARD: Edwi n Bernard [m sspelled?] fromthe
UK. | would |like to ask about the other part of the statenment
whi ch was driven by the draconian HIV exposure | aws, both
public health and crimnal laws in Switzerland. And |I wonder
whet her there m ght actually be unintended negative
consequences by your suggesting that the positive partner needs
to disclose to the negative partner and the negative partner
needs to make the decision about whether condoms are used
during unprotected sex. Because HIV exposure |aws are actually
di scl osure laws. They are HIV exposure |aws that happen in
jurisdictions all around the would, particularly many states in
the US and all over Canada. They actually force disclosure
when an HIV positive person has unprotected sex. And people
have been prosecuted and are in prison for this one incidence
of unprotected sex wi thout any transm ssion, just exposure.

So, no actual harm And | wonder whet her your
statement actually reinforces sone of these HIV exposure | aws
by recommendi ng that the HIV positive person discloses that
they are on treatnment, discloses they have an undetectable
viral load. It nmeans that the HIV negative person has to nake
the choice. Because good public health education suggests that
the responsibility is equal. It lies with both the HV

positive and the HIV negative person. [Appl ause]
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Thank you.
RON KIDISH: | am going to ask our nmoderators to please
t ake notes, | mean our panelists to take notes of issues or

questions you want to respond to and take a couple of nore
statements or coments fromthe audi ence.

HUNTER GUI SE: Yes. My name Hunter Guise
[ M sspelled?], and I am from HV Demar k, and we have in fact,
okay. M name is Hunter Guise and | am from HV Denmark. And
we have in fact one of the countries in the world which has
exposure conversation in relation with HV. And nmy question is
very simlar to the question before, but nore specific.
Because you have tal ked about condom use and ki nd of put up a
measurenment for that and al so for people that are on treatnent,
and | would like to just have a clear answer, would you
consi der condom breakage as the same being on treatnent?
Because in Denmark if you have a condom breakage, the law in
Denmar k does not apply any nore. So, would you say that
treatment would do the same in our case of our |aw? Thank you.

RON KI DI SH:  Okay.

MALE SPEAKER: Coul d you repeat the question? It was
not quite—

MALE SPEAKER: Condom breakage?

RON KI DI SH: Are you saying that condom breakage is

crimnalized? Was that what you were trying to say?
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HUNTER GUI SE: No. No, with condom breakage, it is,
when, then the | aw does not apply any nore in Denmark. \When
you can prove that you have condom breakage. So, if you, then
the | aw does not apply any nore, and the exposure | aw. But
what | am saying is that the equival ent of condom breakage, is
that the same risk as being on treatnment? Does that clarify,
or?

RON KI DI SH: Essentially, he is saying if you use a
condom but it breaks, you are not liable, and so what is the
relative of this statenment to others. From a | egal
perspective.

RON KIDISH: Sir? Have you spoken already? Okay. Go
ahead. Well— I would |like to give the chance to fol ks who have
not asked a question yet if you do not m nd. Pl ease at the
back?

NI CK RASMUSSEN: | am afraid this will just take a
little bit longer. It is not really a question. It is a
statement because | suppose that you also wanted to hear about
t he organi zations of PLHIVs. Not only the statement of Nikos
Dedes, | think what you will experience nowis |life comment to
only Marcus’ [m sspell ed?] statenment, as well as support for at
| east the |last statenment in Nikos’ very fine presentation. It
Is called the Mexico Manifesto which has been a paper running
around for the |l ast several weeks under nondisclosure until

today. The Mexico Manifesto is a call for action by people who
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live with H'V and AIDS. It has until now been subscri bed by a
consi derabl e number of organizations, PLHIV organizations in
Europe, as well as some individuals in the US. And | do not
know whet her nmy Brazilian friends are here and therefore
decided to sign as well.

RON KI DI SH: Sir, could you tell us what the Manifesto
says?

