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BYLINE: By LAURAN NEERGAARD, Associated Press Writer

DATELINE: WASHINGTON

BODY:
The United States is paying for experiments ﬂn 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 advocacy group Public Citizen
charged Tuesday. [

l

The government says the studies are ethical b%cause they are the only way to
find new HIV protections that poor countries caniafford. 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 biocethicists and Dr. Wilbert Jordan, head
of the Black Los Angeles AIDS Consortium, Public}citizen compared the
U.S.-funded foreign research to the infamous "Tuskegee experiment" in Alabama in
which the government withheld syphilis treatment!from poor black patients.

Also, federal law says U.S. doctors cannot do‘experiments abroad that would
not be tolerated here, the letter added in requeéting a federal investigation.

"We are confident that you would not wish the:reputation of your department
to be stained with the blood of foreign infants,? said the letter to Health and
Human Services Secretary Donna Shalala. ;

Shalala did not immediately respond, but the National Institutes of Health
and Centers for Disease Control and Prevention v%gorously defended the studies.

"In the absence of identifying some regimen that is affordable, hundreds of
thousands of kids are going to die," said the CDC's Dr. Phillip Nieburg.
i
Studies in 1994 studies on American women ind%cated that taking the drug
AZT during pregnancy and labor - and giving it to infants for six weeks after o
birth - cuts by two-thirds babies' chances of catching HIV from mothers. S
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But that treatment costs about $ 800 per person, 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 Africa, Thailand and the Dominican
Republic compare the possible new therapies withl dummy pills, instead of giving
the comparison women the U.S.-style AZT treatment.

i

The government insists a placebo comparison is the only way to prove

potential new therapies are better than no treatment.

But Public Citizen's Dr. Peter Lurie accuses;the researchers of a double
standard by "conducting abroad experiments we would 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.

"We're doing this for their benefit," said Dr "Joseph Saba, head of the
United Nation's AIDS study. 5
"We are informing the women 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 guickly find AZT alternatives.
| .
But Jordan, who ships his California patients' leftover AZT to Africa, argues
that researchers knowingly pass up a chance to save some infants in the studies.
o
"We are doing something overseas that we wouldn't be doing here,* he said.
"We've just continued to infect everyone.” ? B :
Lurie noted that yet another study in Thailand, funded by Harvard University
and the NIH, did compare "short-course"” AZT to U.S.-style longer AZT therapy,
proving experiments without dummy pills are feas1b1e
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| From: Wendy Wertheimer‘
Subject:  Secretary’s Response to Sidney Woife
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THE SECRETARY OF HEALTM AND HUMAN SEAVICES
WASMINGTON, B.C. 080 .

JL 15 9T

Sidney M. Wolfe, M.D. ‘ : .
Director _ . L
-Public Citizen's Htﬂlth Resea:ch Group C .
1600 20th Street, NW
Washington, DC 20009-1001

Deat Dr‘fgq!&e, o ' . -
on April 22 you wrote to ma regarding clinical trials o: medical
interventions designed to discover mathods t¢ reduce maternal-
infant transmission of human immunodeficiency wvirus'(HIV) in
developing countries. ODuring the process of the development of
ny rasponse, you wrote to Prasident Clinton on this same mattar
and provided him with some additional information. I note in
both letters your conclusion that the experimental designs for
some of these studies are unethical because they do not meet the
standard of health care that would bs required were thay to be
conductaed in the United States. This letter and its enclosure

are in response tc both your letter to me and your letter to ths
Prasident. ,

Your letters raise issues abeut<how best to seek safe and
effsctive methods to prevent HIV infectlon in newborns in
davelayxng countries whose health oare. systems lack the g
substantial level of services and resources available to citizens"
of industrialized countriaes. &All parties are in agreement that,
before initiating any intervention seeking to identify such ‘
nethods, it is essential %o ensure that the intervention being
studied is ethically and scientifically acceptable to the
developing countries, offers sufficient promise to justify the
‘invelvement of human subjects, and is raealistically adoptable if
the intervention is shown to be sufficiently safe and effective.
I have rasviawed your letters with Dr. Harold varmus, Director,
National Institutes of Health (NIH), and Dr. David Satcher,
Director, Centers for Disease Control and Prevantion {(CDC). 1In
addition, Dr. Harold Shapire, Chair of tha National Bioethics
hdvisory Commission, has received coples of your letters..

At ny reguest, Drs. Varmus and Satcher conducted a rigorous
asgessment of tha previous reviews of the needs, resources, and
health care capabilities of the developing countries involved.
They also reviewed the process of sciantific development and
ethical assessment leading up teo and guiding the current conduct
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of thesa clinical trials. Thses two distinguished scientists and
public health leaders have concluded that researchers in the hast
countries and the United States ars carrying out scientifically
meritorious and ethically sound experimental designs, providing
effective protaction of human research subjects, and faithtully
adhering to- approved research protocels that ars consistent with
tha recommendations of the World Health Organization and approved
‘by all of the countries involved. I enclose a copy of their:
report. Plaase note that tha two CDC-supported protoceols

referenced in the report had significant procedural shortcominqa
that havae. been addressed. :

I endorse the assessment of Drs. Varmus and Satcher and tharetore
have concluded that the pertinent NIH- and CDC-gponsored clinical :
- trials should continus.  Three facts weighed heavily in ny ‘ \
judgment. First, there is the demcnetrated, urgent need for
feasible intervantions for preventing maternal-infant

transmission of HIV in developing countries. 8Second, in :
industrialized as wall as in developing countries, historical
controls and national or local health statistics do not provide

an adeguate baseline against which to compare the outcomes of new
HIV interventions. Third, the ACTG 076 zidovudine (AZT) regimen
is presently not feasible as the standard of care in many
developing countries beceuse it is toc logistically complex and
resource-intensive and, therefore, inappropriate for use asg a
comparison arm of an HIV trial at this time.

Clinical trials ‘in developing countries present ‘a variety of
extraordinarily difficult cheices. I rccognize that not avery
one of us would make the same decisions in every instance; yat,
lack of unanimity on issues as complex as these is neither
infrequent nor necessarily reflective of errors in decision-
making. With respect to the clinical trials designed to reduce

HIV infections in newborns in developing cocuntries, I am
satisfied that the choices are being addressed through a sound
synthesls of knowledge, compaesion, and prudence. As this
Department proceeds to sponsor these and other clinjcal trials in
daveloping countries, I assurs you that we and our collaboraters
in those countries will remain committed to the simultaneous
.achievement of improved medical care, meritorious science, and
asslduous protection of human research subjects.

A

& E. Shalala -

Enclosure
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THE CONDUCT OF CLINICAL TRIALS OF
MATERNAL-INFANT TRANSMISSION OF HIV
- SUPPORTED BY THE UNITED STATES DEPARTMENT OF HEALTH
- AND HUMAN SERVICES IN DEVELOPING COUNTRIES

A SUMMARY OF THE NEEDS OF DEVELOPING COUNTRIES,
THE SCIENTIFIC APPLICATIONS, AND THE ETHICAL CONSIDERATIONS
ASSESSED BY THE NATIONAL INSTITUTES OF HEALTH AND
THE CENTERS FOR DISEASE CONTROL AND PREVENTION
1994-1997 :

For the past three years the United States Department of Health and Human Services (FHIHS),
through its National Institutes of Health (NIH) and Centers for Discase Control and Prevention
(CDC), has been engaged in the development and conduct of clinical trials designed to identify
feasible interventions for preventing maternal-infant transmission of HIV in developing
countries. The Director, NIH, the Director, CDC, and other senior scientists and adrministrators
within the NIH and CDC, at the request of the Secretary, HHS, conducted a thorough assessment
of the 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 of a number
of experts in biomedical ethics and the biosciences outside of NTH 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 of enormous value to the developing

~ countries and are scmnuﬁca]ly wcll-founded and ethically acceptable.

The NIH/CDC assessment addressed three major questwns related to these clinical trials. What
is the need for these studies? Are the studies adequately designed to examine options for
treatment that will meet that need? Is the involvement of human subjects in these studies
consistent with the internationally accepted principles of autonomy, justice, and beneficence as

"implemented by the United States Federal Policy for the Protection of Human Subjects,
including the equitable selection of subjects, obtaining of voluntary 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?

L)

LY

IHE NEED

One regimen of antiretroviral therapy has been shown to reduce substantially the likelihood of
maternal-infant transmission of HIV. The identification of this successful regimen was the result
of the National Institutes of Health’s AIDS Clinical Trials Group protocol 076 (ACTG 076 or
076) in 1994. In spite of this knowledge, approximately 1,000 HIV-infected infants are born
cach day, the vast majority of them in developing countries. 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 lengthy oral treatment regimen; receive intravenous
administration of the antiretroviral zidovudine (ZDV or AZT) during labor and delivery; and
refrain from breast-feeding. Additionally, the newboms must receive 6 weeks of oral AZT

~ therapy. During and after the time the mother and infant are wreated with AZT, both must be
carefully monitored for adverse effects of exposure to this drug. In the developing world
countries that are the sites of these 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 estimated to be in excess of $800, an amount far greater
than these developing countries could afford as standard care. For example, in the developing
country of Malawi, the cost of AZT alone for the 076 regimen for one HIV-infected pregnant
wornan 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 of matcmal infant transmission of HIV in developing countncs

! ‘

\

In June 1994, aﬁer the results of ACTG 076 were rcleased the World Health Orgaruzancn
(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 of research efforts to develop simpler, less costly drug regimens. This coordination
continues in the form of meetings two to three times per year of the UNAIDS Informal Working
Group on Prevention of Mother to Child Transmission of HIV. As a result, there is a global
research agenda addressing the need to devise efficacious regimens that can be safely and widely
1mplemcnted in thc develc»pmg world.

