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BODY: 

The United States is paying for experiments ib poor countries that could
, 

allow 1,000 babies to die of AIDS unnecessarily by withholding a protective drug 

from HIV-infected pregnant women, the patient adV;ocacy group Public Citizen 

charged Tuesday . I 
. 

I 

The government says the studies are ethical b~cause they are the only way to 

find new HIV protections that poor countries can lafford. Pregnant women in 

developing countries today do not get the AZT therapy that American AIDS 

patients use to protect their unborn children. 


, 

But in a letter signed by prominent bioethicists and Dr. Wilbert Jordan, head 

of the Black Los Angeles AIDS Consortium, Publiclcitizen compared the 

U.S.-funded foreign research to the infamous "Tuskegee experiment" in Alabama in 

which the government withheld syphilis treatment I from poor black patients. 


Also, federal law says U.S. doctors cannot dolexperiments abroad that would 

not be tolerated here, the letter added in requesting a federal investigation. 


I 
"We are confident that you would not wish the: reputation of your department 


to be stained with the blood of foreign infants, l' said the letter to Health and 

Human Services Secretary Donna Shalala. 


I 
Shalala did not immediately respond, but the National Institutes of Health 


and Centers for Disease Control and Prevention vigorously defended the studies. 

I 

"In the absence of identifying some regimen trat is affordable, hundreds of 

thousands of kids are going to die," said the CDC's Dr. Phillip Nieburg. 


I 

I 

Studies in 1994 studies on American women indicated that taking the drug 
AZT during pregnancy and labor - and giving it tb infants for six weeks after .. 

.;, 'P.birth - cuts by two-thirds babies' chances of ca~ching HIV from mothers. 
: 
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But that treatment costs about $ 800 per perspn, too expensive for develqping 
countries, so doctors are studying potential alternatives such as shorter 
courses of AZT or giving malnourished pregnant wpmen vitamin A. 

But nine of these U. S. - funded studies in Afriba,' Thailand and the Dominican 
Republic compare the possible new therapies withi dummy pills, instead of giving 
the comparison women the U.S.-style AZT treatment. 

The government insists a placebo comparison is the only way to prove 
potential new therapies are better than no treat~ent. 

But Public Citizen's Dr. Peter Lurie accuses the researchers of a double 
standard by "conducting abroad experiments we w6uld not condone here." 

He estimated that 416 babies unnecessarily caught HIV in two just-completed 
foreign studies that gave their mothers placebos. An additional 600 babies are 
at risk in the continuing experiments, he said. , 

But ethics rules "also say you don't study a;treatment that can't be used in 
the country where the study is being undertaken," countered NIH's Dr. Jack 
Killen, who.noted each country agreed to these studies. "They look at it as a 
chance to deal effectively with the thousands of infants a day who are not in a 
study," by identifying affordable treatments. 

The United Nations, South Africa and Europe are funding similar 
placebo-controlled studies in developing countries. 

i 
"We're doing this for their benefit," said Dr.· Joseph Saba, head of the 

United Nation's AIDS study. 

"We are informing the womeri that they have ai ... risk of not getting any 
treatment," added Saba, who said the World Health Organization in 1995 declared 
placebo-controlled studies the best way to quickly find AZT alternatives. 

I 
But Jordan, who ships his California patient~' leftover AZT to Africa, argues 

that researchers knowingly pass up a chance to fave some infants in the studies. 

"We are doing something overseas that we wouldn't be doing here," he said. 
"We've just continued to infect everyone." I 

Lurie noted that yet another study in Thailand, funded by Harvard University 
and the NIH, did compare "short-course" AZT top.S.-style longer AZT therapy, 
proving experiments without dummy pills are fe~sible. 
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Sidney M. Wolfe, M.D. 
Director' \ 

j , 

Public Citizen's 'aealth Research Group 
.1600 20th Street, NW 
Washington, DC 40009-1001. ' 

Dear ..?~~a:~ 
On April 22 you wrote to me t'eqardinq clinical trials ot madical 
interventions designed. to discover mathods to reduce maternal-­
infant transmission of human immunodeficiency virus"CHIV) in 
developing countries. During the process of the development ot 
my response, you wrote to Pres14ent Clinton on this same matter 
and provided him with some additional information. I nota in 
bo·th letters your conolusion thilt the experimental deeiqns for 
$0111& of 'these studies are u:nethical because they do not meet the 
standard of health car,e that would be required'were they to be 
oon4ucted in the United State.. This letter and its enclosure 
are in response to both your letter to me and your letter to the 
President. 

l:our letters raise issues about, how best to seek safe and 
eft.etive methods to prevent HIV infection in newborns in 
Clevelopi.ng oountries wh~se hea'lth, ca:re, systems ,lack, tht\' 
substantial level'of 5ervic.s and resources available tc citizens' 
of industrialized countries. All parties are in a9reement that, 
before initiating any intervention seeking to identity such ' 
methods, it is essential to ensure that the interventi~n being
studieCl is ethically and scientifically acceptable to t.hQ 
de'lfelcpinc; countries, otters SUfficient promise to justify tbe 
inVOlvement of human sUbjects, and is realistically adoptable if 
the intervention is sho,", to b. Gufficiently safe ana effeotive. 
I have reviewed. your lett'ers with Dr. Karo14 VarmU8, Director I 

National Institutes of.Health'(NIH}, and Dr. David satcher, 
Director, centers for Disease control and Prevention (CDC),. In 
addition, Dr., Harold. Shapiro, Chair of the National 810ethics 
Advisory commission, has received oopiesot your letterso 

At my ~equest, Drs. Va~mus and Satcher conducted a rigorous 
aeaessment of the .. previous reviews of the needs, reSOl.lrCeS, and 
health care capabilities of the devel,oping countries involved. 
']~hay also reviewed. the process of scient!! ic development and 
e~th.ica 1 assessment leading u.p to and guiding the current conduct 
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of these clinical trials. These two distinquishea scientists and 
publio hea1~h leaders have concluded that researchers in the host 
countries and the United States are carryinq out soientifically
meritorious and ethically sound experimental ,designs, providing
effective prqteotion ot human research sUbjects, ana faithfully , 
adhering to· approved researCh ptotocols that ar. consistent with 
t.ha recommendations of t.he World Health organization and approved. 
by all of the countries involved. I enclose a copy of their 
report. Please note that the two CDC-supported pro~ocols 
referencea in. the repcrtbad signifioant procaaural shortcomings
tbat h~'i·S. been addressed. ' 

' .. ,... _- . 
I end.orllethc assessment of Drs. Varmus and Satoher and therefore 
have conoluded that the pertinent NIH-and coc-apons()red cl.inical 

, trials should continue., Three facta Weighed haavily l:P my
judgment. First, there is the demonstrated, urgsnt need for 
feas;ible interventions. for prevent1nq maternal-infant 
transmission of KIV in developinq countries. Seoond, in 
industrialized aa well as in developinq countries, historical 
controls and national or local health statistics do not provide 
an adequ.ate baseline· against whioh to compare th~ outcome,s of ne.w 
HIVinterventions. Third, the ACTG 016 zidovudine CAZT} reqimen
is presently not ,'~asible as the standard. ot care in many
developing countries because it is too logistioally complex and 
:resource-inten,sive and, 'therefore, inappropriate for use as a 
comparison arm of an HIV trial at this time. . 

Cl:i.nical trials in developing countries present a variety ot 
extraordinarily difficult chofoQs. I recoqnize that not every 
one of us would make the 8a~e decisions in every ,instance; yet,
laCK ~f unanimity on issues as complex as these is neither 
infraquent nor necessarily ret~ective of errors in decision­
lflak1ng_ With respect to the clinical trialsdesignea to reduce 
HlV infe.ctions in newborns in developing oountries, I am . 
sat.iefiec:ithat the choices are being addressed through a sound 
synthesis of knowledge, compassion,' and prudence.

u 

As thl:,5' 
Department proceeds. to sponsor these and other clinio.1 t:rHlls in 
de'/elopinq countries, I assure you that we and our coliaborators 
in tho•• oountries will remain committsQ to the simultaneous 

. a.chievement of improved medical care, meritorl.ous Boienea A and 

assiduous protection of hUl1Ianresearch subjects. 


Shalal.a 

Enclosure 
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THE CONDUCT OF CLINICAL TRlALS OF 

MATERNALeINFANT TRANSMISSION OF HIV 


, SUPPORTED BY THE UNITED STATES DEPARTMENT OF HEALTH 

, AND HUMA~ SERVICES IN DEVELOPING COUNTRIES 


A SUMMARY OF THE NEEDS OF DEVELOPING COUNTRIES, 
THE SCIENTIFIC APPLICATIONS, AND THE ETHICAL CONSIDERAnONS 

ASSESSED BY THE NAnONAL INSnTIlTES OF HEALTH AND 
THE CENTERS FOR DISEASE CONTROL AND PREVENTION 

1994-1997 \ . 

For tho past three years the United States Department ofHealth'and Human Services (HHS). 
through its National Institutes ofHealth (NIH) and Centers for Disease Control and Prevention 
(CDC). has been engaged in the development and conduct ofclinical trials designed to identify 
feasible interventions for preventing matemal-infant transmission ofHIV in developing 
countries. The Director. NIH. the Director, CDC. and other senior scientists and administrators 
within the NIH and CDC, at the request of the Secretary, HHS, conducted a thorough assessment 
oflhe previous reviews of the needs, resources, and health care capacities of these developing 
countries and the process of scientific development and ethical evaluation leading up to and 
guiding the current conduct of these clinical trials. As an added measure, comments ofa number 
ofexperts in biomedical ethics and the biosciences outside ofNIH and CDC were also sought 
and considered. Based on this assessment, NIH and CDC have determined that, although these 
are complex matters. the studies have the potential to be ofenormous value to the developing 
countries and are scientifically well-founded and ethically acceptable. 

,The NIHlCDC assessment addressed three major questions related to these clinical trials. What 
is the need for these studies? Ate the studies adequately designed to examine options for 
treatment that will meet $at need'? Is the. involvement of human subjects in these studies 
consistent with the internationally accepted principles ofautonomy, justice, and beneficence as 

. implemented by the United States Federal Policy for the Protection of Human Subjects, 
including the equitable selection ofsubjects, obtaining ofvo)untary informed consent, and 
employing the input, review. and authorization of the appropriate ethical and other bodies in the 
U.S. and in the developing countries where the research is being conducted? ' 

IHENEED. 

One regimen of antiretroviral therapy has been shown to reduce substantially the likelihood of 
maternal-infant transmission of HIV. The identification of tl1.is successful regimen was the result 
of the National Institutes ofHealth's AIDS Clinieal Trials Group protocol 076 (ACTG 076 or 
076) in 1994. In spite of this kn!?wledge, approximately 1,000 mV-infected infants are born 
each day. the vast majority of them in developing coun~ries. This occurs. in part. because the 
regimen proven to be effective is simply not feasible as a standard ,of prevention in much' of the 
developing world. 
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There are two reasons for this lack of feasibility. First. to follow the regimen that has proven 
efficacy requires that the women be reached early in prenatal care; be tested for and counseled 
concerning their HIV status; comply with a ]engthy oral treatment regimen; receive intravenous 
administration of the antiretroviral zidovudine (ZOV or AZT) during Jabor and delivery; and 
refrain from breast-feeding. Additionally. the newborns must receive 6 weeks of oral AZT 
therapy. During and after the time the mother and infant are treated with AZT. both must be 
carefully monitored for adverse effects ofexposure to this drug. In the developing world 
couptries that are the sites ofthese studies. these requirements could seldom be achieved. even 
under the infrequent circumstance when women present early enough for the screening and care 
requirements of the 076 therapeutic regimen to be implemented. Second, the wholesale drug 
costs for the AZT in the 076 regimen are esti.matedto be in excess of$800. an amount far greater 
than these developing cOuntries could afford as stand.,rd care. For example, in the developing 
country of Malawi, the cost ofAZTalone for the 076 regimen for one HIV-infected pregnant 
woman and her child is more than 600 times the annual health care budget allocation for one 
person. Less complex and expensive alternatives are urgently needed to address the staggering 
impact ofrnatemal-infant transmission afmV in developing countries. 

\ 

In June 1994, after the results ofACTG 076 were released. the World Health Organization 
(WHO) convened a group of researchers and public health practitioners from aroUnd the world in 
Geneva. This international panel called for the use of the 076 regimen in the industrialized 
world, where.it is feasible, but immediately called for the exploration of alternative regimens that 
could be used in the developing world, stating that logistical issues and cost would preclude the 
widespread application of the 076 regimen. The WHO panel called for international 
coordination ofresearch efforts to develop simpler, less costly drug regimens. This coordination 
continues in the form ofmeetings two to three times per year of the UNAIDS Infonnal Working 
Group on Prevention of Mother to Child Transmission ofHIV . Asa result, there is a 'global 
research agenda addressing the need to devise efficacious regimens that can be, safely and widely 
implemented in the devel~ping world~ , " . ' 

THE SIUDY DESIG~~ '­

The NIH· and CDC-supported studies of maternal-infant transmission oflUV in developing 
countries are designed to meet the critical need just described. Thepanel convened by WHO in 
Qeneva stated in Recommendation 6of its Recommendatiol1Sfrom the Meeting on Prevention of . 
Mother·,o-Infant Transmission ofHIV by Use ofAntiretro'IJirals. Geneva 23-25 June!994 
(attached as an appendix .to this re~ort): -. 

Since the ZDV regimen studied in ACrO 076 is not applicable in . 
those parts of the world where most MIl [mother-to-infant] 

. transmission of HIV occurs, placebo-controlled trials offer the best 
option for obtaining rapid and scientifically valid results. 

http:where.it
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The WHO panel went on to explain in its commentary on the recommendation'; 

Most ofMTl transmission of HIV occurs in the developing world. 
where the ZOV regimen used in ACTG 076 is not applicable

\ 

. 	because of its cost and operational requirements. In those parts of 
the world~ the choice ofa'placebo for the control group of a 
randomized trial would be appropriate as there is currently no 
effective alternative for HIV-infected pregnant women. 

For each individual study there has been careful consideration of the specific needs of and , 
treatment feasibility within the country in which it would be implemented. NIH. CDC. , 
collaborating U.S. institutions, and the host countries will continue to monitor each study and 
any changes in the countries that may have an impact on study design. It is an unfortunate fact 
that the cUlTent standard of perinatal care for the HlV-infected pregnant women in the sites ofthe 
studies does not include any HlV prophylactic intervention at all. Nor does the standard ofcare 
for these HIV-infected women include the combination therapies recommended and used for 
some HIV-infected women in" tJ.le U.S. However, the inclusion oftrus regrettable, but real. 
performance-site standard in the' form of placebo controls provides the direct comparison of 
standard and new intervention that is needed to form the basis for rational policy decisions and 
will result in the most rapid. accurate, and reliable answer to the question of the value of the 
intervention being studied compared to the local standard of care. 