NI CK RASMUSSEN: What is the benefit of it? It is
meant to support the ECOF [m sspelled?] statenment. This
statement by the Swi ss Conm ssion. We PLHI Vs really clearly
wel come this statement and we al so draw some concl usions in the
sense of requests that we wish to address to all actors and key
pl ayers in the field of HV as well as to the media, and
finally this could help inmprove some stigmatization and
di scrimnation and crim nalization defects that we are stil
suffering from | did not want to tell it, but I amthe menber
of LIFE, the Swi ss National Organization, a member of the
Board.

My name is Nick Rasnussen [m sspelled?], and | would
li ke Mchelle Meyer [m sspelled?] who is the initial author of
this Manifesto just to give you the six key sentences of this
Mani f est o. She is actually the President of LIFE, and | did
not want to tell it, she is also nmy partner, and here are our
two young girls. W are one of these sero-discordant

partnerships or different what we |ike to say, who really

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.



XVIl International AIDS Conference 50
8/ 3/ 08

engage for this statenent. So, if | could give the word to
M chel l e, now.

RON KI DI SH: Sir, if we could, before going into that,
I think you have physical copies of the Manifesto and perhaps
give us the electronic link. There are many other issues to
di scuss and | think we want to congratul ate you for your
action, but continue with our discussion around a variety of
i ssues, if that is okay.

Ckay, could we have one nore coment fromthe—

ELI ZABETH CUZANNI: Yes. MW nane is Elizabeth Cuzann
[ m sspelled?]. | think that we, to get back to this issue of
risk. Everyone takes risks. W decide what risks we take in
the light of the best available information that we have.
Strategic positioning, that was not something that came from
public health professionals. It was something that came from a
community that was trying to mnimze its risk and maxim ze its
pl easure in sexual relations as best they could in front of the
data they had. And the same thing with sero-sorting.

Now, sero-sorting actually is working quite well for
people who are HIV positive bare backing among people who are
both positive. It is not working so well for people who are
HI V negative. Why? Because if you are on gaydar or gay.com
three times a week or four times a week |ooking to bare back
with another HIV negative partner, you are quite likely to find

a partner who is undiagnosed, newly infected, very highly
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i nfectious, and therefore you put yourself at great risk. So,
in fact this statenment is of enornous use to people who do make
sophi sticated deci sions about the risks that they take every
day of their lives, and this just gives them an extra piece of

I nformation, which is oh, gosh, if |I am going to bare back,
maybe | should do it with someone positive on treatment, rather
t han someone who says they are negative. [Appl ause]

RON KIDISH: | wanted to just, before we take nore
comments fromthe floor, ask our panel to make any responses to
sonme of the many issues that were brought up. Hopefully you
were taking notes. Some of the key issues were around
crimnalization and | egalization issues, what were some of the
out comes about anal sex, how was this taken into context? And
who was targeted by the statenment was the first comment that we
had fromthe fl oor. So, all of the other issues that were
brought up, does anyone want to make some coments?

Kat e?

CATHERI NE HANKI NS, MD, MSC, FRCPC: Yeah, just two
conmments. One is that | agree with Nikos that if this puts the
spotlight on undi agnosed peopl e and encourages know edge of HIV
status then this is a positive consequence of all of this. And
| would just like to clarify for the woman that is working in
Canmeroon, | actually have in front of me data from DHS from
five countries including Canmeroon, and basically two thirds of

I nfected coupl es are di scordant couples, two thirds of them
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In 30 to 40 percent of themit is the woman that is the HIV
positive person.

So, | think there is an assunption anong people that if
one person is positive then the other one nust be as well. And
we need to be really encouraging sero-discord, well non-

di agnosed couples to come forward and be tested and if they are
sero-discordant, there are things that we offer and part of it
is treatment. Part of it m ght be male circuncision.

Certainly prevention of nmother to child transm ssion. It
creates the possibility for prevention and for treatnent.

RON KI DI SH: Anyone el se? Does anyone have any
conments about the crimnalization issue that was brought up?