The NIH- and CDC-supported studies of maternal-infant transmission of HIV in developing
countries are designed to meet the critical need just described. The panel convened by WHO in
Geneva stated in Recommendation 6 of its Recommendations from the Meeting on Prevention of
Mother-t10-Infant Transmission of HIV by Use of Antxretrawrals Geneva 23-25 June 1994 . -
(attachcd as an appendix to this report): . » o

A Since the ZDV regimen studied in ACTG 076 is not apphcablc in .
" those parts of the world where most MTI [mother-to-infant]
" transmission of HIV occurs, placebo-controlled trials offer the best
option for obtaining rapid and scientifically valid results.
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The WHO panel went on to explain in its commentary on the recommendation:

Most of MTI transmission of HIV occurs in the develaping world,
where the ZDV regimen used in ACTG 076 is not applicable
" because of its cost and operational requirements. In those partsof - -

the world, the choice of a 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
treatrment feasibility within the country in which it would be implemented. NIH, CDC, V
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 unfortunste fact
that the current standard of perinatal care for the HIV-infected pregnant wotien in the sites of the
studies does not include any HIV prophylactic intervention at all. Nor does the standard of care
for these HIV-infected women include the combination therapies recommended and used for
some HIV-infected women in the U.S.. However, the inclusion of this 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 valuc of the

" intervention being studied compared to the local standard of care.

" The NIH- and CDC-supported studles are designed in a manner consistént with the still-pertinent,
recommendations of the WHO pariel and have beén 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 NIH- 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, takmg
into account the health care resources and operational capabilities of these countries.

HUMAN RESEARCH SUBJECT PROTECTIONS

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

i
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carried out.' Even 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 0 enrolling
subjects. CDC acted immediately to notify OPRR and to address these administrative
procedures. The Assurances for the CDC-Thailand and CDC-Cote d’Ivoire studies were
conditionally approved by OPRR on July 7, 1997 and July 14, 1997 respectively. CDC

amended its human subjects protecnon administrative pracedures to be in full compliance with
45 CFR 46.103.

Arguments 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 of the clinical trial. Ideally, this would be so for all clinical trials for all therapies. Butthe .
' reality is that often it is not possxble The very purpose of the NIH- and CDC-supported studies

of maternal-infant transmission of HIV in developing countries is to identify interventions other

than those of 076 and we agree with the WHO Geneva panel’s Recommendation 2 that: |

It should be emphasized that the results of ACTG 076 are only
directly applicable to a specific population. Moreover, the ZDV -
regimen employed in the ACTG 076 study has a number of -

_ features (cost, logistical issues, among others) which limitits
general applicability. Therefore, no global recommendations
regarding use of ZDV to prevent M'I'I transmission of HIV can be
made.

‘The use of historical controls was considered and found to be unacceptable because existing
epidemiological data for the host countries are inadequate for this purpose. We agrec with the
commentary on Recommendation $ of the WHO Geneva panel that:

(r)andomized controlled trials offer the best evaluation of new ‘

treatment regimens. The use of historical controls is strongly : !
discouraged, due to the wide changes with time in the study : '
population (differences in the distribution of disease stages), the :
circulating viral strains, the diagnostic tools used for the.

ascertainment of the HIV infection status of infants (antibodies in

earlier cohorts compared to direct viral markers in more recent

cohorts), and the treatinent practices (increased use of zidovudine

! A useful exploration of these events is contained in an aruc!e written by Jon Cohen and
published in Sglgn;:_g Vol. 269, pp. 624-626, 4 August 199s.
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in HIV-infected pregnant women with'AIDS‘_-relatcd symptoms
and/or CD4+ lymphocyte counts). s

The WHO guidelines clearly indicate that the in-country health care capabilities of each country
in which matemal-infant HIV transmission research is to be conducted must be used to define the
type of research which is ethical and therefore permissible in that country. If 2 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 tials like those focused on
vitamin A and other micronutrients are ethical, permissible, and desirable.

In other countries, such as Thailand, the situation is far more complex. Thailand is a country that
may be able to afford a simplified AZT/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-like regimen (e.g., initiation of prenatal treatment at 36
weeks of pregnancy, oral instead of intravenous AZT during labor 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 HIV-infected pregnant women? and, (4) How does the type of HIV seen in Thailand (which
has demonstrable differences from the type seen in the U.S.) respond to AZT?

Seeking answers to these questions are two studies, one supported by CDC and one supported by
NIH. The CDC-Thai study will determine how well tolerated and how effective a very simple
AZT regimen is in a population of women who are infected with a subtype of HIV
predominantly different from that observed in the U.S. and who also have co-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 of the
important questions noted above. It also will enable the Ministry of Health and physiciansin
Thailand to make better-informed decisions about the use of a much-simplified AZT regimen for
general use in HIV infected pregnant women.

Complemcnting the CDC-Thai study 1s an NIH-Thai study to determine how much additional
benefit, as compared to how much additional cost and adverse effect, is occasioned by small
increments in treatment complcxxty The NIH-Thai study has four arms, each a modest
increment over the treatment arm in the CDC-Thai study. However, even the most complex arm
of the NIH-Thai study is nor identical to the treatment arm of 076. The NIH-Thai study will
benefit from the baseline that is established by the CDC-Thai study.

LY

Since the NIH-Thai study provides some level of AZT to all 'panic'ipants, 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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information about the likely value of AZT as a strategy to i;n;térmpt matermal-infant transmission
of HIV.

In an analysis of the spectrum of studies 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 efa. The primary
consideration in decisions about the appropriate conduct of research has been this: Once the
research is completed at a given site, will the population which the study pamm pants represent
be able to profit from what is lcamed from that research?

X

The International Ethical Guidelines for Biomedical Researéh Involving Human Subjects that
were prepared by the Council for Intematmnal Organizations of Medical Sciences (CIOMS) in
collaboratmn with WHO are:

...intended to indicate how the ethical principles embodied in the
Dcclamtxon [of Helsinki] could be eﬁ‘ecuvely applied in
dcvelopmg countries. '

To evaluate interventions that they could not 1mplement realistically would be exploitive of those

in the participant country since there would be no likelihood of meeting requirement 15 of the
Guidelines that obliges: ,

..any product developed [through] such research will be made
reasonably available to the inhabitants of the host community or
country at the completlon of successful testing... . L '

Therefore, we have dctcmnned ﬂxat the more compclimg ethical argument is against using a

" regimen that if found to be superior in the smdy could not possibly be used in the prevention of
maternal-infant transmission of HIV 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 of AZT (such as that used in ACTG 076) because they believed it would be unethical to
undertake such a study in Malawi given that its very limited resources and poor health '
infrestructure make the introduction of AZT as standard treatment for HIV-infected pregnant

~women unfeasible. Instead, the health officials wanted research on alternative treatment
approaches that might reduce maternal-infant transmission of HIV. The justification and ethical
foundation for the NIH- and CDC-supported studies incorporate the reality that the clinical trials
are examining other alternatives that could actually be used for the majority of HIV-infected.
pregnant women and mothers in‘the countries in which the clinical trials are being carried out.
The process of ethical review of these 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 (IRBs) in the U.S. and in the
counties where the clinical trials are carried out. Support from local governments has been
obtained and each active study has been and will continue to be reviewed b){ an independent Data

¥

6
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and Safety Monitoring Board. These studies 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 support these-trials rest heavily on local support 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,studzes conducted by Ugandan inv}estigators on
~ Ugandans, [Elsewhere in the letter he discusses Ugandan ethical |
~ review.] Due to lack of resources we have been sponsered by— -~ o

organizations like yours [NIH]. We are grateful that you have been
able to do so. ‘

There is a mix up of issues here which needs to be clarified. Itis
not NIH conducting the studies in Uganda but Ugandans
conducting their study on their people for the good of their 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 those decisions 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 of HIV in the developing world and the current lack of a

proven, feasible intervention agamst it, than to continue the studies on which our two agencies
have embarked.

DATED:

LS

A David Satcher /
Director, National Institutes of Health  Director, Centers for Disease Control and Prevention

Appendix attached
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RECOMMENDATIONS FROM THE MEETING ON MOTHER-TO-INFANT

TRANSMISSION OF BIV BY USE OF ANTIRETROVIRALS,

1

GENEVA. 2325 JUNE 1994 .