The NIH- and CDC-supported studies are designed ina manner consistent with the stjll-pertinent, 
recommendations of the WHO panel and·have been developed in on-site collaboration with the 
health ministries, physicians. and researchers of the host countries. There is strong support for 
the design of the NlH- and CDC-supported studies, including the placebo arms, within the 
countries where the clinical trials are being carried out, in part because the studies are assessing 
regimens that might realistically be employed to decrease mother-to-infant transmission, taking 
into account the health care resources and operational capabilities of these countries. 

HUMAN RESEARCH SUBJECT PROTECTIONS 

The acceptability of the involvement ofhwnan subjects in the studies Wlder discussion has been 
scrupulously reviewed beginning with the first proposal for ACTO 076 which was a placebo­
controlled study conducted in the U.S. and France, After the complex 076 treatment regimen 
\V8S proven successful, the WHO conference in Geneva quickly issued clear guidelines for , 
research taking into account the ex.tremely wide range of health care capabilities that characterize 
the broad spectrwn of countries described by the tenn developing countries. As mentioned 
earlier, these matters have been debated in formal discussions. fonuns, and required reviews in 
the U.S., in international settings. and in the countries where the clinical trials are or will be 

3 
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carried out.1 E:ven so, CDC determined that Assurances for performance site countries required 
by HHS regulations at Title 45. Part 46, Section 103 had not been obtained prior to entolling 
subjects. CDC acted immediately to notify OPRR and to address these adminisrrative 
procedures. The Assurances for the CDC·Thailand and CDC~Cote d'lvoire studies were 
conditionally approved by OPRR on July 7. 1997 and July 14, 1997 respectively. CDC 
amended its human subjects protection administrative pr~c~dures to be in full compliance with 
45 CFR 46.103. 

Argwnents against the NIH- and CDC-supported studies appear to rest on the proposition that it 
is unethical to conduct a clinical trial unless it offers all participants a chance to receive an 
effective intervention if such is available anywhere in the world, even if it is not available at the:; 
site' oftbeclinical trial . ..Ideally. this wO,uldbe so for all clinical trials for all therapies. But the ' , 

, realitY is that often it is.not possible. The very purpose of the NIH- and CDC-supported studies 
ofmatcm.al-infant transmission ofHlV in developing countries is to identify interventions other 
than those of 076 and we agree with the WHO Geneva paneJ's Recommendation 2 that: 

It should be emphasized that the results ofACTO 076 are only 
directly applicable to a specific populaUon. Moreover~ the ZDY , 
regimen employed in the ACTO 076 s~dy bas a riwnber of 

. features (cost, logistical issues. among others) which limit its 
general applicability. Therefore, no global recommendations 
regarding use ofZDV to prevent MTI transmission ofHIV can be 
made. 

The use ofhistorical controls ':';as ~onsidered and found to be unacceptable because eXisting 
epidemiologicaJ data for the host cOWltries are inadequate for this purpose. 'We agree with the 
commentary on Recommendation 5 of the WHO Geneva panel that: 

(r)andomized controlled trials offer the best evaluation ofnew 
treatment regimens. The use of~storical controls is strongly 
discouraged, due ,~ the wide changes with tiDle in the study 
population (differences in the distribution of disease stages), the 
circulating viral strains, the diagnostic tools used for the. 
ascertainment of the HlV infection status of infants (antibodies in 
earlier cohorts compared to direct viral markers in more recent 
cohorts), and the treatment practices (increased use of zidovudine 

I A useful exploration of these events is contained in an arti~le written by Jon Cohen and 
published in S'-'ience, Vol. 269, pp. 624·626. 4 August 1995. 

4 
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in HIV-infected pregnant women with AIDS-related symptoms 
and/or CD4+ lymphocYle counts). . 

The WHO guidelines clearly indicate thatlhe in-country he~lth care capabilities of each country 

in which matemal·infant HIV transmission research is to be conducted must be used to define the 

type ofresearch which is ethical and therefore· permissible in that country. If a country will be 

able to afford only very minimal increments in the resources directed toward improved perinatal 

care for HIV·infected pregnant women and their children, then trials like those focused on . 

vitamin A and other micronutrients are ethical. permissible, and desirable. 


In other eOWltries, such as lluiiland. the situation is far more complex. Thailand is a country that 

may be able to afford a simplified AlT/076-like regimen. However, Thai researchers, 

physicians. and public health officials are understandably interested in seeing a number of issues 

addressed before any AZT is placed in general use in HIV-infected pregnant women in their 

country: (1) Is a much simplified 076·1ike regimen (e.g., initiation ofprenatal treatment at 36 

weeks of pregnancy, oral instead of intravenous I\2T during Jabor and delivery. elimination of· 

AZT given to the infant) effective in reducing transmission? (2) What adverse outcomes related 

to AZT use will be seen in Thai populations? Will adverse effects not seen in the U.S. and 

Europe occur in Thailand? (3) Is AZT administered orally to Thai women safe and well­

tolerated? Do Thai women metabolize AZT such that the dose used is the right one to use in all 

Thai mv-infected pregnant women? and, (4) How does the type of mv seen in .Thailand {which 

h~ demonstrable differences from the type seen in the U.S.) respond to AlT? 


Seeking answers to these questions are two studies, one supponed by CDC and one supponed by 

NIH. The CDC·Thai study will detennine how well tolerated and how effective a very simple 

AZT regimen is in a population of women who are infected with a subtype ofmV 

predominantly different from that observed in the U.S. and who also have eo-factors for 

transmission that may differ from those seen in American populations. Because it is a two-arm, 

placebo-controlled clinical trial, the CDC-Thai study will provide rapid answerS to many ofthe 

important questions noted above. It also will enable the Ministry of Health and physicians in 

Thailand to make better-informed decisions about the use ofa much·simplified AZT regimen for 

general use in HIV-infected pregnant women.' . 


Complementing the CDC·Thai study is an NIH·Thai study to dctennine how much additional ". 

benefit. as compared to how much additional cost and adverse effect, is occasioned by·small 

increments in treaaneilt complexity. The NIH-Thai study has four anns, each a modest 

increment over the treatment ann i~ the CDC-Thai study. However, even the most complex arm" 

of the NIH-Thai study is not identical to the treatment arm of 076. The NIH·Thai studywill 

benefit from the baseline that is established by the CDC-Thai study. 


Since the NIH·Thai study provides some level of AZT to all participants, the data from the CDC· 
Thai study would be particularly important for interpretation of results if the outcomes were the 
same for each of the four arms. Taken together, these two studies will provide a broad range of 

5 
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infonnation about the likely value of AZT asa strategy to i.n~~rrupt matemal·infant transmission 
ofHIV. 

In an analysis ofthe spectrum ofstudies supported by the NIH and CDC in Africa and Asia, it is 
clear that we have adhered to international guidelines. including the recent WHO guidelines 
which address specifically the ethical conduct of research in the post-076 era. The primary 
consideration in decisions about the appropriate conduct of research has ~en this: . Once the 
research is completed ae -e.. given site, wili the population which the study participants represent 
be able to.profit from what is learned from that research? . 

The Infernational Ethical Guidelines for Biomedical Research Invoilling Human Subjects that 
were prepared by the Councilfor International Organizations of Medical Sciences (CIOMS)in 
collaboration with WHO are: 

...intended to indicate how the ethical principles embodied in the 
Declaration [of Helsinki] could be effectively applied in 
developing countries. 

To evaluate interventions that they could not implement realistically would be exploitive of those 
in the participant count!)' since· there would be no likelihood of meeting requirement 15 of the 
Guidelines that obliges: 

...any product developed [through) such research win be made 
reasonably available to the inhabitants of the host community or 
country at the completion ofsuccessful testing... 

\ ..' 

Therefore. we have detennined that the more compc:lling ethical argument is against using a 
. regimen that if found to be superior in the study could not possibly be used in the prevention of 
maternal·infant transmission ofHIV in the host country. Turning once again to Malawi for 
example, health officials there refused to permit the conduct of a study involving a full course 
regimen ofAZT (such as that used in ACTO 076) because they believed it would be unethical to 
undertake such a study in Malawi given that its very limited resources and poor health 
inin.structw'c make the introduction of AZT as staridard treatment for Hrv-infected pregnant 
women unfeasible. Instead, the health officials wanted research on alternative treatment 
approaches that might reduce maternal-infant transmission ofHIV. The justification and ethical .. 
foundation for the NIH· and CDC-supponed studies incorporate the reaJity that the clinical trials 
are examining other alternatives that could actually be used for the majority ofHIV -infected, 
pregnant women and mothers inthe countries in which the clinical trials are being carried out. 
The process of ethical review ofthese trials has been rigorous. It has included community and 
scientific participation and the application of the U.S. rules for the protection of human research 
subjects in reviews by the relevant institutional review boards (lRBs) in the U.S. and in the 
cOWltries where the clinical trials are carried out. Support from local governments has been 
obtained and each active study has been and will contiriue to be reviewed by an independent Data 

, .. \ . . ~ 
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and Safety Monitoring Board. These srudies are in compliance with broadly accepted principles 
of ethics of international research. in which the need to take into account the reality of available 
and feasible health care is a consideration of substantial importance. 

In summary, these studies all address an urgent need in the countries in which they are being 
conducted. They have been developed with extensive in-country input and participation, and 
they are consistent with widely accepted principles and guidelines of bioethics. Our perspective 
and our decision to suppo~ these-trials rest heavily on local s~pport and approval. In this regard. 
we point to the words of Edward K. Mbidde, Chair, AIDS Research Committee, Uganda Cancer 
Institute, in a letter. dated May 8,1997, to the Director. NIH: 

These are Ugandan studies conducted by Ugandan investigators on 
Ugandans. [Elsewhere in the letter he discusses Ugandan e~ca1 

',. review~] P.ue to lack ofresources we have been sponsored'by---· 
organizations like yours [Nllij. We are grateful that you have been 
able to do so. 

There is' a mix up ofissues here which needs to be clarified. It is 
not NIH conducting the studies in Uganda but Ugandans 
conducting their study on their people for the good oftheir people. 

The issues surrounding these studies are, indeed, complex and subject to some disagreement. 
However. final judgments about their appropriateness must be heavily weighted in favor of 
decisions made at the local level. as,long as thosedecisions are consistent with international 
standards and those of the U.S. We know of no other way to realistically and rapidly address the 
gravity of mother-to·infant transmission ofrDV in the developing world and the current lack of a 
proven, .feasible intervention against it.th.a:n to continue the studies on which our two agencies 
have embarked. ' 

DATED: . ,'JUl 1 5 lv.9 " .' 
, . '.\ 

, A - IA ~ ,""",...of" '",~ 
~ ...,... 

Harold , arrous David Satcher 
Director. National Institutes of Health Director, Centers'for Disease Control and Prevention 
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RECOM:MENDArYONS FROM nrE MEETING ON MOTHER·TO·!L'lF.A.L'IT 

TRANSMISSION OF EIV BY USE OF .-\.NT)RETRt)VIRALS. 

GENEVA 23':25 JUNE 1994 . 

Th~ number ot children infected with HIV is increasing with thcever-expanding AIDS 

pandemic. To date. it is estimated that more thilll 1 million children have been infected with 
. 

- HIV. most o( .them through mother·to-infant QyITI) transm.i$sion. During the period 1990· ­
.'. ' 

2000, the World Health Organization (WHO) projects tha.t as many a..'\ 5-W mil1ion children 

will be I-IIV-infected at birth or through breast·teeCling. fl]e majority ot them in -sub-Saharan 

Africa ..In this context, the recent documentation of ~ clear redl.lcLion of (he risk for Mn 

transmissi0!l of HIV by.. usc of \zidoV\J~e (ZOV) in pregnancy consliLute,s a nlajoL' 
. 

breakthrough, opening new areas for research and intervention in this field. 
\ 

i 

AIl interim analysis oC a phase m rundomiztd, plncebo~ontrollcd trial (AerO 076), 

. conducted in the United S\.ates and Franc!:, LO evaluate the eIfiC2l,,"Yt safecy and toierance of 
. . 

zido~dine CZOV) ·for the-prevention o~ Mn t:ran.srn.issioll of HIV has demonstnned a clear 

. reduction o.f the risk for MTI ~ion for the group who received ZOV. Th,e study was 
_.. _. "--.---'--- ----_ ... 

conducted by the Pediatric: AIDS 'c;linic:al Tria1f.Group (ACTO) of me Nntio~aJ Institute of 

Allergy and Infectioos Diseases (NLJUD) in collD.boralion with the, Nadonill Institute of Child 
, i 

Health and Hwuan Development (NICHO) in the United StateS. and by LIle Instlrut National 
. \ 

,, . 
de 1a San¢ et de Ia Recherche M~dicale (lNSERM) andthc Agence Nalional~ de·-}a 

Rec:herche sur Ie SlDA' (ANRS) ill Fra.o.ce. 

1 

.' . 
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Eligible patticipants were I-UV·i.nfecr.ed pregnant women who had received no 

. antirerroviral treallne~t during lhe current pregnancy, had no clhuccl. indi\:!Hil)ns for n'lillcrn31 . . 

antepDJtWI1 ZDVtherapy. and had baseline CD4+ lYlupllocyte countS greater than 200 
.' .... ' 

cells/mm3• 'The mv regimen consisted of antepartUm 'ZOV (100 mg orally 5 Limes d3ily) 


. initiated between 14 and 34 weeks gestation and continued throughout the r~mainde~· of 


pregnancy, followed by intrapnnum mbveuo\lS ZDV Ooadlng dose· 2 m.glkg Staning in 

. . , . 


- . . 

lahQur. followed by continuous infusion of 1 mglkglhour UDtil delivery), foUowed.. by oral ' 


administration of mv (syrup 2 mg/kg every 6 hoors for 9 weeks beginning 8 to 12 houni 

.. 


a!~ birth) 'to the· infant The prim:uy sma), endpoint. HlV infection of !.he infan~ was 


defined by one positive HIV Cullu:re. obtainea from peripheml blood.. Specimens for viral 


eult1Jre were obtained from the inCants at birth. 12, 24 !-Ad 78 weeks postp'~Llntl. . 


At the time ·of the. interim analysis. 477 women had been enrolled. The median age 


. was 2S years (tange 15 to 43), the median CD4+ lymphocyte count was 550 cellsl~' (range 

. . . . . ( 

200 to 1,818), and the medinn gestational age at cntty was 26 weeks. Ma[emal demographics 


revealed a predominantly miaority population: ooly 19% were white non.Hispanlc. The 

\ 

baseline cbaracterlstics of the women were balanced between the two randomi2ed groups. ~ ~ 


'I'h= were 364 ia.fants with su.!flcient dJita to be included in tbe interim er1i~acy analysis. l~O 

, . 

in the ZDV group. 184 in the plncebo group. As of Ihlsanal~ist 13 infants in the ZDV 
. ' . 