NI KOS DEDES: Maybe a short conment about the
crimnalization issue. | think the ECOF statement was not
addressi ng coupl es that do not disclose HV information. So, |
could not see how the statement could address those coupl es.
The | egal issue that we have in Switzerland is that you are
| i able even if you disclose your information to your partner
and if you have sex with your partner w thout condom vyou are
actually liable of trying to transmt an infectious disease.
And we wanted to stop at |east that point. So, | could not see

t he ot her problem

One thing, | amvery happy with the information that
Kat e Hankins just corrected from Africa. | was very surprised
to hear those figures. And one thing that |I also would like to
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correct which you said, we did actually not make, need a
conference. That was not our aim We never did that. W
actually wanted to respond to m nor conferences that have taken
pl ace already. And that is one thing that you also nentioned.
The physicians, you think it is okay, physicians talk to their
patients. Our point was that we do not know what they talk to

them and what we have realized now, they have not tal ked about

STDs and adherence as we do it now. So, | think the statenment
stresses these inportant parts that will also answer the
concerns that M ke had with resistance. | do not see a single

pati ent who devel ops resistance if he is six nonths suppressed
and remains with perfect adherence. That just does not exist.
RON KI DI SH: Other coments from the panel? Okay, from
the floor? Yes, sir?
MALE SPEAKER: Okay, so | would really welcome it if we
could use the first statenment on reduced infectiousness under
antiretroviral therapy if we adopt it to populations |Iike MSM

If we can use it to refocus the attention on the problem of the

STl co-epidem cs that have evolved in these populations. |If
t hat woul d be the outcone, | would welcome that very nuch. So,
far, |I think, the health care systens in countries with MSM

epi dem cs have been very inefficient to address the STI
problems in the MSM comunities. So, in HV positive men who
get antiretroviral therapy, so who should see a health care

provi der at |east four tinmes per year, in Germany they have
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just a slightly m nor STl incidence than HIV positive people
who do not see a health care provider. So, much about the
efficiency of the health care systens to address the STI
epidem cs in MSM conmuniti es.

RON KI DI SH: Thank you. Sir?

ADRI AN COMACHO: Hi, my name is Adrian Comacho
[ M sspel | ed?]. | am an ADID fellow here in Mexico. Just a
brief question. How is the Swiss government planning on doing
an evaluation on the outcome of this statement, positive or
negative, and should we be waiting for another statenment?

RON KI DI SH: Okay. Go ahead, sir.

JIM PICKETT: Thank you for a great panel. M name is
JimPickett. | amthe Chair of the International Rectal
M crobi ci de Advocates. And | have not heard a | ot of
di scussi on about new prevention technol ogi es, vagi nal
m crobicides, rectal m crobicides, prep, and I am wonderi ng how
this I think fabul ous statenment and very inportant statenment
m ght be a way to help us push forward in the need for nore
technol ogies to protect ourselves that go beyond condons and
speak to things |like pleasure and enjoynment of sex and that
could be for anybody but perhaps the gentlemen who spoke on
behal f of the community.

RON KI DI SH: Any other comments fromthe fl oor?

Pl ease?
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M CHELLE MEYER: My nane is Mchelle Meyer from
Switzerland. | just wanted to say about communication, | think
it is time to accept a maturity of individuals and society so |
am wondering why we are asking what should be communi cated and
what not. And then | want just to say that the Manifesto you
can find on bbbl hive.gh [m sspelled?]. So, you can see who has
signed the manifest.

RON KI DI SH: Just to, to repeat that would be

www. | hive.org, was it? .ch excuse me. Dot-c-h.

Cl PRI MARTINEZ: Cipri Martinez [m sspelled?] from
Australi a. | just wanted to firstly say thank you to
Swit zerl and. [ Appl ause]

| applaud you, | applaud you, | applaud you. You are
magni fi cent, courageous, and |I will stand by you 100 percent
all the way. | would also like to ask some clarifying
questions as well. Could you please clarify us how this
statenment, the inplications that this statement has for male to
mal e sex, because a | ot of the studies were around heterosexual
sex. And also in the direction of how do we get research on
clarifying these questions. So, there are the two things I
woul d Ii ke the panel to maybe make sonme comments on.

RON KI DI SH: Good. One nore question.