The number of children infected with HIV is increasing with the ever-expanding AIDS
pandcrmc To date, it is estimated that more than 1 million children have been mfected with
"~ HIV, most of them through mother~to-mfam (MI‘I) mmsrmssxan During Lhe period 1990- -
2000, the World Henlth Organization (WHO) projects that 8 roany zi.s >-1() million children
| will be HIV.infected at birﬁ‘x or throughi breast-feeding, tie majority of them in-sub-Saharan
Aana. In this context, the recent documentation of 2 clear reduction of tﬁé‘ risk for MTI
transmission of HIV bvy‘ usc t;f \ zidovudif;e (ZDV) in pregnaﬁcy éonsmut;s a major
bi'cakthrough. opcniﬁg new areas for research and intervention in this field. |
An interim analysis; of a phase I mﬁdomi:ed. placebo-controlled trial (ACTG 076),
- condueted in the United States and France, 1o evaluaie the elficacy, safety and tolerance of -
zidovudine (ZDV) for the preveation of MTI transmission of HIV has d'emonsua’tcd aclear

. redncton of the nsL for MTI m:mmzsswn fof the group who received ZDV. The study was

St st ———" ¢ - - — - s — ——

© Smmm—

. conducted by the Pediatric AIDS Clinical Trials:Group (ACTG) of the szonal In.sum:c of“
| All;:rgy and Infecuous Diseases (NI.@) in collaborarion with tbe‘Nauonal lnsnmtc of Child
Health and Human Devélopm‘ent (NIICHD) in the'.'Unized States, and by th Instirat National
de Santé et de 1a Récherché Medicale (INSERM) and the Agence Nationale de'la :

© Recherche sur le SIDA (ANRS) i France.
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Eligible pam‘cipams were HIV-infected pregnant womien who had recei.ved no
: amiretrcgifa.l rreauﬁch't during the current pregnancy, had no clinical indications for matcraal
anteparam ZDV therapy, and had baseline CD4+ lymphocyte counts greater than 200
cells/mm®. The ZDV regimen consisted of anteparum ZDV (100 mg ora.ily S limes daily)
" initiated between 14 and 34 weeks eesﬁtion and couu'nuea throughout the rc;maindéf* of
pregnancy, fouowed by inu'apanum mtra.venous ZDV (loading dose Jk 'swﬁng in
" labonr, followed hy continuous mfuswn of 1 mg/kgjhour vaul delivery), followed by oral "‘,
administration of ZDV (syrup 2 mg/kg every 6 hours for 6 weeks beginning 8 to 12 hours
after birth) ‘to the infant. The primar} stdy endpoint, HIV Infecton of the infant, :was ;
defined by one posmve HIV cullure obtained from penphernl blood. Specxmcns for
culture were obtmncd from the infants at bu-th 12, 24 and 78 weeks posrpanum

| At the time of the. interim analys:s. 477 women had been enrolled. 'I’hc median age
~was 25 years (tange 15 10 43), the median CD4+ lymphocyté couﬁ: was 550 cells/mm? (range
2000 i,818). and the median gestational age at ehuy was 26 weeks. Maternal d’emogrgapiﬁcs
revealed a predominantly minority population: only 19% were white non-Hispanic. The
baseline chafacteﬂ.sﬁcs‘ of the women were balanced between the two %andomi_zed groups. *
There were 364 infants with sufficient data to be inciuded in the interi‘m efﬁgac'y analysis, 180
in the ZDV gmup. 184 in the placebo g.roué. As of lh:s andly\'ks. 13 infants in the ZDV
'gdup“*and 40-in ﬂxe‘placebé—group'wém -Eﬂ'_\’:infeaed*(i.c:had 2r-Jeast @né positive BV -— - l—_,
| cultur-e).’ Based on a Kaplan-Mesicr estimate at 'léimomhs. the &ansrﬁf.;sion’mtc in the
‘ plzmeb_o group was 25.5% whereas the rate in the ZDV group was 8.3%. “l'hx.s eomesponded
toa 67.5% mhdvc reduction in.transmission risk. Thi_s‘risk reduction Q'ast highly 'smﬁsﬁcajiy
.sxgmﬂcant (two-sided p=0.000056). |

Repoxtcd maternal and infant s:de effects were balanced between the two mdomxzed'

i
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+, groups with the obe exception that hemoglobin levels were lowar for infants in the ZDV

group. The mean decrease in hemoglobin was less thin 1 gram/dl, did not require -

wransfusion, and resolved within 12 weeks afier completion of ZDV therapy. The study

currenty provides no information regarding any late effects of ZDV in infants, including -

‘those who do not become infected with HIV,

The publicatiop of these fesults prompied WHO (o convene an international meeting

on the prevcnti&n of MTT rransmission of HIV by use of a.nli:étroﬁmls, atiended by over SO

scientists and’represgnmdves’ from research funding agencies, drug regulalory agencies, and -

| phmaceuﬁcél companies, which' took place in Gedeva from Jone 2§~25. 1994, - The

objectives of the ‘meeting were to re‘view'vtbc preliminary dawa on the efficacy of ZDY in.

preventing MTT wensmission of HIV, to define the curvent public health implications of te

ACTG 076 results, to review potential alternative antiretroviral drug regimens; more adapted

to circumstances in developing countries, and to propose coordination of the research efforts

- of the various agencies and i‘nstimﬂons‘whb ‘plan intéxvegdon‘smdics in this arca. The

recommendations made by the group that convened in Geneva were as follows:

-&GI‘G 046 hasdemenstrated that MTI transmission of H1V can be reduced by -

use o{ ZDV., Therefore, the conccpt of rcducing MTT transmission of B’IV by use "

of antu-etrovxra]s has been shown to be valid,

14827
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2. it should be emphasized that the resuits of ACTG 076 are only directly applicable
ta.a spcmﬁc pdpn]ntion. Moret;ver, the ZDV regimen emplbyeﬁ in me»AC’fc 076
.smdy'hasa number of fe;;.tnrés (cost, lqg'is.:ical issues, among c.th‘ers)\ wl’uch limit -
its gen?ral applic:;bﬂity. Therefore, no global recumfhepdatiod's regafdi‘ng l;se"ot
ZDV to prevent MTI transmission of HIV can be made. |
The ;stzca‘y population in ACTH G 076 consisted of asympiomatic HIV-infected
. pregnaﬁx‘women with CD4+ Iyﬁpho;yre counts higher than 200 cel!.é/nm’, livi:;zg in
the United States and ance. most of them ﬁ‘am nuhan’xy po;:;ulazians (an!j 19
percént were whue non-Hr.:pamc) They did not breas: feed their children, with one -
cxczpzwn. Althaugh iris muapaxed that the ZDV regfm:n used in ACTG 076 would
also reduce MTi I rrarzsmf.cswn when given o HTV-mfmed pregnant wanen wir.h AIDS-
rezared symptoms. and/or low CD4+ lymphocyte counts ( < 200 cclI:/mm‘). the
magnitude of this cﬁ'cct in t}m papulanon wzzh a pre:waably higher v;ral locd is
unknown. It should also be nored that the MTT rrammz::xan rate in the ACTG 076 |
placebo group {25 %} is higher than the mransmission rases usually found.m Ewapean -
‘ popnlanons (15-20%). This may be the result of chance. or may indicote dgj’erence.s
in the .m:dy populanan: whzc}x may impair the generalzzaaan af the resalts.
In ACI‘G 076, pregnmz women were avdilable 1o start ZDV rreatment between
.14 and 3¢ weeks of gestatzaual age. Such a ZDV regimen, s:amng early in
| pregmcy, is not sultable far women who would not prewz: at healih faczlmes before
del:ve:y. ] | ‘
- This regimﬁ. is d§b cos:ly.{ US$ 1,000 0 1,500 per“:reat;nenz), and requirés
intravenous administration during delivery. Both features make the ACTG 076 ZDV

p regimedd{ﬁicult to apply in many developing cowntry simuarsions,
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Nevertheless, it is clear that where availabiliry, cost and logisiic fuctors are
not limiting facrors, ZDV should be offered 1o HIV-infected pregnan: women. for the

| purpose of preventing MTI transmission of HIV.

3. At present, there is no information regarﬂjng potential long-term1 ZDV toxicity
' to infected and uninfected infants. Neip‘hér do we know th}: implications of
 (repeated) ZDV “treatment duiing pregnancy .for the éfﬁ&cy of later ZDV .°
.treatménts of the mothers. Attempts should be made to undertake {ong-term
follor«y-#p of mothers who received -i:rolonged antiretroviral treatment during
pregnancy ana of thelr infants, to ascertain wbethéx"' ﬁmere are long-term adverse |
effects. _

In vitro and animal experiments have revealed pof:nn‘at genotoxic and
carcinagerifc 'efecrs of ZDV and pther vgvailable‘ nu.cteos-idz analogue reverse
zfmsﬁripmzxe inhibi:ars.v ZDV induced chromasomi”abﬁ.armaﬁri:: in cultured
lymphocytes az 3 ;fé/ml, ond was;' mikmgenic in ma:;m‘lympixbma cells ur 1,000 pg/nd.
Moreover, vaginal squamous cell neoplasms were described in mice and rats who had
rgczivgd ZDV doses equivalent ré 3 and 24 :z‘me; the qrdbza:j' human \a‘?as'ure.
Long-serm folluw-up of infants who were expased in utero is thus required. -

. Follow-up of mothers is advised 1o determine the implicarions of (repeated)
ZDYV treatmerz during pregnancy an--:l:e likelihovd of en:?rééncé of,ZQV-:;esisla;:: '

viral sgains,
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Since there is wrreuﬂ} no safetv or efficacy informaton :wallable for oLher

. anuretm'nra]s used in pregnancy, their usc in- attemptmﬂ to 'prcs ent M‘I’I

'cransm;ssxon of HIV should be hmzted t‘o‘chmca] trials.