..- ·grOU~·"8.nd ~-in the-l'lacetrO-group'were ·my~lnfected·(i.e<·had -aI-Jeast ·~.nd positive Hfy..~.-. - --: ­

. culture).· BaSed on a Kaplan..Meicr estimate at 18.monw. the t.ransnilsSlon'· rate in. the 

pla.cebo group was 25.5% wb.ereas the rate in the ZOV group was 8.3%. This corresponded 
, ,., 

to a 67.5% relative reduction in.tral1smission risk. ~ risk reduction was highlystatistieolly 


&ignific:mt (two-sided p=O.oqo056). 


Reponed mate.mal and infant side effeclS were balflllced between the two randomized 
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. , groups with the ODe exception th3.t hemuglobin levels were lower for i.nfants in the ZDV 

group. The mean decrease in hemoglobin was less thln 1 gr~m/dl. did 110t requir~ . 

transfusion. and resolved wiLhin 12 weeks afl:r completion o(ZOV therapy. The study 


cunently provides no infonnation regarding 6lly iate effects oi ~DV in infants. including· 


-those who do not become infected with HIV. 


The publieation of these resulLc; prompted WHO to convene an international meeting 


on the prevcnti~n of MTJ D"Drtsmission of HI\' by use of anluetrovinllst ILLended by over SO 


scientists tmd'represenmuves from research funding agencies. drug regu1aLory agencies, and . 

\ . 

phannaceutieal companies, ""bicb' took place in Geneva from June 23..25. 1994•. The ~\. 

objectives or Lhe'meeling were to review the prelimin~ data on the efficr~cy of ZDY in.. 


preventing bITI transmission of HIV,. to define the current public heolth implicntions of Ebe 


ACTO 076 results, to review potential nltemative nntiretroviral clrug regimen~t more adllpted 


to circumstances in developing countries, and to propose coordina.tion ot the resea.n:h effortS . 


of the various agencies and instltutions. who plan intav~tion swdies in this area. The 


recommendations made by the &roup that C:OllVCDCd in Geneva were as follows: 

1: . ---AG.r-G o:1G. has·-demenstrated tbat Mll transmission of·I:I.1V can be reduced by ,,;---- -.--. ­
. _ .. I , ..l:;.. ..' . ... • '. 

use or ZDV. nlerefot'~ the concept of reducing lvITI lrnnsmfs:sron of BIV by usc· 
, . 

or antiretrovir3l~ has beeD shown to be valid. 

3 
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'2. 	 It should be empha..~zed th3t the results of ACTC 076 :lre only directly applicable 

to J.l specific population. Moreover, the ZDV regimen employed in the AeTC 076 

study has a number of re~ture.s (cost, IC)gistic.:al issues. anlong dthers) whi r:h limit 
, ", . 

its general applie.abil1ty. Therefore, no global recammepdatiO~s regarding use of 

ZDV to prevent MTI transmission of mv can be made. 

The study populll'tion in ACTO 076·consi.rred af QS)'mprotnauc HIV·inlecrtd 
. . 

pregnanrwomen wirhCD4+ lympho~le ,owns higlteJ' than 200 :eu.vmm'. lilling in· 

the. United Stmes tind France, mtJst al th~m from minoriry populDliaflS (only J9 

percfnt were white non-Hispanic). They did not breastfe~d meir children., with tm.e· 

uc:epriD1l. Alrhough.ir if 
" 

antidpaltd that w ZDV regimen used in' Aero 076 wf;uld 

also reduce. MTI rrQ1fSm1ssiDn, whtn gIven l(J HIV·.~njf:c:tedpregnant wanum wlrh. AlDS­

TelDied symproms, aruJlo.r low CD4+ lymphocytt counts (<: 200 ctllslrnnt), the . 	 , 
\ . 	 . 

magnitude of this" effect in .this populo.r:k>n \IIi* Q prtsUJn4bly higher viral load is 

unknown. It should Ql:o be nored rhat the MI7 ITl1nsmUzicn raft in the ACTe 076 

placebo gro.up (2SVo) ishighlr than the rranJmissiDr: rales uiUQlly!ouniJin Eurapean 

populations (1$..20%), This may be the result of chance. or Inay indicate differences 

in me #Ildy populations which may impair the generali:arion of lht results. 
. '. 

!nACfG 076, pregnlJllfwDnun were available 10 stan ZDV rreaTment bttween 

14 and 34 
. 

we~ "I geStononaJ Qge;..~ Such a ZDV re::imtTt. stanil'lg 
. 

early in· 

prtgnanr:y. is not silitable for wOl7l4n ~ho wouid Mt pre~tn.t at htaW,!acitltiu bejore 

delivery. 
, 	 . 

Thi.t 1'egi1'1U!n. is-also costly (US.Sl.000 tD 1,500 pertrearmenlJ. and 7equ:ire~' 

inrrave.n.oUS'admini.slralion during delivery. B0rJ:tfetJrurts make the ACTO 076 ZDV 

. regimen difficult tooppl, in 'mtmy dive loping cowztT)' situations. 

4 
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Nt:vtruudess. il is clear liltlC ll,;hue a"ailDb~liry. cosc aru1 [f).c:iJ'ri(.: /(.Jewrs aic 

110e limiring foclors, ZDV should b~ ofiercdto HIY-uljeceed presnOn! w(""en. jor rh~ 

pl/rpose o/prevenring ~m tmn$mhsion of EN. 

'3. 	 At present. there is no infonnation regarding potentiollong.term ZDV toxi~ty 

to ilifeeted and uninfected infants. Nei,ther ao we know the impUcations of 
\ 

I, , 

(repeated) ZDV" treatm'e.nt duting pregnanc)' ,Cor the efficacy or 13ter ZDV 

treatments of tbe motllers. Attempts should be, made to undertake long-tenn 

10110):,/-\111 ,of mothers who received ,prolonged antiretroviraJ treatment during 

pregnancy and or their infantq, to ascertain whether there ere .!ong-tenn adverse 

effects. 

In 'Yirro and animal apuiments l~e reveQl~d pOTenTial genoto";'c IJJId 

cD.rcincgenic ';jeCTs cf' zDV and DtAer. ~Qi'/Qbk n",~'eo$idt ana/ogut: reverse 

1I'IlnSCripUlse inhibitors.ZDV inductd chromDsomtzlobtiormu/iria in czdtured 

lymphccytt.$ az 3 p:.r:1ml, and was mzuagenlc in mDUSI! lymphoma c~/ls u, J.O~O pg/mi. 

MoreO'Ver, vagina~ squ.amou,s ceUneoplasms ~ere described in mice
\ 

and rau'who had 

rective.d ZDY dDses equivalent 10 3 and 24 rimes the ordinoJ)' human exposure. 

LfJflg-rerrn'folltJw...llp <if infants wMwere U]'ased ill utero Ij thus required. 

.. FDllo.w~"-2 ..DI.morh.ers i:r QdYL~ed roaererminllhe impli~a~t:!nsol (rtpeated) 
, .1;. 

ZZ>V lreatme1U during pregnancy Dn· thlllkelihDud 01 t~rg~n,e ol2':PY-resistont 

viral straw• 

.. 


s ' 
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. 4. Since there IS currently no s:lfecy or efficacy information 3vailable for 'oLher 

antiretroviraJs used in pregnancy, ,their usc. in' attempting to TH"e\'ent i\m 

transmission of HfV should be limited to cliniCal tri:Lls. 

5. 	 To increase the appUc:ability of a:ntiretrovirals in the reduction of '}\rlTI 

, , tra:Dsm1ssfon ,of mv, It is essential to explore simpler and less costly drug 

"regimens in the full Spectrum of mv-fnlec:tedpregnant women. Sucii regi~ens, 

inclndJng fnterventfons restricted to theintrapartam perIod, should be urgently' 

studJed in randomized controlled trials. Separate studies on sllf'ety and 

. phannacoldnetfes may have to be done in populations from which no such data 

are aVSl1able. 

As it is cuiTmtly utim.a:edthm oY!r 501& DfMTI transmission. occurs arc",na' 
, . 

delivery, 'rh4 mtJsr, c'osr-effecrive irllervenrit>n lJSing anriretrovirat drugs would be an 

inrraparrum rreatment. This rreazmuu .woul.t1 also hl1vt rJu aclvanroqe of baing 

swrahle for W()In;n -whtJ dD nor pl'eSUlr at health facilities before deliv~ry. QIld would 

therefore bi better tulapua 'to 1'1II11rJ "rcalli/e." situariolUDbom in the i.1'I.tUlstrializ.ed 

workI and ill develDping. =un:tries: Id.t.ally, ihis 'rrearmen.t should be eheap, ea.r, to 

administer, given. in one or tlfew MSI.f. safe, D.11Il ,fflerive. Nevirapint (NVP), a NJna 

, . 
lWcuorltie-Ye'verSi t:ra:n.scriAtlJ.SB 'inJiiblllfr,;.tw1 rellili:tfcfimpCJrinds;1 have a rapid an.d 

drtJmQti~ impact on viral lead, tz1Jd 1NZ"J Ihus be suitQble candidates j()r rhfs type of' 

interventions. Studies are srill n,eIkd on safety, ana roleT~e in pregnant women 

, before e.ffictu:y trial.: can be Wtillud. 

Randomized controlled vials offer me besl evalualion of new treatment 

regime:rts: 1111! u.se of hiStorical C'onrrols isstrongiy discouraged. chle 10 rhewide 
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cha.nges ''tI!J'lh rinu: in the sn«dy populaTion. (diffI!Tf:TlCeS in rht distriqwiun af dil'(!C1~'e 

\ ­
, " 

sta.Se.<i). the ci)'c&tlaring viral :;·trains. the aiagnostic W(J/s (r~·(!tl jor Ihe: asc~rrai1'tn1ent 

of the lilV infecrion status of in/anES (tl1l1ibodies in ea~lit1rCohorr.r compared to direcf 

viral 17'1Q1'l:ers in mort recenr co/wru), -and rhe treatmenr p,rucric:e$ (increased use Df 

:idnvudine in HlV-in!eCJed p'regnan.r women with AlDS~reloud rymprom:s and/or low 

CD4+ lymphDcyre counts). 

In popuU1rions where no data 011 the sQ/ery and lhe phtIrmo.cokineric properties 

of antir'troviral dntgs dfsr. such srudieil' may need ,J() be dam:. There au knDwn 
. , 

variaiiDns' in drug m.ewolum and fDleran(:t across ethnic groups. liz 'addition, 

conczqren: othe.r diseases may ti4crease tolerance. 

n. Since the ZDV regimen studied in ACTG016 Is' not applicable in those parts of 

the world where most MTI transmission of mv oCeurs, placebo-con trolled trials 

offer the best option for obtaining rapid and sc:ientific:ally valtd results. 

Most oJ J\171 rransmlssian ofHTV OC(;U'" in the develtJpLn& world. where the' 

ZDV regimen wed In ACTG 076 is not applicable because 0/its casr and ap~7Qzi()12IJi 

requirements. I" those 1!m:tJ of fhe world,' the choice 0/ ,i placebo fur 'the control. 

group of aran'!Dmiztd ,rrial wozdd be approprifJle ~ mere iJ cun'~nrly NJ effective 

tuurnative fer HlV-infeeted prlgntJllt ~O(Mn. 1" tuldi,ion, Ih.e dijfeJoence b~rween Ihe 
. . .". 


'M11 van.tm.ission rates a!H1V befVrltt11. two treatment groups is W'~ly ID be'mtJ.%im11.ed 
. \ ' 

when I:r jilaCtDO .ls used for the control group. thereby decreasing rhtsample site 

'r~quir~d 10 doCIU1J.e1Jt S1a'listically signijic'f12' diff~rences" bSfWun th~ nvo groul's, 

Plac,ebo-co'n:roUtd rrials would therefore gum-anue me man apediuou:; identification 

of appropriure .intulle1Jlions. 

7 
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i. Detailed information' ,egarding the timing :md mech3ni...ms· of rr:msmisslon 

should continue to, be sought so that optinlal interventions C::in be de..-eloped. 

Olher approaches to prevent MTI transmission or mv such us vagin:1l 

dJsinfection, caesari3.n·section, and active and pass.iv~ 1mmunfzatfon, should 3lso 

be studfed. 

Although therll is increasing evitknce for lare transmission of Ii/V during 

pregnancy, it would be imporranr./oT VltJurrher development olimtrYenrions, and ' 

panicwlluly intrapartum ilT.llTVerzri01tS6 co know lht e.'tIlet liming "1 transmission 

, 

Vagutal disinfectIon, if s1u?WIl to be ejjtcdve, would hfJVt'slveral advanrages 
. 

with regard to its applicability. It is 
. 

tJ cheap' and pTDbably safe inrervtnlion. whicll 
. .' . .. 

may be done itt all womlll ar delivery regardless aj£heir HIV ;nf~ction SlanlS (nD need 

for HJV resting), and n~1;ich may have beneficial effects in rht, prevenrion of outer 
, . 

infectious d.i.ttases rransmitted to inflJlW during delivery', However. because the 

antieipaled absolute d4r:rease' in MT1 ua.nSmission rare' of HIV clue 10' vaginal 
,. . 

diJinfectio,1; would pre.sumably be Inw (less than 5%), rht sample .th.t required to 
,- . \ ,:. .. . ,. , ~ 

document stD.tisticallydgniMant dlfflrt11CeS wim Q ncn-inrerveJUioll S"oup would b~ ,. 

lrirs,er rJuzn2.000 evaluable tnDlher-infSh: p~s. -', . 
The analysis of dt:wJ from the European CoUtJborariw STUdy' indicates tZ 

possible halving of Mil trans~slon rat~ oj HIV U:I rts~ of coesarurn. section. 

Howeve,., these resulu' should be imerprered with caurion.: thue was II 'large 
, , ' 

. heterogeneity ofMTI p'an.sm.i.sstoll. raTes ofHfV across c~nrers with similar caesarean 

.~ection Tarel', and data from other large prospeclive studies do: nor always ci:mftrm 
. . . . 
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... 
these resulc.s. RaJuJomized IriaL~ using co.e.sc.rtan ucriOI1 as- i:m ;nr(frw:nr.;oll would be. 

neCI:S;w,ry bef'm~ nn)' recon~ndatio1"L)',are modl:.', 'Th.ese uial.s W(JwcJ rlfquirt: /urse ' 

provided to panicipanrs), and would require (Qreftil .proc~dures 10 randomize 

pregnl111f Women to Q mode ofdelivery. In Q.lJdirion, iruervenrions based all rJze lLse 

o! caesarean .secliDn It) decrease M111ransmi.ssion ra~r: of HJVnJ,(J)" raise ~'l!Vtral 
.. 

difficulties. such Q$ possibli post,,:operari'lJe complicaritms in H1V·in/eclt.d women, the 

t%PO$U7't, (If the medical personnel r.o H1V. and me e(JS! of the inlenlenUoIL 

, \ 

8~ . A'partiCular issuehl many ~~rected populations is the need to br~t feed. 'Where 

breast-reeding Is reCommended irrespective.of HIV St:ltuSt stHdi.es must ~~ 

desIgned to acconunodate this policy. 