DAVI D GELDEN: Hi, | am David Gel den [m sspelled?] from
New York City. Actually my question is a follow up to his

question. It is also a clarifying question. There has been a
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| ot of discussion about the role of STDs and whet her that
obvi ates the protective effect of treatment. Do we really know
that, that people who are suppressed due to treatment then
become unsuppressed, at |least in your genital fluids, if they
have an STD? Have there been studies, or have I m ssed them
somehow t hat detail that?

NI KOS DEDES: Maybe there are so many questions | would
li ke to start with the |ast one. That is the one | could
remenber. | would |ike to make this very clear. W did not
say that an STD under conplete suppressed treatnment actually
I ncreases the risk of transm ssion. This is sonmething we do
not know. There is only one study | know from Birm ngham UK
where they | ooked at urethritis and they found two out of 20
patients under ART had a slightly increased viral load in senmen
during the urethritis episode. And otherwi se it was al ways
suppressed. But we did not say those individuals are nore
Infectious. We said if we are uncertain, if there is a
confidence interval, if we are close to the place where we
woul d not be so confident, we would decide that those would be
t he individuals where we would be nmore careful. So, we did not
say it is nore infectious, but we just made it our concerns. |
think that is an inmportant difference.

RON KI DI SH: There is a question about eval uati on.

Woul d you | ook at, speak to that?
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NI KOS DEDES: Yeah, one thing, we are not the Swi ss
governnment. We may make suggestions to the Swi ss governnent.
We as a conm ssion are not in a status that we devel op
eval uations, but | have realized that not only in Switzerl and
but also in other countries now this statement has stinmulated a
| ot of research questions and people are starting to address
t hem But | think we are not the right group to address that.

RON KI DI SH: Ot her comments from the panel ?

MYRON COHEN, MD: There was a question about the
broader use of antivirals as preventive agents. And | think
that is probably one of the nmost prolific and inportant topics
going on right now. The neeting next door is about antiviral
for pre-exposure prophylaxis. There is at |east ten different
topical mcrobicide trials that are involving different single
or conbination antiviral agents.

So, this whole idea of antiviral therapy for
prevention, we are focusing now on the infected person, but the
package i s post exposure prophylaxis, pre-exposure prophyl axis,
and it is a field that has not realized its potential, because
there is so much, | do not want to call it commtment, there
was so much belief that we would make a vaccine that was going
to solve this problemthat perhaps the energy that is now being
realized in the ART field is kind of surging. And because we
can nmodi fy drugs, and because sone of the newer drugs have very

unusual and positive properties for prevention, it seens
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i nevitable to me that the topic that one of the gentl emen
asked, it is going to get broader and broader, and broader. I
think it is also inevitable that we are going to see success,
and those successes are going to have to be neasured and becone
part of public health policy, so I think that was a very good
gquesti on.

RON KI DI SH: Dr. Cohen, someone asked about hompsexual
transm ssion, and the study that you are doing, would that
I ncl ude-?

MALE SPEAKER: Let nme clarify something. | think it is
i ncredi bly wrong to | ook at anal intercourse as limted to
MSMs. Every single, this is wong. This is about a sex act
that is common anong heterosexuals as well. | think a recent
study came out from Africa. Kate m ght know the exact number.
| think it was something like 12 to 14 percent of South African
mat ure coupl es were actually engaging in heterosexual anal
I ntercourse, so it is about the act, not about the selection of
partner. And so that is nmy nunber one overriding concern.
That we not just focus on MSMs. Now, recogni zing though that
obviously, recognizing all the obvious, that this is a behavior
that is not well studied. It is a difficult behavior to study.
We do not understand the transm ssion events, the probabilities
t hat occur in that, and we do not understand a | ot about ART in
that setting. So, this is going to require nore research. |

woul d be wrong to say nore than that.
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RON KI DI SH: Okay. Anyone el se?