To increase the appucabilifj of' ﬁnﬁretroﬂra]s in; the }educﬁon | of "MTI
' tra:nsm!ssion -of HIV, it §s essential to explore simpler and less costly drug
" regimens in the full spectrum of HIV-infected pregnant women, Such reglmens,
{ncluding !nterventions restricted to the intrapartum perlod, should be urgently

_smdie"& i candomized controlled trials. Separafe studies on safety and

A

' phamacomneﬁcs may have to be done in pcpu]ations from which no such data

dre dvaﬂable,

Asitis currently estimazed that over S50% of M1I transmission occurs around’

delivery, the most cost-effective intervenzion using antiretroviral drugs would be an

intrapartum mrearment  This treaoment would also have the advantage of being

suitable far women who do not present at health fecilities b:fore delivery. and wautd

rhcrefore bc bester adapted to mary "real life" :zruanom', bo:h in the industrialized

~ world and n devetapmg counzries. Idza.lly, this treaunent should be cheap. easy to

_ Mmbzis:er given inoneora few doses, safe, and effective. Newrapme (NVP), a non- -

nuclzoﬁa’e Teveérse tmmmpme miﬁb:ﬁr, a-'zd relazed cﬂmpaunds. ‘have & rapid and

L dramazzc impact on viral laad and may thus be suitable candidares far rhw zyps of
interventions. Studies are mll needed on safety. and :olemnce in pregnans women

* before efficacy rials can be initiated.

Randomzzed controlled mials o_zj’er the best evaluation of new :rearmem

' regu-nm: The use of historical conmrols is. strongly dz.scoaraged e to the wzdev

POL?/027

Y
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clmages with rine in the. sma‘y populanion (dgfcrences in the dmrnb:man af a’aeme
1

stage £). the cir culanng ura! .srmms :}:e atagnostic wols used for 1he ascenazrumnt

of the Hi V infection status of mfamx’(amzbodzes in earlier cohoris compared to direcy

viral markers in more recent cohoris).-and the meatmen: pruciices (increased use of

' sidevudine in HIV-infected p'regnam women with AIbS#eiared symproms and/or low

CD4+ lymphocyte counzs).
In populations where no data on the sqfety and the pharmacokineric propéfzie:
of antiresroviral drigs exisi, such swdies may need w be donc. There are known

variations”in drug metsbolism and tolerance across ethnic groups. In addirion,

- concwrrent other diseases may decrease tolerance.

3

Smce the ZDV reoimen studied in AC’i‘G '0‘76 isk‘not applicable in those parts of
the warld wherc most MTI transmxsszon of HIV oceurs, placebo-controlle:} trials |
offer the best option for obtaining rapxd and sclenﬁﬁml!y valid results.

Most of MTI rransm:ss;on of HIV occury in the developing world, where the

ZDV regimen used in ACTG 076 is not applfcable becau:e of its cost and operational

: reqmremenzs. In those parts of the world, xhe choice of a placebo far the control |

group of a randanuzed mal would be appropri’aze as there is cun ently no effectve

aiaemam:e far HIV-mfec:ed pregnant women. In add:twn. the dﬂe: ence bctwecn the

' MI? :ransmzsswn rates of HIV between two treatment groups is likely 10 be: mzum‘zed

4

when @ placebo ‘I: u:ed for the carxrrol group, &hereby decreasing the '.sample size

required to document satistically significant differences besween the wvo groups.

Placebo-conzrolled rrials would therefore guararuze the most expeditious identificarion

of appropriate inserventions. -
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7. Detailed int‘ormaﬁa‘n' regarﬁing:t‘hc timing and mechanisms of transmission
should contnue to he sought so that optinia] interventions tan be dgvelcped,
Other approaches to prevent MTI .transmiss,icn ‘of HIV #uch as vaginal
diﬁnfecﬁoﬁ, caesarean section, and active anﬁ pass_i»;e immunization, should also
be sn;d.ied.

Although there Is increasing evidence for late transmission of HIV during
‘bregnén.cy, it would be x‘mporzmit. Jor the further éevelapmcnr of \fntervgﬁzions, and -
pérﬁc.ulari‘y inrapartum intérven_rians, 10 'k«-zaw» the exact timing of transmission
around delivery. |

Vaginal disinfection, if shown 1o be eﬁ‘gcﬁve, would f:ave‘sev'eral advanages

- with regar& 1o its applicability. It is a chea;;'and probably safe intervention, which

may be done in all women ar deIivérj' }'egardles; of their HIV. infection szanl;s (no need

| Jor HIV testing), and which may have beneficial gffects in the, prevension of other

infectious :i}lieasei transmitted to infants during Eelivea*. However, &ecause the

' amicz'paxed absolureA decrea.sje m MT1 wansmission rare of HIV due 10 vaginal

disinfection would presumably b;: ‘Im.v {less than 5%), the sample size r'eqz:z'red 10 |

document s:arz"s:z’tally agmﬁccmt dij’eraizces wzr}z a non-ik;:ervemio{z gr&up would be .

léz'réer than 2,000 evaluable modrer-fn;fdm pars. . o | T
The analysis of data fmm( the Ex;rapean Colluborative Sé}dy' indicates a

possible halvmg of MTT transmfssion rate of HIV by use of caesarean section.

However these results should be imerprered wuh coaurlon: there was a Iarg.e

: }:eterageneuy of MT1 xmnsnus:lon razes of HIV across center: with similar caesarean

Secrion rares, and daza from other large prospecnve smdze: do not always conﬁrm
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these resules. Randomized trials using caesarean section us an intervention would be.

necessery before any reconvnendations.are mode.’ ' These wrials would require lurge

sample sizes (more than 2,000 evaluahle mother-infant paivs if ZDV regimens are

provided to panitipam:), and would require careful procedures 1o randomize

pregnans women 10 a mode of delivery. In addition, inservenrions based on the use
of caesarean section o decrease MTI transmission rate of HIV may raise several -

difficulties, such as possibf;;‘ post-operative complicarions in H1V-infected women, ﬁe -

exposure of the medical personnel t HIV, and the cost of the intervention,

A pa.rncular issue in mamy affected populations is the need to breast feed. Where

breast-feeding fs recommended irrespective of HIV smtus, studies must be
designed to accommodate ﬂns pobcy.

In places where br;a:t fccdmg is widespread and recommended, cIrmcaI maI;s'

should enrol brea::-feedzug women. Anfiretroviral drug regm::n:. when given dmng

pregnancy and at delivéry,, may prevent R1V infections which would be laser
transmined to the infant through breastfeeding. - The averall efficacy of the
antiretroviral reapment on MTT transmission of HIV can z}xerefafe be uscertained only
after ;:emi:w:fan»af bxjcasx{eé‘dir'zg.' | |

‘ ALs-a; there fs é née_d Jor m& evafm:zng the eﬁé&q*bf an:frezro;fi.ra{ :he?dgy'
given in the eirxrly' postpartum period w .'}:e moz}zer and/lor fa’ré:e chﬂa as there aré

x’ndica:iorzs that this penod is associated wz:h zhe hzghes: rate of wransmission of arv

: xhrough breast milk

NO. 88a
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9. . Anystudy conductcd should be part of a research strateg ay which may reasonab]

be expected to lead to interventions wh:ch will he arfordable,* feasible and

sustainable In the same setling.

v . ‘ . . !
\_«

10.  The study ofinten'enﬁons and, ifshown tobeeffective, their xmplementaoon, will
require HIV tesﬁng tn be oﬂ’ered ta pregnant women attending for antenatal
care. This testing must be voluntary, accompanicd by pre- and post-test

coimscll.ing, and confidentiali ty must be assurcd.

o 11.  Sinece ﬂue'pri;ﬁazy é.ndiiohxt of studiato prevent MTI transmission of HIV is ﬂle
infection status of the infant(s), studles should be de:i"ned with Iollow-up
sufﬁaent)y long for accurate ascertainmeut of this endpoint. In particular, if
breast~tccdlng {s practised, the;follow.up may need to extend past dis;ominuat:om

i

of breast-feeding because of the possibity of latc transmission. -~
. ' \ -
12.  Every large intervention study should be monitored by an independent Data und

Safety Monjtoring Board.

3. To ensui'g that the .most fe‘evanf:_.identiﬁc qucsuonsxa'r’c addressed, and to-
‘achieve complememarlty, there is a need fb}' world wide coordination of re.seérch
acﬁviﬁes WHO shuuld assume this coordinating role, as it Is in a unique

pcsltton to do so. o

The rapid spread of the HIV pandemfc urges scientists 0 devdop eﬁectzve

" preventive wols. Several research questions still need to be an.swered to zdcrwfy the

- 10
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most appropriate antirepoviral drug regimens for the prevention of MTI iransmisxion
of HIV. Most of these reseurch questions will be addressed in rthe form of efficacy

nials evaluaring vorious antirerroviral drug regimens adapted. ro specific siudy

" populations. World wide coordination is necessary w guarantee thae all pivorul

research questions are addressed, and o avoid unnecessary duplication of acrivities,

It is recommended that WHO assumes this coordinagding role.

v

During the meeting. several protocols for placebo-controlled triuls evaluating
the efficacy of antiretrovirals for the prevention of MTI transmission of HIV were
reviewed (see Table 1 in annex). As discussed earlier, the mosi promising

interventons are the two protocols using oral aevirapine starwd at'the beginning of )

labour.
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Experimental treaiments suggesied for placchbo-conuolied clinical tials.