In places where breast1eeding is widespread and reco1TlJJ7J!ru:.Ud., cUnical triaLs­

shou~ enrol brelJSf...teeding wom4n. Anzirerroviral drug regim~ns, when given during 

pregtrmtc:y and at delivery" may prevent. HJV inJecri.ans which would be larer 

trQNmitrtd It) the lnJanr through brt.ast·jeeding. ,TIU nV(fall efficacy of ,the 
. .. . . 

tz'I'Jtiretroviral trta~nt on M11 transmission ofH1V cem rhertfort be Clscenained only 

after rernsillarion ojbreasr-/eeding. 

Also~rhe.,.e is a "etd.!o!':rltJ1s ,lValIuJ:ing th~ efficacy'ofanlirelrovir~ therapy • 
, ,. ",,,~ " " " 

given in the early poifparrum period rD.w mather arid/or fO' r~e child. os rhe.re crt 

iruiJctUiDns lhal thu periad'is'Q$socilJ.ted with '/he highest rare of uomunission ojHN 

, through breast milk. 

, .;, 
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9. 	 Any study conducted should be part of 3 rese3l'cll strategy which m:ly reasonably 


be eh-pected to Jead to interventions whicl~ will he 3rrord:lble, fe3sible and 


sustainahle 'In ,the same ·setting. 


-. 

........... 	 ' " 


10. The studY'ofinteI'Yentlons and, Ifshown to be effective, theJr implementation, \Vil1 
, 	 ,---.,..... , 

require HlV testing tI) be offered to pregnant women attendine for anten3tal 

care. This testing mUst b~ voluntary, aecompanicd by pre- nnd post-test 

coimsclling,nnd confidentiality must be assured. 

, 11 	 Since the primary endpoint o( studies tq prevent 'MTI tran.smfssi~n ot HIV is thea 

infection status of the Inf'ant(s). stucUes should be designed yii~ ,follow.up 

sufficiently long for accurate esc:ertainme.nt of this endpoint In partic:ul~, if 
, 	 , 

breast.feedlng is practised, the:!oUow"up may need to e>.:tend p~st dls,condnuaUon ~' 

ot breast-feeding because ot the posslbDlty of latc transnllssion. 
, "­

\ 

12. Every large intervention study should be momtored by an independent Data ~nc1 

Safety Monitoring Board. 

13. 	 To ensure that the .J1lost rele?an~ ,,~dentifle quasUons arc nddrcsscd'. and to· 

aeh1eve complementarity, there is a need fO! world Wfd~ coorc1lnatlon of research 

attlvities. WHO should. assume tbls coordtnaUne role" 4S it is in a \ulJque 
, 	 , 

position to do so. 

The' 7apid spread of t.h4 HrV pa~emic urges scientiszs to tlt:vdop effective' 

'preven.nverools. SeVeral reSt,areh qk~StiOn.s still need 10 be answered 10 idcnJify the 

10 

http:esc:ertainme.nt
http:follow.up


NO.BBB P022/027, . 
mo:rt appropriate amireo'oviral druG re.ginu1U jar (lIe prevtlllion ojM·TI m:msm.is:r;of!. 

of HIV. Mo.rr of these research qUt:sfi~IIS will bt: addrr:sud in r11t iurm of t..1fi~:.z ...-.y 

nials ewilzwzing varicuJ ar:rirtTrOviral dnrg regimens. adapted. to $ptcific s:udy 

. populatio11S. World wide coordination. i.~ neCl!ssary to .~"(}r(Jntu rhat all pivorul 

research que.ni.oltS are addressed. oml w avoid unnICt~'sar)' dltplicQliort of acri\,i,ies. 

It is recol1l/1'l.2nded Ular WHO assunu:S this coordinating J·ole. 

1J III 

During the meeting. several protocols fot placebo"controlled trials evaluating 

the efficacy of anti.relrOvitals for' the prevention of MTI tmtIsmission oS: HIV were 

reviewed (see Table 1 in annex). As discussed earlier. !.he most promisins 
. I 

~~entions DI~ the two protoco~ using oral nCvirapine started at' the beginning of 

labour. 
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TabJe 1 	 Experimental treatJ:nenL~ suggested for placcoo-conu-olkd clinical trials. 
depending un tbe timing. of the intervcmion and the breasl-fc:!ding practices of 
the. study popul:l.Lion. with an estimation of the sample size required. 

A.:rtificirll feeding Brei1S1-fee.din~ 

, 

InterVentions 
swUng during 
:the anteDD.tal 
period .. 

.. 

.ZDV PO 4 weeks prenatally. 

Increased ZDV PO·durin~ , 
'delivery 

ztiV PO 1 weet to Lbe infant 
'(optional) 

Sample size: 2]\9· 2 
" 

ZDV PO 4 wer:ks prenatally . 
Increased ZDV PO during 
delivery 

ZDV PO 1 week pUSlno.Lally to 
\he mother and tome infant 

Sample Sizef: 2$8 ,to,603 * 2 
.. 

-

Interventions 
stuting al 
delivery 

NVP PO during delivery 

NVP p·O l' week to the ;nfant 
(optional) 

.. 

Sampl~ ~ze: 468 • :1 

NVP PO durin~ delivery , 
. 
NVP PO 1 week posLn:llally to . 
the mother ilnd to lhe inf:m~ 

Sample sizel: 458 lol.200 ¥ 2 

mv= Zldovudille NVP= nevirapinc 
PO: per os 

., 
. IThe smaller sample size is based on the assumption that anliretrovirl1l 'reatm~nt decreases ... 

the tran.~missiori of H:tv through breast-feeding by 309b. The larger sample size is based on 
the assumption that anu.retrovirnl tteaanent has nu eJl'ect on the transmiSsion of lUV through 
bre3.St-feeding. 

. .,.<1, . 
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.") b. 

rhese n:sulz:.s. Random~ed lrial.~ using cae5arca.n 5ec;iiol1 as an inr~rV(:l'liiofJ would be. 

provided to panidpanzs), \and .woul:d require carejiil proctdures TO randomi.;.e· 
. . 

pregnant women 10 a mDdeof delivery. In addition. imervenrions based 011 ihe USc 

of caeSQrelUl section to decrease MT1 IransmissionJ'lJLt of iflV moy T.(J~·e several 

difficultieS, s~ch as possible posr-operarive complications in HIV-in/ecte.d WOlMn. the 

e:rpOSIt1't of r1u medical personnel to HIV. tJ.1I.fi ihe cnSl D/. the wenierl.liolZ. 

. 8. . 'A pD.rti~ular is.sue in many affected populations is the need to brtflSt feed. Where 

breast-feeding is recommended irrespective .of HlV' status. st~dies must 1;)~ 

designed to ac:eonunodate this policy.' 

. In places where 'l7retttt1t:eding. is widespread and recol7u:nenlkd, clinical n-iJ;1.l.s 

.thcut.:J enrol breast1eedir:g women.. AnziretrDviral d.ru.g regim.ens. wh~n given. during 

preg1f.Q.J'1&j and at delive.ry, mtl'j preveru HIV injections which would be lar~,. 

transmirred fQ fhe infanr wough breQSl1eedfng. The t:lvel'QIl efficac;y of the 

anriretroviral rrea~nt on Mritrimsmission ojHIV con rhertJore be (lsc:nailled only 

after ferminarion ofbreasr1'eeding. 

Also~ there is a l2et.d./tJr rrlal.sIValJu:zring rhe ,Jficae:y %mirltrowal therapj 
, ""t:. , 

given in the early poSrptJ1'flI:In period ro .w mlJtNlr arid/ur 10·r~' child. aJ theT~ are. 

iNJicamm.r Ih.at thlJ peritJd'iJ'assDciated with rhe high~st rOlt ojU'Qn,mu.ssion ofHN 

. through breast milk. 

http:delive.ry
http:tJ.1I.fi
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Any study conducted should be part of 3.re.se.arch str~tesy which nl:'ly re;ason3bh' 
-	 . 

be e,;pected to lead to interventions which will ha3ffordable. feasible :md 

sustainahle -in the same ·setUng. 

-. 	 . 
10. 	 The ~y.orinterventions and, ifsbown to be e!recd~e, tlleir implementation, \Vill 

, 	 ...........
'. 	 -. 
reqwre my te.sUng til be oUered to pregnant wonlen nttendln~ for antenatal 

. care. . This testing must be voluntary. accompanied by pre- Qncl post·test
\ . '. 	 \ . 

counselling, nnd confidentiality must be assured. 

11. 	 SiDce the primary endpoint ot studies t~ prevent MTI transmfssi~n of mv is the . 

Infection status of the Infant(s), studies shaold be designed .~~·Ilhronow.up 

sufiidently lQng for accurate ascert.QjnmeI1t of this endpoint. In particular, If 

bre.3.St·fcedIng is practtsed, the followoup may need to extend past discontinuation ' 

of breast-reecUng beca,oseot, the possibDfty of..!.atc transnlisslon. 
\ 

120 	 Eve.i'y large intervention stIldyshould be monJtored by an Independent Data ;snd 

, 	 \ 

Safety Monitoring Board. 

13. 	 To ensure thai the most relevant sdentitlc questions arc nddrcsscd~ nnd to 
. ".q, 

,. achieve complementarity, there Is a need for world Wfd~ coordlnatioJ'1.ot res~rch 

ac:tivities. WHO sbould assume this coorcUnatin: tole, os it Is in aunSque 

position to do so. 

The rapid spread oj thtJ HIV pandemic urges,sdentiszs tn develop effective 

'prevenriv,rools. SeVeral research questions still ntf!d 10 be answered to identify. the 

10 

http:coordlnatioJ'1.ot
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.'. \. 

mOJt appropriar(! antirerrovi1'i:Jl druS rt,glmLni jor rile prt"f!nriOfl ofMTJ:r.:.msmission. 

of HIV . . Mo.u of these research qw:sripils will be addn:ss~d in ,,/11: 1'oolL ('i t:JjlC-.lC)' 

. populazioJ'1J. World wide coordination is necessary to, ~"Qrantu tltor all pivotw' 

research quenions are addr:s~ed, and 'lD avoid unnece~'sarj' duplication of aClivilies. 

It is re~ofTJl7U!71ded lllat WHO assumes this coordinating role. 

.. $." 
• III 

During the meeting. several protocols for pJacebo-controlled tri~s evaluating 

Lb.e emc:~c:y of antireuovirals for theprevenLion of MTI I..!:'ansroission or HIV were 

reviewed (see Table 1 in annex). As di~cussed. earlier. the· most pron'lising 

. i:ntcrventioris are the twQ.protocn19 using orill oevirapine started UL lhc beginning of 

labour. 

, ",~ 

" 
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Table 1 E.perimcntaJ treatments suggested for p13ccbo-contrOlled clinical llials. 
depending on the timing of the intervention :ui9 the breast-feeding practices o( 
'the study populaLionr 'With an estimation of the sample size required. 

, '. 

ArtificUil feediilg Breast-feeding 

Interventions 
!tarting during 
:the antenatal 
~od ; 

- .' 

,'ZDV PO 4 wee1cs prenatally 

' Increased ZDV PO during 
'deUvery 

ZDV PO 1 we.ck to Lhe inf3nt 
.(optional) 

' " 

S~mple size: 219 if; 2 

, ZOV PO 4 weeks prenatally 

Inaeased ZOV PO during 
delivery 

lOV PO 1 week poslnakllly to 
the mother and to the infant 

Sample' size~: 288 to 603 s' 2: -'. 

. 

Interventions 
starting at 
delivery 

. 
NVP PO during, deUve.tj' 

NVP PO 1 week tome infant 
(optional) 

Sample size: 4~8 * 2' 
.. 

, , 

,NVP PO c1urinS deHvery , 

NVP PO 1 week poslna1.3lly to 
,the mother Ilnd to the infanl 

' Sample size': 458, LO 1.200 * 2 

ZDV:::: zidovudille NVP= nevirapinc ' 
PO= per os 

'The smaller sample me is based on the assulllption that antiretrovira.1 lrealm~nl decreases 
the transmission ot HIV ,lhrough breast-feeding by 30%. ~e larger samplc size is based on 
the assum.ption that antiRtrovirDl treatment has nu eUect on the transmission of HIV \.hrough 
breast"feeding. 

. .~ 
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AZTTRlALS 

Background: The New England Journal ofMedicine published an editorial and an article coday, 
about clinical trials in developing nations. The National Institute ofHealth and the Centers for 
Disease Control and Prevention are sponsoririgseveral clinical trials in a number ofdeveloping, 
nations, aimed at preventing mother-to-infant transmission ofthe HIV virus in those nations. 
, Most ofthe studies involve a placebo control. The editorial compares this, with the infamous 
Tuskegee study, in which treatment was knowingly withheld from African-American men who 
had syphilis. 

(Contact: Campbell Gardett at HH~: 202-6.90-6343 or Laurie Boeder at HHS: 202-690-7850) 

• 	 These studies - which are funded by NIH and CDC - are scientifically well-founded, ethical 
and essential to conduct. NIH and the CDC, as well as public health authorities throughout 
the world and in the countries hosting this research, believe these studies offer the only 
scientifically valid and ethically acceptable means.of developing and evalua~ing a feasible, 
effective therapy for these countries. ' , 

• 	 Since the outset, the studies have been evaluated and reviewed by the ethical committees of, 

not only the U.S. and European institutions involved but, in every case, by an ethical' 

committee from the countries in which these studies are carried out. 


• 	 The use of placebo control was ultimately chosen by the countries themselves and by the 
international medical research community because it is the only approach that 'can be 
expected to produce a sufficiently .. clear resporise, in a reasonable time period, to the 
questions that must be answered: is the intervention safe and effective, and is it feasible in 
the developing world? 

• 	 Worldwide it is estimated that more than 1 million children have been infected with mv ' 
through mother-to-infant transmission. WHO projects that during this decade alone, 5-10 
million children will become infected with HIV through perln8.ta1 transmission, the vast 
majority of them in the developing world. NIH and CDC are committed to helping the ' 
developing nations find feasible interventions for preventing mother-to-child transmission of 

, HIV. To do so, we must be committed to research that can be relied upon to produce usable 
results. 

o 	 We have conducted an extensive review of the process of scientific development and ethical 
assessment applicable to these trials. The women in the study are fully informed of the 
nature ofthe'srudies. Because ofpoor economic conditions and low standards of public 
health care in the participating countries. the women in the studies infectedwith HIV are not· 
able to. afford the considerably more expensive protease inhibitors now available in the , 

, United States, and would otherwise have not received treatment. 	It must not be forgotten . 
why the studies are taking place - to find a simpler, less costly treatinentthat can be made 
available in these developing countries, '" ' . , , 

http:means.of


Mother-to-Child HIV Transmission Decreases in the U.S.. 