Pl ETRO VERNAZZA, MND: | want to say hi to ny fellow
treatment activist fromthe prevention field. Indeed the EATG
and the comunity of course, we support very nuch the use of
new preventive technol ogies and they will play, perhaps they
will be the only solution for the next years. That was one of
my statements fromthe public health inpact of the guidelines.
Actually prevention is treatnent in the sense that within the
conprehensi ve package that, with the ways that treatnment can be
used as Myron nentioned. | also wanted to say sonething about
what George Marcus has said about indeed this statement and
what it says in there should be used. W should turn this
I nformation into positive outcomes, and STIs are not regularly
screened in HIV units, which is given the data, is crimnal. I
said that these are preventable and treatable. So, screening
shoul d be one of the priorities for, strategies for people who
are followed in clinics. [Applause]

MYRON COHEN, MD: | probably, for the sake of full kind
of discussion, | have to add somet hi ng. And this is
conplicated. And there is one additional paper that you did
not cite by Nago, N-A-G O, who is of the ANRS. One problem we
have is that HSV2 is very ubiquitous. It is a lifelong
di sease. |t has been very popular in the H'V STD overlap field
because the sheddi ng of HSV occurs quite silently and sone of

the investigators believe that HSV2 sheddi ng whil e subclinical
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drives HI'V shedding as well. What Nago showed in his paper
was, this was very recent, that even people on ART unl ess they
al so received acyclovir had an increased sheddi ng.

Now, whet her that sheddi ng, now these were femal es,
women. \Whet her that amount of virus is enough to cause a
transm ssion of that is totally unknown. There would be no way
to get into that. And | want to separate those two issues.

But it is also true that a substantial nunber of people around
the world al so have HSV2 infections which are chronic,
asymptomatic, of very little clinical consequence to the
average person, but it really has to weigh into the whole

di scussi on. So, when you tal k about screening, it would be
very difficult to deal with HSV2 in all candor.

PI ETRO VERNAZZA, MD: Yes, but, so in answer to that,
there was also this question of what kind of research do we
need. And indeed the presence of STls does not necessarily
result in increased risk of HV transm ssion. And the other
very inmportant research question is is there a threshold under
whi ch transm ssion does not occur? Whether we need enough of
an inoculumin order to have transm ssion, therefore, even this
sheddi ng that you are describing probably would be irrel evant.

RON KI DI SH: Okay. But |let us take maybe three nore
comments, and then we are going to have a sunmmation of the

session. So, please, go ahead.
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NI CK PARTRI DGE: Ni ck Partridge from Terrence Hi ggins

Trust [m sspelled?] in the UK. | do want a clarification if |
may. | recognize that the statement is good news for a few
people. Can | just be clear that those, anyone who enjoys anal

sex are not part of those few people that have good news in
this statement? Because that was the suggestion | was getting
fromyou, Mke. That actually irrespective of sexuality, what
this risk statement says excludes people who enjoy anal sex.

MYRON COHEN, MD: That is not a true statenent.

RON KI DI SH: Well, because the question about anal sex
I's being sort of dodged. It has been asked four tinmes now.

So, can we be clear about how the statement goes for sero-
di scordant coupl es who enjoy anal sex? Just to help me
understand it.

Pl ETRO VERNAZZA, MD: | would just like to make very
clear that we did not discern anal sex, vagi nal sex, whatever
sex. The reason why is that the mpst inportant source of our
confidence was the fact that after ten years of ART we do not
see these cases regardless of the nmode of sexual contact. So,
all the other biological argunents help to explain it, but the
evidence is the sanme situation as with household context as |
expl ained in 1986.

RON KI DI SH: Okay, thank you. Does that clarify?

Yes, please go ahead.
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PI ETRO VERNAZZA, NMD: Well, | think one way perhaps to
understand this is if you start with the risk of nother to
child transm ssion which is from20 to 40 percent, the
I ntroduction of one pill or two pill combination actually makes
transm ssion very, very unlikely. When you conpare that to
sexual risk of transm ssion, which is much | ower than the, and
I am tal king now about anal risk, which is much higher than
vagi nal, but still, it does not begin to conpare with nother to
child transm ssion. |If you then have the sanme inpact of the
antiretrovirals, it goes to say that the risk is infinitesimal.
So, what the Swi ss have been describing is that it is
irrelevant, and that is why in my presentation | said that the
reduction of risk is logarithmc and parallels the logarithmc
reduction of viral | oad.