. depending un the tming of the intervention and the breast-feeding practices of
the study population, with an estimaton of the sample size required.

g ———

o —— 2 s

|| Artificial feedmg

Interventions

1| swarting during

the antenatal

Peﬁod .

Interventions
starting at
delivery

ZDV= zZidovudine

PO= per os

L e e ——

, ZDV PO 4 weeks prenatally

: ’Increascd ZDY PO during .
‘delivery

: ZDV PO 1 week to me mfam
‘(optioaal)

Sample size: 219%2

NVP PO during delivery

NVP PO 1 week 1o the infant
(npuonal)

Sumple size: 468 *2

NVP= nevirapine

Breast-feeding

rir) PO 4 wccks prenatally

| Inerzased ZDV PO dunng , |f ‘

delivery

ZDV PO 1 week postnalally 1o
the mother and to the infant

Sample size': 288 10,603 * 2

NVP PO during delivety -

NVP PO 1 week posﬁmtally 1B |
the mother and to the infant

' Sample size": 458 101,200 * 2

- The smaller sample size is based on the mmpuon that antiretroviral (reatment decreases

the transmission of HIV through breast-feeding by 30%. The larger samplc size is based on

brca.st-feedmg

- the assurnption that anurwcviml treatment has no eﬁfect on the uansmacsnon of HIV through

4

i
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these results. Réndo;zxizeé triagls using caesarean section us on inrerveniion would be.

. .,nec&‘.\'&..l’)? beﬁ)ré any reconungndarsions.ere made. ,‘Thg;e triols would r‘e\guf."e lurge
sample sizes {m};re than 2,000 evaluahle n@:_?zgr-infant pairs if ZDV regimens are
pravfdéd t0 panic}pants), ‘and ‘n{ozdd require careﬁb ',aré.cedu;'es 7o randomize
pregnant women 10 a modz of delivery. InVadditioiz. inservenrions based on the use
of caesarean section to decrease MTI :raasnﬂssion"razz of HIV may raise severa)

, di)ﬁ;uides, such as possible posr-opefative complicarions. in H! V-infec:éd women; the -

exposuré of the medical personnel 1o HIV, and the cast of the iervention.

8 A 'p%'z:ﬁéul:a’f issye in magy affected'popnlaﬁons is the need to breast feed. Whefe
breast-feeding is re:corrunended irrespective of HIV switus, studies must b,ée
designed to accommodate ﬁﬁs ?oﬁcy. i | ‘

~Inplaces where Srcq:r-ﬂeaing is widespread and recommended, cl,-':iical mials .
should enrol breﬁ:t-feed:'ng Qomer‘z.’ Antiretroviral drug regin;ens, when gi?en during
ﬁragnancy and ar delivery, may éreve'nz HBIV infections which would be later

 transmined w0 the infant through breast-feeding. The nverall eﬁ‘;'cacy of the

| anrireu'ovz‘ral treatment on MTT trinsmission of HIV can therefore be uscertained only
aﬂer terminarion of breast-feeding.

ALsa, thereisa nezd for :rfats evalua:mg the eﬁicacv of am:re:rowral :herapy

g;ven n the earIy pa:rparzum perwd 10 the mother andfor 10 rhe chzld as there are

bzdicarlons that this pcrlad is assacxated with ﬂ:e h:ghe:: rore of transimission af HIV

: :izrough breast milk.
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© o Any study conducted should be part of a research strategy which may reasonably
be expected to lead to interventions which will be affordable, feasible and

sustainable 1n the same setling.

10. The stt}y-of interventions and, if slggyn to be effective, their implementation, will
ret;uire HIY testing to be offered to pregnant women attending for antenatal
-care. - This t:sﬁng must be voluntzry, accompanied by pre. and post~test

counsc]lmg, and conﬁdeuuahty st be assurcd. k ‘

11. . Sinee the primary endpoihi of studies to prevent MTI transm!ssk_)h of HIV is the
ini’ectiox; status of the iInfant(s), studjé' shoold be designed with »fonow-uf
sufTicdently long foi_' accurate a_scertainmenz of this endpoint. In particular, if
bré.ast-feedxng is practised, the fb}low»up may need to extend past discontinuation

of breast-feeding beca‘u;se of the possibiity of late transmission.

12. Every large interventmn study should be monitored by an independent Data and

i

Safety Momtcrmg Board = | " T :

13. | To ensure that the‘most felévanf_ggenﬁﬁc qﬁcstions arc addressed, #nd' tol
.. achieve comélemeﬂtarity, thefe s 2 need for world wide coprdlnadoﬂ of reseér&
activities. WHO should assume misk coordinating role, as it Is in a unique
position to do so. | - ‘
The }apid spread of the HIV pandemic urgés ._.scien‘:iszs 0 develop eﬁecﬁﬁe

preventive wols. Severel research questions still need 1o be answered to idensify the

- 10
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maost appropriate antirenoviral driug regimens for the prevention of MTI iransmission g
of HIV. Most of these rescarch questions will be addressed in the form of ¢fficacy

mials evaluaring various antirerroviral drug regimens adapted 1o specific siudy

" populations. World wide coordination is necessary w guaranter that all pivotael’

research questions are addressed, anl w avoid unnecessary duplication of activities.

It is recommended thar WHO assumes this coordinasing role.

L2

During the meeling, several protocols for placcbo-conrolled triuls evaluating
the efficacy of antiretrovirals for the prevention of MTI uahsmission of HIV werc

reviewed (see Table 1 in annex). As discussed earlicr, the: mast promising

- intervendons are the two. protocols bsing oral aevirapine started at the beginning of

labour.

11
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Table 1 Experimental treatments suggested for placcbo-contolled clinical uials,
o ~ depending on the timing of the intervention and the breast-fceding practices of
. the study populadon, with an estimation of the sample size required.

p——

| Artificial feeding .~ © | Breasi-feeding SR \

'ZDV PO 4 weeks prenatally | ZDV PO 4 weeks prenatally

Interirentious "Increased ZDV PO dﬁring Incredsed 2DV PO d_uring
starting during delivery delivery
the antenatal
period .|| ZDV PO 1 week to Lhe mfant ZDV PO 1 week postnaudly to
' | "(optional) - | the mother and to the infant
B Samﬁle size: 2)9' *2 o Sam;i;c' size: 28810603 * 2 — |-~ - —
NVP PO during delivery | NVP PO during delivery
Interventions NVP PO 1 week 1o the infant | NVP PO | week po$mamny o
starting at {| (optional) : | the mother and to the infant
delivery - |l ’ .
Sample size: 468 * 2 © 'Sample s:ze’ 458 10 1200 * 2

| ZDV= zdovudine  NVP= nevirapine

PO= per os

'The smaller sampla size is based on the assumpuon that antiretroviral treatment decreases
the ransmission of HIV through breast-feeding by 30%. The larger samplc size is based on

+ the assumption that antirstroviral weatment has no e[fect on the uansmmsion of [11V through

breast-feeding.
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AZT TRIALS

Background T he New Enfland Joumal of Medzcme published an ed:tonal and an article today

about clinical trials in developing nations. The National Institute of Health and the Centers for

Disease Control and Prevention are sponsoring several clinical trials in a number of developing

nations, aimed at preventing mother-to-infant transmission of the HIV virus in those nations.

'Most of the studies involve a placebo control. The editorial compares this with the infamous
Tuskegee study, in which rreatmenr was knowingly wrthheld from African-A merzcan men who

~ had syphilis. - o o

(Contact: Campbgll Gardert at HHS: 202-§90-6343 or Laurie Baedér at HHS: 202-690-7850)

e 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 developmg and evaluatmg a fcasxble
- effective therapy for these countries.

« Since the outset, the studies haye 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. ~

o The use of placebo control was ultlmately 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 response, in a reasonable time period, to the
questions that must be answered: is the mtcrventxon safe and effective, and is it feasible in.
the developing world'7

'« Worldwide it is estimated that more than 1 million children have been infected with HIV
through mother-to-infant transmission. WHO projects that during this decade alone, 5-10
million children will become infected with HIV through perinatal 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 of the studies. Because of poor economic conditions and low standards of public
health care in the participating countries, the women in the studies infected with HIV are not-
‘able to afford the considerably more expensive protease inhibitors now available inthe .

United States, and would otherwise have not received treatment. It must not be forgotten '

- why the studies are taking place - to find a sxmpler, less costly treatment that can be made

available in these dcvelopmg countnes :
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Mother-to-Child HIV Transmission Decreases in the U.S.
But Challenges Remain For Perinatal Prevention

As the lead federai agency for preventmg HIV, CDC has several key respon51b1ht1es 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;
and HIV/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 | in every 625 births.
Not every baby born to an infected mother is also infected. In fact, without preventive treatment, the
mother-to-chlld 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 counsehng 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 routme counseling, voluntary testing,
and AZT use.