But Challenges Remain For Perinatal Prevention 


As the lead federal agency for preventing HIV, CDC has several key responsibilities: surveillance of 
the American epidemic; biomedical and behavioral prevention research; support of prevention 
programs and provision of technical assistance; evaluation of what works; strategic communications; 
andHIV/AIDS prevention technical assistance to states and communities. Recent reductions in 
mother-to-child, or perinatal, HIV transmission reflect the effectiveness of this multi~level prevention 
strategy. Challenges' remain -- chief among them the need to ensure pregnant women have prenatal 
care early in pregnancy and can sustain care throughout pregnancy and beyond. 

Increasing Impact on Women 

Through December 1994, CDC received reports of 58,428 cumulative cases of AIDS among adult and 
adolescent women (13 years of age and older) in the U.S. Women account for more and more AIDS 
cases--they were only 7% of all AIDS cases in 1985, but jumped to 19% in 1995. AIDS is now the 
third leading cause of death among women 25-44. And AIDS is actually increasing faster in women 
than it is in men. In 1994 alone, 14,081 women were reported with AIDS. Women of childbearing 
age account for the vast majority of those cases: 84% were reported in women 15-44 years old. In 
1993, an estimated 7,000 HIV-positive women gave birth in the U.S., or about 1 in every 625 births. 
Not every baby born to an infected mother is also infected. In fact, without preventive treatment, the 
mother-to-child transmission rate was 15-30%, or about 1,000-2,000 infants in 1993. 

In 1994, clinical trials in the U.S., Canada, and France conducted by America's National Institutes of 
Health and France's National Institute of Health and Medical Research (INSERM) showed that some 
HIV -infected women could reduce the risk of transmitting the virus to their babies by as much as 
two-thirds by taking zidovudine (ZDV or AZT) during pregnancy, labor and delivery, and by giving 
their babies AZT for the first 6 weeks after birth. In 1994, CDC issued guidelines for using AZT 
during pregnancy and, in 1995, published guidelines for routinely counseling all pregnant women 
about HIV and offering them an HIV test. 

What's Working To Prevent Mother-to-Child Transmission 

The guidelines for routine counseling and voluntary testing, coupled with AZT treatment if the 
mother is HIV infected" are showing positive effects on the American perinatal transmission rate. 



, 


preventing 656 infant HIV infections and a savings of $105.6 million in medical care costs, and a net 
cost-savings of $38.1 million. These results strongly support routine counseling, voluntary testing, 
and AZTuse. " 

It is possible that these savings could be increased, if research shows a shorter course of ZDV during 
pregnancy is just as effective. Several clinical trials of short-course ZDV during pregnancy are 
underway in sub-Saharan Africa. In developing countries, the extensive ZDV course used in the U.S. 
is not feasible. If it can be demonstrated that a short course works, it will be a promising advance for 
addressing the terrible toll perinatal transmission takes internationally. "A model presented by a CDC 
researcher indicates that a national perinatal HIV prevention program in most sub-Saharan African 
countries would reduce transmission and provide significant societal savings, after the substantial 
initial investment in public health infrastructure and drugs. 

PERINATAL PRESENTATIONS IN VANCOUVER 

Oral 
Cost Effectiveness of Short-Course Zidovudine to Prevent Perinat.al Human Immunodeficiency 
Virus Type-l Infection in a Sub-Saharan African Developing Country Setting, Gordon 
Mansergh. 

Declining Mother-to-child HIV Transmission Following Perinatal Zidovudine 
Recommendations, United States, R. J. Simonds. 

Perinatal HIV Transmission Risk and the Effect of Pregnancy or Infant Zidovudine Use in a 
Multicenter Study, 1994-1995, Richard W. Steketee. , " 

Poster 
Breastfeeding Among HIV-Infected Women,Los Angeles arid Massachusetts, 1988-1993, Jeanne 
Bertolli. 

Early Diagnosis of Perinatal HIVInfection Comparing DNA-Polymerase Chain Reaction and" 
Plasma Viral RNA Amplification, Teresa M. Brown. 

Preventing Perinatal mv Infection: Costs And Effects Of A Recommended Intervention In The 
U.S., Paul. G~ Farnham. 

Detection of Phylogenetic ally Linked HIV Strains Among a Population of Epidemiologically 
Unrelated Women, Marcia L. Kalish. 

Perinatal Zidovudine Use after Perinatal ZDV Recommendations in the United States, Sherry L. 
Orloff. 

Lack Of Timely Prenatal Care Among Women Infected With mv: Implications For Prevention 
Of Perinatal HIV Transmission In The United States, Anna Shakarishvili. 

3 " 
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VICE PRESIDENT GORE KICKS OFF MAJOR IN CHICAGO 
August 31, 1998 

, Today, the Vice President joined Cook County Commissioner John Stroeger to kick off the 
opening of the Core Center. 

Background on HIV/AlDS. There are currently between 650,000 and 900,000 Americans 
, living with HIV IAIDs, and between 40,000 and 60,000 Americans are diagnosed with HIV each 

,year. The number of Americans diagnosed with HIVI AIDS fell 6 percent between 1995 and 
" 1996, and the number who died from AIDS fell by 23 percent. The number of perinatal

I 

transmissions fell by 43 percent b~tween 1992 and 1996. 

I 

Kicked Off Opening of Chicago's Historic Core Center A model partnership between the 
Federal government and The Department of Health and Human Services increased the funding a 

,historic public-private funding pap:ership to provide prevention, education, and treatment. 
Specialized outpatient center. ' 

, I 

" Announced Release of DeSario:Case. Ruling to Ensure Access to care Nearly 90 percent of 
, ' people with AIDS depend on Medicaid and 

HIGHLIGHTED THE ADMINISTRATION'S UNPRECEDENTED RECORD IN 
, INCREASING ACCESS TO IlIV/AIDS. The Vice President also highlighted the Clinton 

Administration's continuing cOn}mitment to improve treatment, prevention and research for 
people with HIV/AIDS. Since President Clinton and Vice President Gore took office, the 
Administration has made an unprecedented increase in funding for HIV IAIDS, including: 

, : 

, Increasing Ryan White CARE grants by nearly 200 percent. Ryan White provides treatment 
, ,for HIV/AIDS. Since 1993, fun,ding for Ryan White has incresed by over 200 pergent. The 
, Administration's FY 1999 budg,et requested $1.3 billion for Ryan White -~ an $154 million 

increase from last year. 

" , Increasing the AIDS Drug Assistance Programs (ADAP) by 450 percent. ADAP helps pay 
" ',', for costly, critical drug therapies for people with HIV/AIDS. This year, the Administration has 

, requested $385.5 million for ADAP, a 35 percent increase over FY1998. 

, Increased Housing Opportunities for People With AIDS (HOPWA) program by 100 
percent.' The Department ofHousing and Urban Development has increased funding for people 
with HIV and AIDS by nearly 100 percent. (Need info re program.) 

,Increased Prevention at the Center for Disease Controls (CDC). 

Fighting to Pass a Strong, Enforceable Patients' Bill of Rights. A strong, enforceable 
, patients' bill of rights would help assure Americans with HIV IAIDs high quality health care by 

providing critical protections, such as direct access to the specialists they need, contimity-of-care 



protections to prevent abrupt changes in care, and an independent appeals process that assures 
that critical care protections are Imide byinformed medical professionals not HMOs. 

, 

Proposed Historic Initiative To Eliminate Racial Disparities in Health. While m,inorities 
account for only about 25 percent bf the US population, they account for more than 50 percent of 
the cases with HIV and AIDS. The Ciinton Administration has proposed a historic race and 
health initiative with the ambitious goal of reducing health disparities for in six critical areas 
including HIV/AIDS. This initiatiyeincludes $250 million for demonstration grants to find 
effective local community efforts FO combat HIV IAIDS and $150 to fund effective programs that 

I 
I. 
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#1:" Background on The CORlf Foundation. recipient ofalmost $10 million in construction gnmt 
supportingdeve]opmcnt of the ,Cook CowltylRush Hea1th CenteL This Center's purpose is to 
bccome a focal point for conun,unity.widc effort~ to address H1V/AIDS and other related 
communicable diseuses, jncluding prevention, carc, and research. 

. I 

The project brings t()gether the ;largest public and private hospitals in illinois -- Cook County 
Hospitul and rush-Prcsbyteriall~St. Luke's Medical Center. The CORE Foundation is a nonprofit 
entity that is composed of two members - Cook County and Rush. 

The grant of $9.824 million wak awarded under Section 1610«b), specified in languagc of the 
appropriations bi II PL 104-134~ and specitied in the Presidcnt's budgct as submitted to Congress. 
Thc CORE Foundation was no~ified in .June 96 otthe funding. The construction isa $19.9 
million project. 

I 

Secretary Shalala participated ill the gi'ound breaking ofthe facility in Spring t997. 

The project is nearing completion. A grand opening ccremony will be held September t7. 1998, 
and the facility will open to adrilit its first patients on October 19. 

'The target population to be serVed includes all patients seeking HIV/AIDS or related care at 
Cook County] lospital, plus those who will he referred o}' transfelTed irom Rush. In 1995. thesc 
1acilities treated approximately f500 patients Jiving with HIV. " 

The services provided will have: three areas of focus: education and prevcntion, linked to 
community caJ'e~ specialized outpatient care and an array of support serviccior conununity based 
health ·care providers und individuals; clinical research through access to experimental treatment 
and participatio11111 clinical trials. 

fl2: State Regional Meeting to be held in Chicago September 23-25: 

The HIV/AIDS Bureau ~m hold the first in a series of State regional meetings in 
Chicago on September 23-25. The purpose ofthc meeting is to bring together State agcncies 
(nledicaid, HIV/AIDS, maternalLchild health. and pritnury care) to discuss' critical issues related 
to the inclusion of special ncedsipopulations in Medicaid luanaged care progranls. The first 
meeting ill Chicago includes representatives from 11 States, including minois. 

, 
, " 

I 
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1\ \\) RE: AIDS'" . 
lV ~t)o~ : 
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\J\..L' Recent Trends in Pediatric AIDS Cases ::::::::::---.. 
'\ ~ 
~'~\fiS~\erinatal HIV transmissions, w~ich accounts for 91 % of pediatric HIV infections, peaked dU~'g 11~Ll P.M~ qs 
~ - the early 1990s before preventive treatments were available. Since the implementation of AZ ~ ~ 

treatments for prenatal care and: infancy, dramatic reductions in perinatal transmissions have ~ ~-~ 
occurred: I 	 /

::£ (--Between 1992 and 19~6 perinatally acquired AIDS cases declined 43% in the U In '-1 
1997,this trend continued with a30% decline. (CDC). . ~~ 

--Perinatal HIV transmi~sion rates have declined from 21 % to 6-11 % (CDC). ~~ 

--~erinatal prev~n~ion p~events 656 HIV infections annually providing a net s vings of ~'N 
<u 

$38.1 mllhon. (~DC) '- \.) laO\) ---1 A(10 . 	 ~'~ 
. . •. to\#\(Aj\ ~v\. \ ,v 


Recent Trends in Female AIDS Cases . 111)" y~t,' ~ 


Unlike the decline seen in perinatal transmission as well as the infection rate in males, the ra .c;~""-~ 
infection for females has increa~ed in recent years: . . \ _ 

I'\. '\~,-Between 1995 ~d 19~6, t~ere was a 3~ increase in initial HIV diagnoses among y;.0,. 
~S ~i: women whIle HIY dIagnoses declmed 3% among men. (CDC) '. ~. 

~~0J' ~)):, . \ --For this reason, the proportion of all AIDS cases reported ~mong adult and ado Ie ell!'..-'\. ~ . .\')\ 1 \\"'\ 	 "\ ;O~,women nearly trtpled from 7% in 1985 to 22% in 1997. (CDC) 

~ tl.W'G \ --The trends for young women are alarming. Young women comprise 44% ofth caser~" 

~vJ .' reported for 13-~4 year-olds (seen as an indicator of overall trends in inti 


r1!J~V) . . (CDC! : . . .... 

\ v I The ,mcreasmg rates m the female populatIOn are dnven by the mmonty populatIOn: 

\ .[eu8... {;\ --African-American and: Hispanic women represent less than 25% of all U.S. wo 


~~U\ t\\l'( they account for 76% of AIDS cases reported to date among women in th 

~ ~o ~f~.v.. _~WtVC\.~ co~try. (CDC).: . ..
l )" \'\f(fl""" --In 1996, new AIDS cases mcreased by 12% ~mong Afncan Amenc'an heterosexu 

~ \,,~"\ ~\-ov.e C) women and 5% ~ri1ong Hispanic women. (NIH) . , 

~ -," 0 [ ,11\ \ ~~ 
l~,vt~~l(,\,~ssues to be Addressed : 

--One of the best methods of preventing perinatal transmission is to prevent infection in 
the mother. . . ' .' 

I 	 " 
--Young and minority womenare disproportionately affeCted by STDs that make them at 

tion. ~ C¥ ! 

cy. 
l' tv'(,. 

en,.x t ~(\~ 
~ 

<t.:, 
. '\-r 

C;~ 

least 2-5 times niore vulnerable to HIV infection: Improved STD treatment will 
be a critical strategy for slowing heterosexual spread of HI V (currently 38% of 



cases among women). 
--The'multi-drug combi~atlons needed to treat an infected person are not affordable or 

accessible to mahy who need them. It is also necessary to begin to develop drugs 
for drug ~resistant 'strains of the virus. 

--Manx do not qualify for Medicare, under disability, until they are diagnosed with AIDS 
. . ! " 

even though early intervention can control HIV. However, 90% of children with 
HIV receive benefits through Medicaid due to lack of income. ' 

--M~my managed care ptoviders don't provide adequate privacy to adolescents seeking 
treatment since rpedical bills are often sent to parents. 

Other Questions 

--What programs have been implemented to deal with pediatric and female HIV / AIDS 
cases? ; 

I 

--What must occur for perinatal transmission to decrease furthe~? 
--Is prevention ofperin~tal transmission the only effective method to decrease pediatric 

, . AIDS cases? ' 

--What programs have been successful and targeting minority female populations? 
--Have drug resistant strains of HI V emerged? 
--How soon will topical, microbicides that can kill mv be available? 
--How close is NIH to ~eveloping an AIDS vaccine? 

. ,, 
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Community Action Committee 
HEALTH, HIV OR SOCIAL SERVlC£·RLLATED AflllJATIONS 


IN CHICAGOUND METROFOIlTAN AREA 


! 