RON KI DI SH: Thank you. Okay. Two nore conments.
Yes?

ARl FRI TELU: Yes, thank you. | am Ari Fritelu
[ M sspelled?] from [inaudible] in France. And | share your
concern, Kate on provisional [inaudible] and viral |oad test
access is, the variability of viral |load tests is very weak.
But it remains for nme that we need to i nprove access to viral
| oad and that is it. | have a very nalive question, and pl ease
be indigent with me if you think it is a stupid question, but
how come it was possible |last year to pronote circuncision in

many hi gh preval ence countries even if the efficiency of
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circuncision is lower if |I remember well, is just 60 percent
fromwoman to man, it is lower than the efficiency of
prevention of HIV transm ssion with treatnent. So, | do not
under st and why UNAIDS and WHO are so shy now conpared to what
you did |last year on circuncision. Thank you. [Appl ause]

RON KI DI SH: Next comrent. Yes?

FEMALE SPEAKER: | think that |istening and tal king
about this statement makes me realize how nmuch this statenment
I's about privilege and the privilege in access to medical care
and doctors and regular treatment and intervention. And |
think that it conmes with a responsibility and acknow edgenent
that there is always a trickle down effect. And having worked
as a provider in both the States and in what is considered the
gl obal south, | do not see that in a couple of years that there
is going to be a change and there is going to be a |ot nore
viral load testing, and there is going to be the possibility of
access to nedical care in a way that makes this statement
relevant to a | ot of places. So, or, | guess what | am asking
I's what are the next steps and what is happening to make this
statenment true for everyone who is infected with H 'V and how is
t hat becom ng a global statenment and in a real and practical
way ?

RON KI DI SH: Thank you.

FEMALE SPEAKER: Do we have time for another coment?

RON KI DI SH: Yes, please go.
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SUSANNE ATI: M name Susanne Ati [m sspelled?]. | am
working with the Institute of Social and Preventive Medicine in
Uni versity of Barin [m sspelled?] Switzerland. So, we were
| ooki ng at -

RON KI DI SH: Could you speak to the m crophone, pl ease?

SUSANNE ATI : Oh, excuse nme. My name is Susanne Ati.
| am from Houston, Texas working with the Institute of Soci al
and Preventive Medicine in Barin, Switzerl and. And we are al so
| ooki ng at the evidence regarding transm ssibility of HV
according to use of ART, viral |oad, and STls, and so far we
have found in a review of the literature that the | owest
transmtting viral | oad has been 362 copies per milliliter.

And if you would like to know nmore, | am actually presenting on
Thursday at 5:15 in Session Room 11 on this exact topic. So, |
hope it is of interest to everyone who can help in the

di scussi on.

RON KI DI SH: Thank you. A couple of, Kate did you want
to respond?

CATHERI NE HANKI NS, MD, MSC, FRCPC: Yeah. Il will just
respond. We are not shy. Do not worry about that. What we
want to do is make sure that the messages are well
contextualized. Anything that increases the choices for
peopl e, the options for people for H 'V prevention is inportant.
More people are getting infected each year than are being

pl aced, than all of the ones that are on treatnment. So far.
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So, we have got a real negative balance here. | think it is
I mportant to get the message across that this is for a sel ect
few people, and yes we need to increase viral |load testing in
countries. We need to decrease the number of people with
undi agnosed i nfection, because that is where the bul k of

I nfections are occurring. And we need to | ook at options and
conmbi nati ons, so that is why male circuncision, three

random zed control trials and now further Phase IV trials
showi ng very good results in the comunity, that is really
strong evidence. W are not saying now circuncision replaces
everything else. Everything has to be additive and synergistic
wi th what we have.

RON KI DI SH: Thank you. And now | would like to ask
Dr. Hirschel to come and give us a summtion of the session.

BERNARD HI RSCHEL, MD: Okay. | have typed these during
the session, so please bear with me with typos and probl ens
with the page | ayout and all that. Okay.

How do | move this forward? | just press the button?
Oh, the green button. Alright. Let us go.