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 pubhc health infrastructure and drugs.

PERINATAL PRESENTATIONS IN VANCOUVER

Oral

Cost Effectiveness of Short-Course Zidovudine to Prevent Perinatal 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
Recommendatlons, 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 and Massachusetts, 1988-1993 Jeanne
Bertolli. : L

Early Diagnosis of Perinatal HIV Infection Comparing DNA- Polymerase Cham Reaction and
Plasma Vlral RNA Amplification, Teresa M. Brown. : V

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

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

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

- Lack Of Timely Prenatal Care Among Worﬁep Infected With HIV: Implications For Prevention
Of Perinatal HIV Transmissionv In The United States, Anna Shakarishvili.
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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/AIDS. There are currently between 650,000 and 900,000 Americans

- living with HIV/AIDs, and between 40,000 and 60,000 Americans are diagnosed with HIV each
year. The number of Americans diagnosed with HIV/AIDS fell 6 percent between 1995 and

i 1996, and the number who died frpm AIDS fell by 23 percent. The number of perinatal
transmissions fell by 43 percent between 1992 and 1996.

Kicked Off Opening of Chicagof’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 partership to provide prevention, education, and treatment.
<. Specialized outpatient center.

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

. j

- HIGHLIGHTED THE ADMINISTRATION’S UNPRECEDENTED RECORD IN

"~ INCREASING ACCESS TO HIV/AIDS. The Vice President also highlighted the Clinton
~ Administration’s continuing commitment 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/AIDS, including:

i.>;. . Increasing Ryan White CARE grants by nearly 200 percent. Ryan White provides treatment
<.~ for HIV/AIDS. Since 1993, funding for Ryan White has incresed by over 200 percent. The

2%~ Administration’s FY 1999 budget requested $1.3 billion for Ryan White -- an $154 million
mcrease 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.

i _ Increased Housing Opportunities for People With AIDS (HOPWA) program by 100
" .7 percent. The Department of Housing 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 (CDCOC).
Fighting to Pass a Strong, Enforceable Patients’ Bill of Rights. A strong, enforceable

" patients’ bill of rights would help assure Americans with HIV/AIDs high quality health care by
" providing critical protections, such as direct access to the specialists they need, continuty-of-care




.

i

protectlons to prevent abrupt changes in care, and an 1ndependent appeals process that assures
that cr1t1cal care protections are made by 1nf0nned medlcal professionals not HMOS

Proposed Historic Initiative To Eliminate Racial Disparities in Health. While minorities
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 Clinton Administration has proposed a historic race and
health initiative with the ambltlous goal of reducing health disparities for in six critical areas
including HIV/AIDS. This 1mtlat1ve includes $250 million for demonstration grants to find
effective local community efforts to combat HIV/AIDS and $150 to fund effective programs that

:
|

i
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#1: Background on The CORE Foundation, recipient of almost $10 million in construction grant
supporting devclopment of the Cook County/Rush Health Center. This Center’s purposc is to

becoine a focal point for con)mxxnit)’~widc efforts to address THIV/ALIDS and other related
communicable diseascs, including prevention, care, and research.
: |

The project brings together the ;larg,esl public and private hospitals in Tllinois -- Cook County
Hospital and rush-Presbyterian-St. Luke’s Medical Center. The CORL Foundation is a nonprofit
entity that is composed of two members - Cook County and Rush.

The grant of $9.824 million 'wags awarded under Section 1610((b), specified in languapc of the
appropriations bill PL 104-134, and speciﬁed in the President’s budget as submitted to Congress.
The CORE J‘oundation was nonﬁed in June 96 of thc funding. The construction is.a $19.9
million project.

’ Secretary Shalala pzmicipiztcd ifl the ground breaking of the facility in Spring 1997;

The project is nearing cmnpletton A grand opening ccremony will be held beptumbu 17, 1998,
and the facility will open to admlt its first paticnts on October 19.

The target ;Sopulalicm 10 be serv‘ed includes all patieuts seeking 11V/AIDS or related care at
Cook County-] lospital, plus those who will be referred or transferred from Rush. In 1995, thesc
facilities treated approximately 2500 patients living with HIV. .

The services provided will have three arcas of focus: education and prevcntion, linked to
community care; specialized outpatient carc and an array of support service for community bascd
health care providers and individuals; clinical rescarch through access to experimental treatment
and participation in chmcai trials.

#2: State Regional Meeting to bc held in Chicagd September 23-25:

The HIV/AIDS Bureau will hold the first in a series of Statc regional meetings in
Chicago on Scptember 23-25. T 'he purpose of the meeting is to bring together State agencics
(medicaid, HIV/AIDS, matemal’—clnld health, and primary care) 1o discuss critical issues rclated
to the inclusion of special needsipopulations i in Medicaid managed carc programs. The first
meeting in (‘hlcaga 1ndude< rcprcqenuxtwcs from 11 Slatcs, mcludmg Illinois.

\
|
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MEMORANDUM / ‘
TO: SARAH 5 Mk Funp N (;\&V(S. = e
FROM: ARON O foet /.\,(\\[)S TVew,v\){WM ot VW
DATE: 8/14/98 \M@‘?&Sﬁ&) Smeé \ol% T {
o RE: AIDS
'\0’“"\49%’/* D\mprve DEVINGT W f% Hw DIRENSSS  sivte 1443
\\[\Q ~ Recent Trends in Pediatric AIDS Cases =
i

the early 1990s before preventive treatments were available. Since the implementation of AZ
treatments for prenatal care and: 1nfancy, dramatic reductions in permatal transmissions have

occurred:
( --Between 1992 and 1996 perinatally acquired AIDS cases declined 43% in the U, .
1997, this trend ¢ontinued with a 30% decline. (CDC). ’ o
--Per1nata1 HIV transmlsswn rates have dechned from 21% to 6- 1 1% (CDC).

LA _
w tqi’erinatal HIV transmissions, which accounts for 91% of pediatric HIV infections, peaked dur;'}g 4 l WV\A 1S

$38 1 million. (CDC).. &\N\o&(ﬂl/\ I 000 - 7, 060

Recent Trends in Female AIDS Cases l 7@ LBL

Unlike the decline seen in perinatal transmission as well as the infection rate in males, the rate v
infection for females has increased in recent years: . : \§ A~
M'\\u _-Between 1995 and 1996, there was a 3% increase in 1n1t1a1 HIV diagnoses among
women while HIV diagnoses declined 3% among men. (CDC) ,
‘,&; --For this reason, the proportion of all AIDS cases reported among adult and adole ent

\;’Z‘ A& \W{" women nearly tripled from 7% in 1985 to 22% in 1997. (CDC)
s oW W\ --The trends for young women are alarming. Young women comprise 44% of the/cas
\"LU“ reported for 13-24 year-olds (seen as an indicator of overall trends in infection).

) ’L\W\O - (CDC)

' The increasing rates in the female population are driven by the minority population: ,
é\ W Q(DL[/\ --African-American and: Hispanic women represent less than 25% of all U.S. wotpen, y
\\ \V\ they account for 76% of AIDS cases reported to date among women in th'
M cwwckﬁﬁ country. (CDC).: - o
%’] < --In 1996, new AIDS cases increased by 12% among African American heterosexu
women and 5% among Hispanic women. (NIH)
o }W A :
u,VQULKW\Issu s to be Addressed :
--One of the best methods of preventing perinatal transmlsswn is to prevent 1nfect10n in
the mother. ‘ : ‘ .
--Young and minority w‘omenvare disproportionately affected by STDs that make them at
~least 2-5 times more vulnerable to HIV infection. Improved STD treatment will | AN
* be a critical strategy for slowing heterosexual spread of HIV (currently 38% of
4



cases among women)
--The multi-drug combmatlons needed to treat an infected person are not affordable or -
* accessible to many who need them. It is also necessary to begin to develop drugs
~for. drug-re51stant strains of the virus.
--Many, 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.
--Many managed care piovid'ers don’t provide adequate privacy to adolescents seeking
treatment since medical bills are often sent to parents.

Other Questions
--What programs have been 1mplemented to deal with pedlatrlc and female HIV/AIDS
cases?
--What must occur for permatal transmission to decrease further‘7
--Is prevention of permatal transmission the only effective method to decrease ped1atrlc
’ ~ AIDS cases? :
--What programs have been successful and targetmg minority female populatlons‘?’
--Have drug resistant strains of HIV emerged? «
--How soon will topical microbicides that can kill HIV be avallable‘7
--How close is NIH to developmg an AIDS vaccine?

}



Anne-Marie St Germaine (317) 1378188 B Aug 78 1898 O124APM. D15
{ .

4 Friday, August2s, 1998

Jaseudeal Llerman and Associates
730 N. Dranklin St., Ste. #510
Chicago. 1L 60610

g | ‘Lelephone/(312)337-7400
? Jachlca/Terman ‘ B Facsimile/{312)337.8189

Any problems wich chis cransmission

and Associates : © please call (312)337-7400

FROMD»D Anne-Marie St. Germaine

Y03 Aron Ketchel, VP

COMPANY >

TOTALPAGES ).
(including cover)

| )

FAX NUMBER p 202 456-5557,,,497

This message Is Intended only for the use of the Individual o which It Is addressed and may contaln Information that
is privileged, confidentinl and exempr from disclosure under applicable law, If this message was senr ro you in error,

kindly notify us immediatcly by telephone {collect). Thank you.