ADODI Chicago 
Advisory CQuncil - Association of Asian 

Pacific Community Health Organizations 
AIDS Foundation of Chicago 
AIDS'Legal Council of Chicago 
AIDS Pastoral Care Network 
AIDS Policy Center 
American Red Cross 
American Society of Clinical Pathologists 
A Real Read Performance Ensemble 
Asian Health Coalition of Illinois 
Asian Human Services 
Awar~ Talk Radio 
Better Existence With HIV 
BLACKlines Magazine 
BRASS 
Brothers United in Support/Test Positive 

Aware Network 
CALOR 
Central Intake Target ACCeSS Point 
Chicago Advocacy Network 
Chicago Black Lesbians and Gays 
Chicago Area HIV SerVices Planning 
Council 

Chicago Dept. of Public Health's Strategic 
Planning Committee· HIV Policy & 
Programs 

Chicago Health Outreach 

Chicago HIV Prevention Planning Group 

Chicago Organizing Committee for the 


Latino Lesbian and Gay Organization's 
Conference - October 1998 

Chicago Prevention Research Project 
Chicago Women's AIDS Project 
Chicago Lawyer's Committee for Civil . 

Rights Under Law, Inc., 
The Child Care Association 
Children's Place 
City of Chicago Advisory Council on Gay 

and Lesbian Issues 
City of Chicago's Domestic Violence 

Advisory Coordinating Council 
. Coach House 
Community Standards Review Panel for 

CDC/COPt( 
The CORE Center· Volunteers/Peer 

Educator Program 
The Crossroads Fund 
Departmen t of Children & Family Services 

El Rincon 
Entry House 
family & Children'S AIDS Network: 
Glaxo/Wellcome Community Advisory 

Board 
HIV Positive Action Coalition 
Horizons Community Services 
Howard Brown Health Center -' f:;kf fM~.~ 
Human Resource Development Institute, Inc. 
Illinois Assistive Technology Project. 
IDPH - HIV Prevention Planning Group 
1l1inois HlV/ AIDS Latino Providers 
Illinois Methadone Coalition 
Immigrant/Refugee Health Task Force 
Interventions 
LOgan Square Gay: Lesbian, Bisexual, 

Transgendered Neighbors 
.Midwest AIDS Trading &. Education 

Center 
National Association of Social Workers 
National Lesbian & Gay Journalists 
National Minority AIDS Council 
National Women's AIDS Council 
1998 AIDS Watch 
1 998 CAEAR Coalition 
Northside Domestic Violence Consortium 
People of Color Coalition 
Piser Chapels 
Provident Hospital· Infectious Disease 

Committee 
Queer Nation Chicago 
School Street Movemcnt- Sex Police 
Sister's of sobriety , 
Society of Professional Journalists Assoc. 
South Side Caucus . 
South Side Help Center 
Southside HIV/ AIDS Resource Providers 
Stop AIDS Chicago 
Test Positive Aware Network 
UIC College of Medicine/Dept. family 

Practice 

United Way Family Life Priority Grants 


Committee 

Vision House 

Westown/Humboldt Park HIV Providers 

Coalition 


Women's Justice fund 

Woodlawn Health Center 
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Thank you, Mr. Chairman. for pro~~fling SinlU Family with the opportunity to present 
2',·' 

testimony before your Subcommiti~e thi~ year. 

I serve as Chief Executive Offi~t:~;of Sinai Fllmily Health Centers, the largest netWork of 

I:ommunity health centers in the C~cago area.. Our mission is to provide high quality, cost 

effective, comprehensive prlmary,?~d preventive health care. We are govemed by Ii 

community-based Board of Dlrect§.rs, most ofwhom. are patient!! or community members. 
,. 
.' .. 

" 
Bom out of Mount Sinai HospitaI in the L980s, Sinai Family was awarded FederaUy 

Qualified Health Center Sl:Atus i~: 1991 and became an independent community-basad 

health cemcr network. We have.g) Si.tC3"': 18 ~mmunity health centers, 2 school-based 
t,:_ 

clinic.:s. and 3 speciul clinic5 l001l;1~ inside social serviclC agencies - 1I.n.d we have about 

170,000 visits annually by appn.);;j~ately 60,000 unduplic8.ted patients.
'.,.. . 

1990 U.S. Census figurt~ show t~t Chicago ha.'lseven out ofdte ten poorest communities 
~';'~, . 

in the country. Sinai Family ~~~faciljties in five of these communities. s~rving the 

indigent. unemployed,or worlcihgpoor regardless of their ability to pay. Beyond 
':/~,' 

providing uearment for illness ~orepisodic conditions, we· 8.lso emph'asize complete 

continuity via ongoing hea.lth clli~::' health education, and' health manag<=el'lt for families 

and individuals throughQut their il~'es;... from the prenatal to geria.tric stllge3. 
.:~. . 

Sinai Family's vision for the heal(hy;furure of our pll.tic;nts i~ focused on.a plan to develop 
, " " .'. . ~ 

..a system of urbd.lf communityllt~lth ,Ctl1'I!. 111 order to maintain ami expand this 

commitment., we continually te~~e'ssand respond to the rapidly changing urban health 

care environment We provid~I;~hwil:Y and coSt effective health care to all our pntienu, 

and i[ is for this mission tha.t w(~~ic for your Subcomminee's cnJci!lJ support. 

Community ht:a.1th centers fill II critical void by 

2 
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":" 

providing care to over 10 millionJx:rsons not presently served. by other providers, and fur 

those who could not otherwise afford primary health care. 

Tn Cook County. Medicaid enrouinerrt has decreased by 60,000 in the last two YC'df5. This 

drop in ~nr()lImenr is due largely': to .en improved economy and changes in welfare and 

immigration laws. YnfortunatJly, it is very likely that the vast mtljority of these 

indj~duals, even if they are emplo.yed, are now uninsured. Sinai Family continues to serve 

the:se Q£ien uninsured patients. 

WIth [he increa~ed enrollment or Medicaid patients in managed. care, Sinai Family and 

community health centers throug~out the country are receiving decreased reimour~emenr 
. ~ :," 

ror serving Medicaid Patientj.:~ven though Sinai Fll.tnily has rccngineered it;! s~rviC\1l1 

delivcry system and instituted':;otb~r than!,!c!> to reduce c:n.:ountc:;r ':u:;ts by 22 pel'cent, wc 
,J • ~,. . 

HIe b~ing squeezed financiallY·bY;reduced levels of reimbursement 3ml increased numbers 

ofuninsured persons. 

,j : ~~f'~ 

for Ulese re3S0ns, Sinai FanuiY1jspl~asad that (he National ~sociatlon of Community
,;,-::.-: . 

Health Centers (NACRC) iswb'f'klng with Congress and the Administration to se(.;ure an 

incrctl.3e in fiscul Year 1999i~kAmtrica's community health centers in the: hupos of 
;">" 

making .;;omprc:hcnsive primary"ti~~lth care available to an additional 350,000 uninsured 

persons ~ationwidc. Sinai Fami1~:~ransly sl1ppmt~ NACHC:'s retlue"t thr 8.11 additional $100 

million in fimd~ for HRSA's CC)~liilated Health Center Program. 
.:,>.\\ 

A top priority for Sinai FamiIY:(ii addressing the needs of infants and their mothers, 

Accordinily, Sinai Pamily \Y'~~;'l~~sed to be given the opporrunity, along with tllree other 

corrununity h(!alth centers, to redtic?e:lnfartt mortality and low birth rates on Chicago's Westside: 

through a fualthy Start grant whi~t<~.lS awarded last tillI. 19 out at' every 1,000 babies born 

on Chicago's Westside die in ~r~ yew- oflifc:. Through tlus Bureau afMatemw & Child 

IleJlth (BMCH) HciAithy Startg~~l~ Sinai Family \l.li1J reduce this shl,)(;kingly high i.nfant· 

mortality rate, and low binh ~ei~f;i tf::s,by 20 per~nt.throug.h the implementation of srudicd 

3 
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' .... ' 

and proven community health au,'~prl1ctices. Sinai Family ask3 that the Committee cuntinue to 
;~ , . 

fund th.e Healthy Stllrt program to,i~pand an.! enhance pre and postnatal. care. 
".", ' 

. ,." 

Sinai Family h~ also de...e1~pe::d·i:nnovab...e p1'ognlmming to iJ.,ddrcss some of the specific 

health care problems faced by those elderly Iivins in Chicago's poorest neighborholXis. In 

addition to a general incre'dse in ,health care problems as they get older, senior:; often find 

that poverty and crime aetas barriers to seeking and receiving adequate health care. 

ConsC:'1uc:ntly, many seniors are forced to allow illnesses and disea.se to go untn::ated until 

the problems develop into 3C'V<:rc' ~ca.1th thrc;i\.t,. 

Sinai Family's Senior OutreLlt.'h P~ograrn is aimed at addressing the problems faced by the 

inner-eity elderly. The program provides medical 9creerungs IUtd acce3S to healtb care for 
o r:" 

senior r(!sidenrs of public housmg:. In the last four m(mths, the Sl]nior Outreach Program 

hIlS identified D..lld linked to p~M~j health care services 400 seniors with serious health 

problems. Sinai Family asks that the Subcommittee encourage the Adminisrra[ion on 
.~. ' .', 

Aging to evalullte:: the degree:,:tQ' which outreach programs as~iat vulncralJlc :icnior 

populatl\ms meet their preventiva,and primary health eMe needs. 

'. ~:~~ . 

Fina1!y, Si.nai l':amily urges theSJ~~mmittee to e~coW"age the Center for DiseilSe Control & 

Prevemion (CDC) to' continue,;tgf~i:)I"k with comlnur~ty based or'~tior1:< to crmtroJ the 

spreud ofinfcctiou:s diseascs. Th~f~}j'snow strung e'v'idence that the presence of other SIDs 
: ~, . ::.!!. 

increases the likelihood of botl1':"transmitting and acquiring my and conversely [hat 
-'c'" : • 

... increlL$ed STD trc;;.tmcmt ean slop:lhe spread ofBlY. 

Sinai Family also sh<lres this'sJWbommirtee'!) concern about thedisproponionatcly high
',>"' ,:;;t:".: . 

prevalence of cancer among"~i'!i~4varitaBed lind minority populations. Despite overall 
.':., .!:!:.:./.,'; . 

lower rares of breast and 'c:erv!fa1·CJ.ncer among African Americlln women, the late 

diagno:sis of these two tre~~Xb!~i~~;eases is resulting in h.ight!r. mortality rates. Sinai' . 

believes that as the CDC J~~tW;~'t~ deal with rising rates of canc~r among minodry . 

.{'::: \~ii ,;," 
. '~',:. i· ' """ 

!!!lCI]' 
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women. funding should be made lI.V1lilable for early screening and treatment programs 

specifically designed to addt'~~$th~needs Qfthis pw-Ucu1ac population. 

Mr. Chairman. Sinai Family thanks you for the opportunity to presoot testimony to your 

Subcouunittce thi.) year. 

5 
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Thank you, Chalrman Porter, fo~.;·~f~viding Haymlll'ket Center with the opportunity to present 
r ..' ~;)J;·i."; 

t6lbmony to your Subeommittc:c: agaHJ)his year. 
:,-,:~:~:.:'.:, 

.. .:,i~~·

'f.' 
My nam'c: is Anthony Cole and 1'am qj~ President ofHsjmllrkct. We are a comprehensive SUb:I1<IllCC 

,>,,~~, 

abuse ttOltmcnt center on the NcarW,¥S[ Side of Chicago. We were founded in 1975 by Monsignor 
;, .'''.. 

Ignatius McDe.mot1. Over [he pa~1t~'CntY-three years. we have developed geveral unique p(OgriJ.rn~ 
.,' ,'."t,' 

[0 address tho needs of high·riskterlltdes and the non-violent drug offi:ndc:r. Haymarket c\uTemly
;, 

oB:b-~ cornprehensivc a.nd integrated 1f.eaunant services to fl.n I\verog.: of 13,000 clienh a.nnu.a.lly. We 

are the largest drug abuse trel\.ttnent i~ntc:r in the City of Chicago and the 1hird largest in the State of 
-,,(,' 

rlIinois. 

1 present lhis tc<;timony this year tJJ;'provide a status report on Hayrnarket'~ ongoing dfOl1S l~l be 

illlloloalive and effective in our pro~l'1g. 

:;+.; 

We a[ Haymarket believ.:: that the trea~~';;ntcommunit)' needs [0 be encouf'aged to further develop and 
').~'.., . 

to rellrul what is called IL '·(;ontin\lur*~bfcarc." Tm:> "continuum" is the imegration of drug abuse 

prevention, drug abu:.e treatment, hlU~lh S~Mces including HlVIAIDS. day carc. parent tnt.ining. 
)?;> 

vocational education, job placement ~~screenirig for dome!tic violence and gambling addictil,n. This 
:"'/,:'.1 . 

integration of services enable!! the ~~tment cOlIU11unity to heip more addicts ba.:ome prodllcti\l't'! 

membors of: society more quickly. 

HaymtUket' has been givcn the oUloortU!1ritv evaluate our integration of service~ Iheory through a 

CSAT dcmonstraIion g,ram 1l\V!~Tt1f'rt in Fisc:tl Year 1995. Through this CSAT Residential 

http:p(OgriJ.rn
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Women & Children (RWC) G~:\..'e ue providing residential treatment to man: that twenty 
, ,f ~}'~;: 

. \;h~mit;a1ly dependent women and ~~~ir children. We are also conducting a rigorous evaluation of our 
. ,: .....,.( 

long term trcatmCllt model and J[~·.~c:ctivene5S in rc:du,ing recidivism rates among c~nically' 

dependent women, and the severiry:and types of impairment experienceii by their drug-exposed
" '...\~' ',' 

children. 

Wea.qk t~aI th~ Committee efl~tJrl!8e CSAT to continue to ti.lnd Knowledge Development & 
:'.....'. 

Applicauuns (KDA) projeas whicl. c,><pand and enhance, trea1ment Cor hiM risk and hard-to-place 
::::::t~.. · ~ 

populations. In order to meet th~;(ih3IkTlge of limited federal resources. the treatment community 
, ' :;:.:.::} 

needs to equip ourselves with a betterunaen,;tandulg of which treatment~ are most effective with which 
~,;~~.,'i 

subgroups of abusers and adJjct!l.W~ need to recognize the vnnllti(Jns among these gr,,~ps. and th,u 
" 

3;';:,' 

pn)gram model. dc:vdoped to lrei(t:a white. male poputaliolt 8J'e not directly trll.nsfe::'able tc other 
,",'.'.':\' 

" 

grOUp!> like pregnant and postparWm women. Th~se cUems bring \With them a whole other ser of 

clients - their children_ Few treitr~~hlf8Cilhic3 tlpprou.ch women as mother~ a:s well iI.J individuals, or 
• ""'<J, • ; 

deal with matters relat~d to the w~li~~ang oftheir children. 
~'~'" .' 