Alright. I amnot a nmember of the federal comm ssion.
amguilty by association. |I have for a long time been a fan of
Julio's, particularly since his talk at the Toronto conference.
What we need is new nethods for prevention. Vaccines are pie in
the sky. M crobicides have not worked so far. We have

circuncision that is partly affective. And we do have
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treatnment. And we need treatnent for prevention. Pietro
Vernazza explained to you what the Swi ss statenent is. It is
directed at physicians. It is of help in counseling. It
evaluates the relative risks of sex on ART wi thout condons
versus sex, off ART, with condonms. And it is very tightly
gqualified: on ART for at |east six months, consistently
undet ectable viral |oad, no STDs, and perfect adherence. The
Swi ss statenent does not advise agai nst condons and does not
condone unsafe sex.

Behind the Swiss statement is the general idea that al
ri sks are created equal and that there is a problemif equal
ri sks are unequally treated. Because how can one permt sex
with condonms in an untreated patient, while proscribing sex
wi t hout condons in a treated patient, when the latter is
equally or less risky than the former? | have not yet found an
answer to this question.

Myron Cohen pointed out the great biol ogical
plausibility of the protective effect of HAART, and that
certainty is very difficult to conme by. Events are rare and
there are many confounding influences such as pharmacol ogy of
ARVs. Hi s pioneering study of discordant couples will give us
sone of the nunbers we need, but will take a long tine.

Nancy Padi an | ooked at the Swiss statenment fromthe

women’ s standpoint. She finds pros and cons, states that
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conpliance with condons is disappointing. And points out the
I ssues related to power and gender.

Ni kos Dedes presents the standpoint of the people
living with H'V and AIDS. | quote him here. "The conscience of
being infectious is a heavy burden to carry, and lifting it off
Is taking a |l oad off our HIV positive people. There are other
| ssues, regaining the right to uninhibited intimcy,
procreation, and the fact that | very strongly believe nyself,
that being less infectious will reduce stigm and
di scrim nation.”

Cat heri ne Hankins points out that first world views are
not necessarily applicable in devel oping countries where npst
HI V i nfected patients have no access to viral | oad testing and
to diagnosis of STDs. It is therefore doubly difficult to be
guot e-unquot e be sure about the absence [inaudible] of risk in
| ess devel oped countries. The Swi ss statenment will find its
first application in pregnancy planning, perhaps conpli nented
by pre-exposure prophylaxis, but has little applicability to
ot her situations where condom pronotion in conbination with
treatment and circuncision nmust remain the rule.

Ckay, after this, et me hazard into the difficult
field of politics and phil osophy. What do we do when we as a
panel make reconmendati ons? Well, we have to cope with what I
woul d call the asymmetry of risk. To say that something is

dangerous while in reality it is not has no consequences for
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the politician or the panel nmember who says so. The opposite
however, to say that something is not dangerous and then
sonet hi ng bad happens, is at times career ending.

And therefore there is a natural tendency of panels and
comm ssions to first and forenpst protect thensel ves. One way
of protecting thenselves is to ask for nore evidence. But the
time it takes to obtain perfect evidence has a great cost.
Remenber that for circuncision, between good circunstanti al
evi dence, that it worked, and the acceptance through a
random zed controlled trial, 17 years el apsed.

And here is an additional consideration: no offense
meant to my attractive fellow panelists, but there is one thing
for sure: at every new world AIDS conference, they are two
years older. Their sex lives are largely behind them And the
age difference between panel nmembers, and the sexually active
to whom they nostly address their recommendati ons, has
I ncreased by another two years. So, | think we should take
heed fromthe largely irrelevant recomnmendati ons put out by
t hat venerable institution, the Catholic Church, and nake a
second Swi ss statenment. Let us not be AIDS cardinals. Thank
you. [ Appl ause]

RON KI DI SH: Thank you all for your rich discussion and
comments. Thank you to an excellent panel that | am sure wil
be very thought provoking throughout the com ng week of the

conference. Pl ease enjoy the conference. Bye.
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[ END RECORDI NG|
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