V)

" “The CORE Center

Community Action Committee

HEALTH, HIV OR SOCIAL SERVICE-RELATED AFFILIATIONS
IN CHICAGOLAND METROPOLITAN AREA

ADODI Chicago
Advisory Council - Association of Asian

AIDS Foundation of Chicago

ALDS Legal Council of Chicago

AIDS Pastoral Care Network

AIDS Policy Center

American Red Cross

American Socicty of Clinical Pathologists

A Real Read Performance Ensemble

Asian Health Coalition of Illinois

Asian Human Services

Aware 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 (;roup

Chicago Organizing Committee for the
Latino Lesbian and Gay Organization’s
Conference - October 1998

Chicago Prevention Rescarch 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/CDPH ‘

The CORE Center - Volunteers/Peer

~ Educator Program

The Crossroads Fund

Dcpartment of Children & Family Services

Pacific Community Health Organizations

El Rincon

Entry House

Family & Children's AIDS Network

Glaxo/Wellcome Community Advisory

Board

HIV Positive Action Coalition

Horizons Community Scrvices

Howard Brown Health Center ~ §3/ {08

Human Resource Dévelopment Institute, Inc.

Illinois Assistive Technology Project .

IDPH - HIV Prevention Planning Group

Illinois HIV/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

1998 CAEAR Coalition

Northside Domestic Violence Consortium

People of Color Coalition

Piser Chapels

Provident Hospital - Infectious Disease
Committee

Queer Nation Chicago

School Street Movement- Scx 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 Mcdicine/Dept. Family
Practice

Untted Way Family Life Priority Grants
Committee

Vision House

Westown/Humboldt ParL HIV Providers
Coalition

Women’s Justice Fund

Woodlawn Health Center

WO WdBSE BE61-81-8
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Thank you, Mr. Chairman, for pro{};giing Sinai Family with the opportunity 10 present

testimany before your Subcommittée thi yeér.

I serve as Chief Executive Oﬁccrifibf Sinai Fomily Heelth Centers, the largest nctwork of
community hcalth ceaters in the Cﬁicago area. Qur mission is to provide high quality, cost
effective, comprehensive pnmary,md preventive health care. We are governed by e

community-based Board of Directors, most of whom are patients or community members.

Born out of Mount Sina Hospig’%l in the 1980s, Sinat Family was awarded Federally
Qualified Health Center status 1n1991 and became an indepcndemt communiry-based
lealth center nerwork, We havcf;fj sitcs — 18 community healkh centers, 2 school-based
clinics, and 3 speciad clinics Iooaaed inside social service agencies — and we have about

170,000 visits annually by approximately 60,000 unduplicated patients.

1990 U.S. Census figures show that Chicago has seven out of the ten poorest communities

in the country.  Sina: Family

s facilities in five of these communities, serving the
indigent, unemployed, ‘or work g ‘poor regardless of their ability 1o pay. Beyond
providing treatment for illness ;05 ‘episodic conditions, we.also emphasize ccmple{a
continuity via ongoing health care; health education, and-heulth management .for families

and individuals throughout their lives ~ from the prenatal to gerintric stages.

Sinat Family’s vision for the healtliy:future of our paticnts is focused on,a.plan to devclop

& system of urbas community‘health care. In order to maintain and expand this

commitment, we continually. lsbis" and respond to the rapidly changing urban lealth

care environment. We provide:quality and cost effective health carc to all our paticnts,
and it is for this mission that we ask for your Subcommitiee’s crucial Support.
Mr. Chairmasn, over 41 million &mericans are uningured today - the highest figure since

Medicare and Medicaid werd cted. Community health centers fill a critical void by

912024565557:% 3r11
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providing care to over 10 mﬂﬁoxfﬁ;c:rsons not presently served by other providers, and for
those who could not otherwise a,ﬂ'ord primary health care.

In Cook County, Medicaid enrol[ment has decreased by 60,000 in the last two yeurs, This

drop in earollment is due !argglg’;‘ to on improved economy and changes in weltare and
immigration laws. Unfoztuﬁat’é’llj,' it is very likely that the vast majority of these
individuals, even if they are employed, are now uninsured. Sinai Family continues to serve

these oRen uningured patients.

912024365557 :% 4711

With the increased enrollment of Medicaid patients in managed. care, Sinai Family and

community health centers throu; hout the country are receiving decrcascd reimbursement
for serving Medicaid patients. Even though Sinai Fermily has rcengineered ita gervices

delivery system and instituted cr chanycs to reduce encounter custs by 22 percent, we

are being squeezed ﬁnancialij;fhgigteduced levels of reimbursement and increased numbers

of uninsured persons.

For these reasons. Sinai Famil
Health Centers (NACHC) is w

increage in Fiscul Year 199§ i

pleased thar the National Association of Community
ng with Congress and the Administration w secure an
America's community health centers in the hopes of
making comprehensive primary health care available 10 aﬁ additional 350,000 uninsured
persons nationwide. Singi Famil

millien in funding for HRSA's Co ‘{

rangly supports NACHC s request for an additional $100
lidated Health Center Program.

A top prionty for Sinai Family/is addressing the needs of infants and their mothers,
Accordingly, Sinai Family was’

sed 10 be given the apportunity, along with three other
community health centers, to redut

infant moriality and low birth rates on Chicago's Westside
was awarded last fhil. 19 owt of every 1,000 babies born
on Chicago’s Westside die in their’ irst yeur of lift. Through this Bureau of Msternul & Child
Tiealth (BMCH) Healthy St;n

mortality rate, and low birth wei eg, by 20 percent through the implementation of studied

Sinai Family will reduce this shockingly high infant
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inereased STD treatment can slo
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and proven community health care practices. Sinai Family asks that the Committee cuntinue to

fund the Healthy Start program to/expand and enharce pre and postmatal care.

Sinai Family has also devddpcd?“ir:movadve programiming to address some of the specific
health care problems faced by those elderly living tn Chicago’s poorest neighborhoods. In
addition to a general increase in hezith care problems as they get older, seniors often ﬁnd
that poverty and crime act as i}mcrs to seeking and receiving adequate health care.
Consequently, many seniord _ara;‘;f'drced 10 allow illnesses and discase to g0 untreated until

the problems devclop into wcrf.;'hca.lth threats.

Sinai Family's Serior Outreach Program is aimed at addressing the problems faced by the
inner-city elderly. The program ipmvides medical Screenings and access to health care for

senior residents of public housing: In the last four months, the Sewior Outreach Program
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has identificd and linked to primary health care services 400 seniors with serious health

problems. Sinai Family ask§ ‘that the Subcommittee encourage the Administration on
Aging to evaluatc the degreésto which outreach programs assist vulnerable scnior

populations meet their preventive'and primary heelth care needs.

Finally, Sinai Family urges the Subcommittee to encourage the Center for Disease Control &

1k with community based organizations to cortral the
spread of infectious diseases. T ‘now strung evidence that the presence of other STDs

increases the likelihood of botti*transmitting and acquiring HIV and conversely that

y!hé spread of HIY.

Sinai Family also shares this'S

commiftee’s concern about the disproportionately high
prevalence of cancer among! %an;aged and minonity populations, Despitc overall
lower rates of breast and :c

diagnosis of thesc two treat
belicves that as the CDC

cancer among African American women, the late
iscases is resuldng in higher mortality rates. Sinai

deal with nising rates of cancer among minarity .
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women, funding should be made’ available for early screening and treatment programs

specifically designed to addrég;.yiﬁ‘év needs of this pmiéuiar population.

Mr. Chairman, Singi Family ﬁh’;‘mks you for the o;iportunity to present testimany to your
Subcommiltee this year. >.

912024565557 % 6/11



SENT BY:CDC © 8-26-98.: 1:05PNM C- 912024565557:# 7711

TESTIMONY OF
ANTHONY COLE
VICE PRESTDENT
HAYMARKET CENTER
BEFORE

OUSE COMMITTEE ON APPROPRIATIONS
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Thank vou, Chairman Porter, fo

[

testimony to your Subcommitter aga

My namc is Anthony Cole and [ am Vice President of Haymarket. We are a comprehensive substance
abuse treatment center on the Near West Side of Chicagn. We were founded in 1975 by Monsignor »
Tgnatius McDermon. Over the pa’:;f venty-three years, we have developed several unique progriums

10 address the needs-of high-nisk f ,:ﬁles and the non-violent drug offender. Haymarket cwrrently

ofters comprehensive and integrated lféaunenl services to an average of 13,000 clients annually. We

are the largest drug abuse treatment cénter in the Ciry of Chicago and the third largest in the State of

Nnots.

{ present this testimony this year to“provide a status report on Haymarket's ongoing cfforts 1o be

innovalive and effective in our programming.

We at Haymarket believe that the t;ea ent community needs 1o be encouraged to further devedop and
to refine what {s called u "'comimiur}l of carc This *continuum” s the integration of dmg abuse
prevention, drug abuse treatment, he th% services including HTV/ATDS, day carc. parcmvtmjning,
vocational education, job placement an ‘screeninig for domestic vivlence and gambling addiction. Tf]ib‘;

integration of services emmbles the

redtment community 10 help more addicts become productive

" membors of society more quickly.