Haymarket' understatlds that the' t~@~ill goVt,:anmcm has limited pn;\:onoon atld treatment r",sources. 

However. wt: believe [hat theSEt~ial~ed resources need u) he targeted tOWi\Tds high-risk populitiollS 
. <>i}F : 

such as pn;~ant and postpartUrrij,~§men and their children, Especially when one considers that the 
,'"'.'.!;".,"-;' . 

greatest cost S<1v1ngs an:: II.Ssoci~~K9tJl trealillg this population. In addition IO the savings connected 
':~--~'!'}~?~;;~ : . 

to rreatir,g the mother, there an(sigdificant savins~ to he realized by delivering d,¥g-free in[(ltIts. The 

expense of intensive hospital cartfdreach drug-exposed newbom r~es from $20,000 to $40,000. 
, ;,f;':.-. 

The Ilve;rllB'" totn.l cost of t:arc&d~~;Ah to' ase 18 for each drug~poscd ~hild i!l $750,000 i:U.>cording 

.:;:,'~!~;':':" 

http:tlpprou.ch
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:~. r. "/{·s., 


I also recognize that this Subc6~~,t.ee receives no credit or benefit from savings to the Medicaid 
. .' " .; r . '. 

-"',f 

program resulting &om incraL!led,:apPi'opriations for trciltment This is unfortunate -ju&t took at the 
. . .. ,~t~;": 

numbc~: at least one in evelY ~ye ~.edic:aid dollarn spent on hospital care is a:s a result of llub!tance 
. '" ,,;;. 

abu~e _. at a cost of $8 biUiort:a y~. An untrCl1wd addict can c;ost socic:ty lUI estimated $43,200 
. - ':':-::':;;'. 

annually, compared \loiith an averJ8¢:'$16,OOO fur a year of residentinJ core. Haymarket r~ma.iT\~ 
';".:' /':>- ! . 

, .,:. ',.'i·-': 
concerned t1u.t, as the trend orslMW~ pubtic health care to managed care continues. little attentilln is 

.~ . 
, 'Iy: 

being paid to how to effectively tt~~r,er m~d care practices to publicly funded residential treaunent 

3cuing5, which are the last &llfd;nktifc>~ many, 
, ; ,', ' . . '.",;;~~' , . 

~. :',",)~:f 

c:~j:' 
Haymarket believes that Ihercj5~;~,ir~ct correlation between the comprehensive nature of trdl:tment 

, nrui reductions in re"idivisrn ra!~~.::;}iccnrdingIY, we have incorporated a preventative health services 
:~;·::·\:f. . 

clinic into (,ur t~aiment progratnJ,:Jhrough the el>tablishrnent of an on-site clinic, in pan:m:rship with a 
'!ij 

Licdcfally Qualified Health Centei~khil;ago, we have been able [0 nddre!1s th~ variety of medical and 
" "\~ . 

hellllh related problems which i~~de' our diems' trel1tment progri:SS, We urge the Committee to 
~ ,. 

> ", 

encourage the CDC iUld tiRSA'lo;~6ntinue to work with ccmmunity.based~)rSMizllti()lls to control 
" "', 

the spread of infa.tiou'; disea.sI:Ul~~: reduction of chronic di3CIUIC, und the n:ductioll of risk f.u.:tors 
-,' '. ~ ;; , 

tluuugh preventive er.d primaryhe:ilihcare,
,', '"';:' 

r ," 

Finally, Haymarkc:t is looIdn8(i;,~f,iii,~ the vocational education and job placement services we offer 

,'~~:~:- ~ '\\;':'''~" ;",\j: ' 
ulir client::. Once they have c9mple,\ed,~catmen!, and havl! beb"Un to address other medi\;a! and hd1lth 

::~~" >,.'t~ :>-.: '~, ' '. 
relaled problems. the one impediniOlt tney face i::l a lack of employment opportUnities, Hllymw k.eI is 

" /:' . 

4 
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" 'j • -­

looking to coll!!horate with'th~;.,B;:;tcOrps Center. which is sche~1uled to open ill ChiCilgo !his year, in 
•.(~'~=i ; 

dcvdoping an outpaticnti~ We ask that the Comminee encourage the 
, '/ <,-; ~"'.".,:! 

Depanment of Labor 10 cdBsi~~t';,;WQrkin8 with corrununity-based organizations in this and odler 
"."" .::~; ,::,..., , 

innovative ways. The Dcit~m¢'trt' has been charged with developi.ng wclfarc-t..:l-work cumi.'Ulum 
",,"', '\'",,"1" • 

progta:rns but if welfure.to.Wo&·'~tfOI1S are to. succec:d the current treatment :!}'s[em'lj capacity will 

need to be increas.cd. For e~M~ the U1ioois Depa.nmem of Health & Human Servic6f; estimates that 
, ': ~ ?::(~~:. . , 

[arty pen;c::nt· of the State\s}t~ population has a substance abuse problem and is in need of 

treatment !!ervices. .' :~':. ';, 

: : ::,.~:;;. 
.:,'(" . ' 

.. ::. " :'~~;>,,' . . 
In closing, Haynwket requ~i~).hat you help the treatment COmlllu.lllty create Ii "continuum ofcan:' I fer 

. individul1s with drug abuSep.~~~I~ms so that (hose individtlal~ clllll\ddres; their problems more qUickly' 
, !j}~;:rr· . 

and oompletely ,'/;, ..·-"',:·,':).'t 

http:increas.cd
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Comments: Here is the information requested on the HOPWA program and grants in the 
Chicago area. I believe the area HUD office will have more information on how the City is 
using its formula funds, that I can pass along in the near future. . . 

llIinois lol.ltSide of the John R. Lumpkin, MO Ms. Terry Oobbs 
Chicago and St_ Louis Director Direct Services Administrator 
EMSAsl Illinois Department of Public Health AIDS Activity Section 

, 525 W. Jefferson Street 
. Springfield. Il 62761·0001 

Illinois Dept: of Public H,ea!th 
525 W. Jefferson Street 
Springfield. IL 62751 
217·524--5983 

Chicago II. PM SA Thom Dombltowski Larry Wolf 
Program Director, Division of HIVfAIOS Division of HIV/AiDS Public: Policy and 
Public PolicV and Programs Programs 
Chicago Department of Public Health Chicago Department of Public Healtl'\ 
Room 2-148, DePaul Center Room 2-148. DePaul Center 
333 South State Street 333 South State Street 
Chicago, II. 60604-3972 Chicago, II. 60604·2972. 

312-747-8816.312·147·9641 
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BOPWA Projects in Chicago 

The following community profiles describe. how the City of Chicago and the State of 
Illinois (two of the 32 States and 59 cities that are eligible for HOPWA formula funds) have 
used federal and other resources to address the housing needs of low· income Americans with 
HIVIAIDS in their areas. These community profiles are summaries of activities that are part 
of the area's consolidated plan for the use of formula allocations mad.e available by HUD's 
Housing Opportunities for PersonS with AIDS (HOPWA) prograni. Communities may use 
the annual allocation over a three year operating period. . 

Since 1992, HCD has distributed a total of $1,145,135,000 by formula allocations in eight 
fiscal years. In most cases, the earlier allocations have been fully used in provided needed 
housing assistance to persons with HIVIAIDS and their families who have pressing housing 

needs. The most recent grants are generally in a development stage that involves community 


. consultations. the development anq refmement of plans, and the selection of providers. often 

by local reque~t·for-proposal processes. Following deyelopment, programs initiate 
operations, select trained staff, identify clients. and coordinate services with other area 
providers. Property development activities, such as site selection. predevelopment plans. 
coIlStruction and rehabilitation efforts. code inspections, and, licensure actions may also be 
involved 'in specific projectS. Grantees and their sponsors also monitor the assistance 
provided to clients, may adapt activities to improve the responsiveness of services and 
.consult clients. undertake evaluations and report on the accomplishments of their activities. 

Over tUne, the number of communities that qualified for formula allocations has increased 
from the original award of 38 formula grants in 1992 to the current FY98 allocation of 88 
formula grants. Under the statute, a community is eligible· if it is a metropolitan area. of over 
500,000 population or a State that has at least 1,500 cumulative cases of AIDS as of March 
.31 of the year prior [0 the appropriation. HUD uses AIDS surveillance information from 
CDC in determining formula eligibility and in making allocations under the formula criteria. 
Ninety percent of the annual HOPWA appropriation is distributed by formula, e.g. $183.6 
million of the $204 million appropriated for FY98. Ten percent is used by HUD to select 
.Special Projects of National Significance, and projects in non-formula areas under a national 
competition. 

•. Chicago, IL 

FY 1992 $ .919.000 
FY 1993 S 2,292,000 
FY 1994 S 3,122,000 
FY 1995 $ 3,288,000 
FY 1996 $ 3,3941000 
FY 1997 $ 3,805,000 

/
FY 1998 $ 3,900,000 

The HOPWA formuia grant,· rUst funded in 1992, serves persons living with HIVIAIDS and 
. their families in the nine counties in the Chicago metropolitan area. 
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The HOPWA fonnula program. administered by the. City of Chicago's Departmept of 
Health,· funds a program with· five maiD areas of activity: (l)rent subsidies/fmancial 
assistance. which includes emergency housing placements and an average of six mon1hs 
reDt~ assistance; (2) assistance for persons with IllV/AIDS residingJn community . 
residen~~> with residency averaging 138 days; (3) supponive serviCes to maintain a 
continued level of independence; (4) costs for advocacy and t.echnkal assistanc:e;and (5) . 
expanding ofh6using resources through acquisition, renovation•. construction and the leasing 
of sites', , . 

These five levels of activity' within this region is an attempt on the'part of the ~ity to . 
streamline allocations and contracts in order to provide the necessary services to clients in 
the most expedient manner. Priority consideration is given to those person living with 
mvIAIDS who are homeless or in imminent danger of be.cominghomeless. . '. 

• State of DIinois 

FY 1996 $ 391,000 

FY 1997 $ 467,000 

FY 1998 $' 489,000 


The State of Illinois was not eligible for a HOPWA formula allocation until 1996, The State 
grant, a.dm.inisrered by the Illinois Department of Public Health, serves all of minois outside 
of the Chicago and St. Louis Mettopolitan Statistical Areas. 

. In March~ 1996. the Illinois,Department of Public Health learned that it would be 
. administering the HOPWA formula funds for the State. By May. 1966 the Departnient bad. 

submineda draft proposal for HOPWA funding for comment to the RYan White Title II 
Advisory Council members, AIDs serviCe organizations, local AIDS Task ForCes, statewide' 
housing-related organizatjonsand other'interested panics .. In June 1996. a fmal program 
plan and request for proposal was issued. 

Based on the input of the various organizations and citizens involved, in the p~an, the 
Department chose to'utilize the HOPWA funds by linking into the established InV,cate 
consortia ~ysrem. The system divides the 102 Dlinois counties imo eleven regions with an 
identified lead agency that coordinates a continuum of care for persons. and their families 
affect¢ by HIVIAIDS. The following services are provided by Ihe local HlV care consortia' 
members: case management, rent assistance, emergency housing assistance, utility assistance, 
primary medical care, lab services. dental care, nutritional services, mental health . 
cOUllSeling, legal services. substance' abuse. counseling and transportation.. 

In 1995, the following twp grants were selected in a national competition in this area as 

. 'Special Projects'of National Significance:' . 


'f' In Joliet, Illinois,a grant for $465,991 was'made to Cornerstone Senias, Inc., a non· 
profit, comprehensive social service agency that provides housing~ mental health. . 
employment, de'lelopmental, educational, and recreational services to persons with 



16:33 HUD COMMUN I TY PLANN I NG & DEVELOP -t 9456555'( . NU.04b 

disabilities. Cornerstone developed a program in collaboration with AIDS Ministry of . 
Illinois, a non-proti[, non-denominational social seIVice agency that provides housing, 
suppon groups', advocacy, referrals, and counseling for people living with AIDS. Over'the 
tbree-yearoperating period, this project is providing inqependent living options with 
supportive services for eight persons with AIDS and mental illness in suburban Will County. 
IDinois. Services will include intense case management and advocacy, counseUngand mental 
.health seIVi~, substance abuse treatment, daily living skills training, employment services. 
crisis. intervention, and socialization and support groups~ .Tbi: project provides rental 
assistance' for housing that allows people living wIth AIDS to avoid isolation from the larger . 
community. 

• Travelers and Immigrants Aid of Chicago's First Step Program reCeived a grant for 
51.030,000 to provide assistance to address substance abuse recovery. housing stability, arid 
HIV-related health issues of homeless and low-income people living with AIDS by . 
establishing an innovative housing recovery _program. The project'draws participants from­
the Uptown and Lakeview areas of Chicago where the City's Department of Health indicated 
that there had been 972 and 1,302 cwnulative cases of AIDS respectively. HOPWA funds . 
have been used to establish a IS unit substance~abuse housing recovery program for homeless 
people living with AIDS that includes case management, a day heaHh program, emergency 
transitional housing, psychiatric and Clinical mewl health services. coinmunity healm; '.' 
nursing; housing resource development and rental assistance. and primary health care~ OVer. 
the three-year operating period, the grantee expects to serve between 4S and 60 people living 

. with' AIDS. Additionally. the grant funds ,a comparative assessment of differem service 
models employed while worldng with homeless people -living with AIDS who also have, . 
subsr.ance abuse problems. Through the examination of four models of housing and service' 
delivery based on variables of housing delivery, the abstinencelrecovery continu.um, and-the 
HlV health status of participants, the grantee is developing predictors of success for various 
approacheS. This information is intended to be used on' a national scale for e.nba.ncing the 
delivery of services for people living with AIDS. 

http:continu.um
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Housing Opportunities for Persons With AIDS (HOPWA) 
Annual Progress Report ' 

January 1,1996 - December 31, 1996 

. Part 1 Summary 

Exhibit A - ()verview of Accom'pli~bm~nts 

The City·ofChicago Depan:mem of ~blic Healr.h was the recip~ent of $3,394,OOO<'FOrinula 
" HOPWA funding for the 1996 fiscal 'year. An RFP was issued 011 "larch 18th for C""IlmUDity 

Residence Operating Suppon, Food Services, Home Health Care, Housing Advocacy, and Legal 
Services/Entitlement AdvQ!:acy. Eligi,hle applications were read, scored, evaluated and .disccssed 
by members 'of an independenr. reviev.i panel comprised of PWAlflV IPWAs, other member of 
affected populations, business persons, and sraff and volunteers ofcommunity-based and AIDS-
service organizations. ' . ' . 

The panel ranked all· proposals in ord~r of funding preference within each category, as· well as 
made funding recommenda'rions for each proposal: For this fundIng year. the City approved the 

, allocation of funds [0 23 :agencies. Som.e agencies were funded in more chaQ one service area. 

CUi:' main objec~i~"'e for this fundiug cycI;; u{the HIV/AlDS lIousinglrJtiid-.-~ was 'to target 
programs and projects [hat provided s~rvices to low-income persons with HIV-disease or AIi>s 
in Chicago and the surrounding 15 communities comprising rheEligible Metropolitan Area 
(Ei.\'lA). [NqIC- I ow income individuals are defined as any jndhdOllllJ or famil;Lwbose income 

daes Dot excec:d . 8Qpcrcenr of the median ;m;ome for tbe area ,as dCicOIIined at HUD, wjth 

adjusrmems [OJ smaller and larger families] Priority consideration was given to homeless 
PWHIVI AIDS 'or ,those who were in imminent dang~r of becoming homeless. 

In' FY 94/95: CDPH awarded [he AIDS Foundation ot'Chicago (AFC) and AIDS Housing of 
Washington a contmer to develop a five year comprehensive housing plan" for the EMA. The top 
recommendation for the I-lousing Plan was the development arid. implemenraIion of ~ centralized 
information and referral system. This has been completed in FY 9",: ", 

. ..,.. .. ~. '," ' 

Qu'r five program objeciiv~s were: 
. " 

Mauuain a· centralized information and referral system ·that would provide accurate and up­
to-datejnfonnation about I-IIV/AIDS housmg services in the Chica.go EMA, The program 
will be accessible by [elephone fora minimum of.fon:y (40) hours each week to consumer.s 
and. pmc:rltial oonsumers of HIV rAIDS Housing services, service provid.ers and members 
of the public, 

http:Chica.go
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Provide a minimum of three thousand five hund~ed;(3,S00) months of rental assistance [0 

no fewer than three huridred t\I,Ienty-flve (325)HIV/AIDS disabled, low income residents 
of the Chicago EMA. ' . ' 

Provide housing in a community':based residence for an 'ave[~ge iength of Slay of 138 days 
eacl) for S8 persons; , " ':~ . 

, * Provide short-term SRO housing for. an average Qf 90 days e,ach for 46 persons; 

* 	 Provide sUpportive services such as food, home, health, and: legallendtlement advocacy' 
s~rvtce;; for 'up tQ'~i')O persons., ' 

During, The third year of the HOPWA prografll we llave succ'essfully met, and, in most cases 
, exce~ded, our projected goals for the number of persons to be served. ' ' 

" '. 

* 	 Eom commu~tY based organizatic;ms' were identified in the area 'of Resource Expansion. 
ChIcago House & Social Service 'Agency. Samaritan Housingl 'United Methodist, 
Childien's Place Assoclation, and TIAJCentury Place Development/Sutherland Hotel, An 

: additional 	$500,000 for Resource Expansion has y~t to, be' allot1ted: The HOPWA 
aiJocations in thisservict: area will, prpvid~ [he following,:, ", 

Chicago House & Social Service Agen,}!.- This project will focus on housing for sh1g1e . 
,men. ' The agency is in {he process oficiemifYlng anappropriace sigiuat present .. ' ' 

" 
The.:Child~D;s Place'Assoc.iarjon- will be able to house 3 familieswirh up to 5 membe~s , 
e,ach. Toe building ~i.li aiso have a day care cencer whkh' win oe abie: to ac<.:orrunouau: ~.5-

" 60 'children. The agency is, awailing its environmental impact approval from. the State of 
lllinbisand 'Hun. . " 

Sama~itan' Housjng/UnjTed MethodisI- will be able to provide '15 unirs 6fhousing for 
,homeless indivitiuais infected with HIVI AID~ on [he SQu[h side. . 

',TJA/Cen~ Place beyeIOpmenr/.$,UIherland Harel- will use {h~iraward 1:0 provid~ 25 
,apartments as well as an innQvative day care program in a s,outh side ,site. Additional 
'funding for the projec'r will be provided by other funding sources such'as Shelter Plus 
~a~, ' " 	 , 

·2· 
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.,. 	
!.en community residences were funded to provide a total of 37,202 days of care. 

As a result of HOPWA funding we were able [0 increase the number of beds in the 

communiti.:s of color by.Y. Three newly funded providers, (AIDS Care on the 

city's north side, Interfaith/Vision House on the south side and Omni (ncorporated 

Initiative on the west side) allowed for the increase in the number of clients served 

as well as the expansion of subsidized housing and (unnoT'tive services in areas that 

had heretofore had limited access to these services. Furthennore, it has fostered 

networking and. awareness among service providers in this area. 


Eight community-based agencies were awarded monies (0 provide supportive services 
ranging from home health and food services to legal assistanee/entitlem.ent advocacy. This 
program has been particularly successfully due [he collaboration and coordination among 
all of the HOPW.·~ funded agencies. Inter·agency referrals have created an extremp1y 
effective means of Sb vice delivery. 

A newly funded agency, HIVeD began the provision of home delivered meals and/or 
groceries to PWHIVI AIDS in the suburban EMA. AIDS Legal Council of Chicago has 
been able to set up an office a[ CooK Counry Hospital(the largest provider medical care 
to low-income PWHIV/AIDS in the EMA) where clients can access legal services. 

E.out agencies were funded to provide Housing Advocacy to PWHIVIAIDS. The services 
ranged from connecting clients with landlords with available renrais to .providing legal' 
representation for individuals wirh housing related issues. HDPWA funded advocates also 
work: closely with state and local goverrunents to ensure [hat Section B legislation includes 
consideration fer PWHIVIAIDS. 

Heallhcare Alternative Systems was newly funded this year to provide housing advocacy 
iO the grow il1g I!u\nbcf \J fHispl1nic (:l'.r1.lS needing lhl:i :sen icc: on C!ti~i:i¥u':s west siuc. 

Exhibit B • Program Improvements 

Barriers 

Due to a late start in implementing the centralized housi~g and referral system. the disbursement 
of reI'll subsidies is the most significant challenge facing the Chicago EMA. The HOPWA rental 
assistance program began assisting clientS upon execution of the contract to the AIDS Foundation 
of Chicago. AFC has implemented a system of equitable distribution of subsidy slots by using 
epidemiological data of living AIDS cases in the EMA. The funding allows for approximately 
6.5 slots per 100 living AIDS cases. Tl1e incidence of cases was then divided by community area, 
and a corresponding number of slots were assigned to each of five partner agencies. . 

-3­

http:l'.r1.lS
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Eligibility requirements which were initially deterniined in conjunction with the Iiousing Plan. 
included having an AIDS-related disability. This ruled out individuals 'with only an HIV 

. diagnosis. An important component was the a,biliry to develop a plan whereby the ciie,Qt would 
eventually be able to pay for housing. with other resources. The positive aspect of centralized 
progmn administration has allowed for coordinating the use of HOPWA funds with Title I shon 
T"'l'"1,TI rental assistance. System integration however. has laken some time. . 

, Solutions 

Focus groups . were convened during the winter to address same of the inherenc problems of 
eligibility criteria and systems integration. The following changes will be implemented: 

(1) 	 Three tiers of cliem eligibilicy will be set forth (Levell = disabled by HIV; Level') '= 

HIV + and o&~I'\Vise disabled; and Level 3 = HIV+, not disabled) to enable all.clients 
demoYlStrating fu!ancial need to obtain as.sistance if funding a~lows. 

(2) 	 Case managers will assess clients to establish priority level. 

(3) 	 Me will closely monitor funding utilization. and may resr:rict access to level 1 or to Level 
1 and Level 2 clients at any time in order to assure, that funding will be .available 
throughout the contract year for Level 1 clients. 

, " 

While clearly acknowledging [he advantages and strengths of the new program the focus groups 
consistently raised two concerns (l) lack of consumer-level publicit'j and (2)..inconsistency among 
case managers in assessing client need and assisting clients in applying foc the program. 
To resolve these issues. efforts will be made (Q acr,ively involve housing advocates at the CBO 
partner agencies in providing training and technical assistance to case managers on an ongoing 
basis. Te·further publicize (he program, consumer-oriented marketing materia.is are being 
developed to be distributed throughout the EMA. . ' . 

cd\wpSl hopwa96,lnn 	 -4­

http:materia.is
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Program: The Housing OpportUnities for Persons 
with AIDS (HOPWA) program provides housing 
assistan~e and supportive services for low~income 
persons with HNIAIDS and their families,. Grants 
are provided: (1) by fonnula allocations to States 
and metropolitan areas wich the l~rgest number of 
cases and. incidence of AIDS; and (2) by 
competitive selection of projects proposed by State, 
and loc.aJ. govermnerus and nonprofit organizations. 
Grantees ate encouraged [0 develop conununit:y. 
wide comprehensive strategies and to form 
partnerships with area nonprofit organizations to 
provide housing assistance and supportive services 
for eligible per~ons. . ' 

'Consolidated Plnnning: .All HOPWA fonnula 
grants are available as part of the area's 
Consolidated Plan.' which also includes me 
Conununity Development .Block Grant, HOME 
Investment Partnerships program and Emergency 
Shelter Grants. Plans are developed ti'U'ough a 
public process that assesses area needs. creates a 
multiple-year strategy and proposes an action plan 
for use of Federal funds and other community, 
resources in a coordinated and comprehensive 
nlanner. Ninety (90) percent of the appropriation 
is alloc.ated by formula to eligible conununities, 

Fomiiila Awards: In FY 1998. a lotal of $183.6 
million is allocated by formula to me qualifying 
cities for S9 eligible metropolitan statistical areas 
(EMSAs) and to 29 eligible States for areas 
outside of EMSAs. Eligible formula areas have at 
least 1,SOO'cumulative cases of Al.DS, as or March 
31 •. and metropolitan areas have a population of at 
least 500,000: One-quarter of the formula is 
awarded for metropolitan areas that have a higher 
than average per capita incidenc.e of AIDS. HUe 
uses sta[i~tics from the Centers for Disease Control 
and Prevention in allocating funds. 

.Competitive Grants: Ten percent of funds 'are 
awarded by competition. HUn published the 

. SuperNOFA for Targeted Housing and Homeless 
,Assistance programs in the federal Register on 
April 30, 1998 (63 FR 24009) and made available 
$20.1~ million for the 1998 HOPWA competition. 
Applieations are due to HUD by July 10, 1998 
and .the application package may be 'obtained from 
the SuperNOFA Infonnation Center at 1-800­
HUD·8929 or 1-800-483·2209 TrY. In FY97. 
$19.6 .million .was made available and HUD 
selected. 20 new projects, including: 

(1) eight grants for Spedal Projects of National 
.Signific.\Ulce (SPNS) which. due. to their 
innovative nature or meir potential for replication. . 
are likely to serve as effective models in 
addressmg the needs of eligible persons, including 
one· project that wUl provide National HOPW A 
Technical Assistance; . 

(2) seven grants under the BIV Multip1e 
Diagnoses IDitiative (MOO which were also 
SPNS ~rants that target assistance to homeless 
persons living with HIV/AlDS who also have 
chronic alcohol and/or other drug. abuse issues .' 
and/or seriousmimLal illness. Seven FY96 MDI . 
grantees received additional evaluation funds. 
MDI projects participate in an evaluation of 
project accomplishments that HUD is coordinating 
with HHS. Applications for SPNS and MDI grants 
can be submincd by States, units of genera110cal 
government and nonprofit organizadons; 

(3) five grants in non';'formula areas for Projects 
which are part of Long-term Comprehensive 
Strategies for providing housing and services for 
eligible persons;applicaciollS for this category can 
be submitted by States and local govermnents in 
areas that did nOI qualify for formula allocations. 

Oitice of H1VIA10S Housing P1SO 1 of 1 
May 21. 199&Omee ot Communiii' Pbnning and Development. HUD 
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'." 	 Program uses: HOPWA funds have helped many 
communities establish· strategic .AIDS housing 
plans. beeter coordinate local and private efforts, 
fill gaps in 10caLsysteJrts of care. and create new 
housing resources. HOPWA 'funds m,ay be ~sed 
fora wide:-array of hOUSing, social services and 
program planning and development costs. Eligible 
activities include. but are not limited to,' the 
acquisition, rehabilitation or new construction of 
housing units, costs' for the operation and' 
maintenance of facilities and .. conununity 
residences. renral assistance and shorHenn 
payments (0 prevent homelessness. 

HOPWA may also be used to fund services, such 
as health care and mental health services. drug and 
alcohol abuse treatrnentand counseling, intensive 
care when required, nutritional services, case 
management, assistance with daily living. housing 
information and placement assistance and other 
services. The eligible activities are subject to 
cenainstandards and limitations. 

Performance Measures. Grantees report on 
accomplislunentS under two HOPWAperformance 
measures (the number of shon-termiuansitional 
units created; the number of perma.nent housing 
units created during their operating year). 
Grantees may also evaluate their prograIIl based on 
lOcal goals and objectives. 

Goals: The program is authorized by starute :'to 
provide States and localities wi~h the resources and 
incentives to devise long-term comprehensive 
strategies for meeting the housing needS of persons 
with acquiredinunun6denciency syndrome and 
families of such persons. ~ Add.itionally, the 

Nario'lai AIDS Strategy est3blishednationaI goals 
to end the epidemic, of HIV aJid, AIDS and (0 

ensure that all people living with HIV have a.ccess 
to services, from heallh Clre to housing and 
supportive services, that, are affordable, of high 
quality, and responsive [0 their needs. 

' 

Authorization: The program is authorized by the , 
AIDS Housing Opporrunity Act (42 U.S.C. 
12901) as amended by the Housing and 
Community Development Act of 1992 (Pub. L. 
102-SS0, approved October 28. 1992). Punds were 
appropda[ed in·PY1992· and for subsequent years. 
The Department's appropriation for Fiscal Year 
1998 provides $204 million for HOPV/A. ' 

Regulations:' The program is governed by the 
HOPWA Final Rule, 24 CFR Pan 574. as 
amended, and the Consolidated Submissions for 

. Community Planning and Development Programs, 
Final Rule, 24 CFR Pan 91, as amended. 

For More Information Contact: The 
Community Connections Information Center at 1­
800-998-9999, 1-800-483-2209 (TTY), or by 
interne[ at: comcon@a.spensys,com; or 

The HUD State or area. Office or the Office 'of 
HIV/AIDS'Housing. U.S. Depa:mnent of Housing 
and Urban' Development, 451 Seventh Street. 
S.W.• Room 1154, Washington. D.C. 20410. or 
phone (202) 108-1934; TTY 1-800-877-8339, fax: 
(202) 108-1744. Information on HOPWA and 
other HUP tools is available on the HUD HOME 
Page at www.hud.govlhome.html. 

Information and other support is available under ~. 
National HOPWA Technical Assistance Program 
operated by All?S Housing of Washington at (206) 
448-5242 Or by' email at: info@aidsholLSing.orgor 
at www.aidshousing.org. 

Page 2 of 2 	 ProSr3m Oescnplioll Office (If lUV/AlDS Housing 
May.l1.199&Offitc of Community PI3nning and Dc~clopmt:ot. HUD 
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