Haymerket has been given the oppurtimty. 10 evaluate our integration of services theory through a

CSAT demonstration grant which'was awarded in Fiscal Year 1995. Through this CSAT Residential

1~
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Women & Children (RWC) Grat ‘we are providing residential treatment to morc that twenty
chemically dependent women and their children. We are also conducting a rigofous evaluation of our

long tcrm treatment model and ifs: effectivencss in reducing recidivism rates among chemically

dependent women, and the seven and types of impairment experienced by their drug-exposed

clﬁldren.t

¢

We ask that the Commirtee en agel(",SAT to continue to fund Knowledge Development &
Applications (KDA) projects which: expand and enhance treatment for high risk and ‘hmd-to-placc °
populations. In order to meet the ‘challenge of fimited federal resources, the treatment. community

needs to equip ourselves with a bette uncerstanding of which treatments are most effective with which

subgroups of abusers and uddicts. We need to recopnize the variations among these groups, and that

program models developed to t

a white, male population are not directly transferable 1o other

groups like pregnant and postpartum women. These cliems bring with them a whole other set of

clients — their children. Few veatment facilitica epproach women as mothers as well as individuals, ot

deal with matters related to the well qng' of their children.

i

Haymarket understands that the fedéral govermnment has lunited proventdon and treatment resources.

d resources need to he targeted towards high-risk populations

such 25 pregnant and postpartu rhen and their children. Especially when one considers that the

~ greatest cost savings are associated with trcating this population. In addition to the savings connected
1o treating the mother, there are’ significant savings to be realized by delivering drug-free infants. The
expense of inteusive hospital care for each drug-exposed newborn ranges from $20,000 1o $40,000.

The averuge total cost of carc ﬁ-o : }‘gvto.agc I8 for each drug-exposed child is $750,000 according
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to the General Accounting Office "

1 elso recognize that this Subcomtuee recetves no credit or benefit from savings to the Medicaid
program resulting from mc.rcu.scci ap ropriations for treatment. This is unfortunate — just took at the

‘numbers: at jeast one in eveiy ﬁve ‘ed.aca.\d dollars spent an hospua] care is as a result of substance

abuse -- at a cost of 3§38 billion:d 'y An untreated addict can cost socicty an estimated 343,200

annuslly, compared with an gji{/eg-age 16,000 tor a year of residential care.  Haymarket remains

concermed that, as the trend of sl gpublic health care to managed care continues, hirtle attention is

 being paid ta how to offectively transfer managed care practices to publicly funded residential reaunent

settings, which are the last safet

. Haymarket believes thax lherc 15 a-dircet corielation between the comprehenswc nature of treatmant

and reductions in readivism r;.yte;_

ki

ceardingly, we have incorporated 2 prevcntanvc health semccs
clinic into our treaiment program ‘u'ough the establishment of an on-site clinic, in parmership with a
Federally Qualified Health Ceflte; in'Chivago, we have been able to nddress the variety of medical and
heulth related problems which i ede our clients’ treatment progress. We urge the Committee o
encourage the CDC and HRSA_th ontinue 10 work with community-based organizations 10 conrol | '
the spread of infectious disease “{fic’reduction of chromic discase, und the reduction of risk Factors

through preventive and primary'’h h care.

Finally, Haymarket is locking d the vocational education and job placement services we offer

our clicrits: Once they have compl catment, and have hegun 10 address other medical and bealth

related problems. the one impediment ‘tvh‘éy face is a lack of employment opportunities. Haymu ket is
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looking to eollshorate withf’ih Corps Center, which is scheduled to open in Chicugo this year, in

developing an outpatient tralion project, We ask that the Comuninee encourage the
Depanment of Labor 1o é_ de \x‘;orking with cominunity-based organizations in this and (;t}ler
innovative ways, The Dc:": has been-charged with developing welfare-to-work ouniculum
prageams but if welﬁxre-to-k)ov efforts are to. succeed the current treatment system’s capacity will
nead to be increased. For e'(am e. the Dliinois Depariment of Health & Human Services estimates that

forty percent of the State ANF population has a substance abuse problem and is in nced of

treatment services.
In closing, Haymarket requ it‘yuu help the treatment comununity create & "continuum of care” for
ndividuels wath drug abuse pi

ms $o that those individuals can address their problems more quickly

and completely.
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From: David Vos, Director .
Office of HIV/AIDS Housing

PHONE: (202) 708-1934 x 4620
FAX: (202) 708-1744

Date: August 19, 1998

Number of pages, including cover:

- Material sent to:

Comments:

HUD COMMUNITY PLANNING & DEVELOP =+ 394565557

Office of HIV/AIDS Housing

Office of Community Planning and Development
U. S, Department of Housing and Development
451 Seventh Street SW, Room 7154

- Washington, DC 20410-7000

Cover

Aron Ketchel, Office of the Vice President 456{55‘60; 5557 fax

NO.@46

Here is the information reqﬁested on the HOPWA program and grants in the

Chlcago area. [ 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.

[Minois {outside of the
Chicaga and St. Louis
EMSAg)

John R. Lumpkin, MD

Director _
Hilinoig Denanment of Public Health
$25 W, Jefferson Streat

" Springfieid, 1L 62761-0001

Ms. Terry Dobbs

Direct Services Administrator
AlDS Activity Section

{iinois Dept. of Public Health
525 W. Jafferson Street
Springfleld, IL 62761
217-524-5983

Chicago IL PMSA

Thom Dombkowski

Program Director, Division of HIV/AIDS
Public Policy and Programs

Chicago Department of Public Health
Room 2-148, DePaul Center

333 South State Street

Chicago. (L 60604-3972

. 312-747-3641

Larry Wolf ,

Division ot HIV/AIDS Public Policy and
Pragrams

Chicago Department of Public Health

Room 2-148, DePaul Center

333 South State Street

Chicago, Il 60604-2972

312-747-8815

ol
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HOPWA 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 othér resources 1o address the housing needs of low-income Americans with

HIV/AIDS 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 made available by HUD’s

Housing Opportunities for Persons with AIDS (HOPWA) program. Commumnes may use
the a.nmxal allocation over a three year operanng period.

, Smce 1992, HUD 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 HIV/AIDS and their families who have pressing housing
needs. The most recent grants are generally in a development stage that involves community
- consultations, the development and refinement of plans, and the selection of providers, often
by local request-for-proposal processes. Following development, programs initiate
operations, select trained staff, identify clients, and coordinate services with other area
providers. Property development activities, such as site selection, predevelopment plans,
construction 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 evatuauons and report on the accomphshments of their activities.

- Over time, the number of communities that quahﬁed 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 to 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 anrual 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 Nauonal Significance, and prolccts in nen-formula arcas under a natlonal
compenuon ' ,

v Clucago,

FY 1992 § 919 000
FY 1993 $ 2,292,000
FY 1994 § 3,122,000
. FY 1995 § 3,288,000 - -
FY 1996 § 3,394,000 -
FY 1997 § 3,805,000
FY 1998 $ 3,900,000

" The HOPWA formula grant, ﬁrst funded in 1992, serves persons hvmg with HIV/AIDS and
" their families in the nine counties in the Chicago mctmpohtan arca.
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The HOPWA formula program, admunstered by the City of Chicago’s Depamnem cf

~ Health, funds a program with five main areas of activity: (1) rent subsidies/financial
assistance, which includes emergency housing placements and an average of six months
rental assistance; (2) assistance for persons with HIV/AIDS resndmg in community

. residences, with residency averaging 138 days; (3) supportive services to maintain a

- continued level of independence; (4) costs for advocacy and technical assistance; and (5) °

- expanding of housing resources through acqulsmon, renovation, construction and the leasmg
of sites.

| ’I’hese five levels of activity within this region is an attempt on the part of the city to -
streamline allocations and contracts in order to prcmdc the necessary services to clients m
the most expedient manner. Pnonty consideration is given to those person living with

: HIWAIDS who are homeless or in imminent danger of becmmng homeless.

v State of Illmoxs

- 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, administered by the llinois Department of Public Health, serves all of Nllinois outside
of the Chicago and St. Louis Metropolitan Statistical Areas.

. In March, 1996, the Illinois-Department of Pubhc Health learned that it would be ~
 administering the HOPWA formula funds for the State. By May, 1966 the Department had
submitted a draft proposal for HOPWA funding for comment to the Ryan White Title TI
Advisory Council members, AIDs service organizations, local AIDS Task Forces, statewide:
housing-related organizations and other interested pamcs ln June 1996 a fmal program
~ plan and request for proposal was 1ssued .

‘Based on the input of the various organizations and citizens involved in the plan, the
Department chase to utilize the HOPWA funds by linking into the established HIV care
consortia system. The system divides the 102 Illinois counties into eleven regions with an
identified lead agency that coordinates a continuum of care for persons and their families
affected by HIV/AIDS. The following services are provnded by the local HIV care copsortia
members: case management, rent assistance, emergency housmg assistance, utility asslstance
primary medical care, lab services, dental care, nutritional services, mental health -
counselmg, legal services, substance abuse counseling and u'ansponanon,

In 1995, lbe following two grants were selected in a nauonal compentxon m thxs area as
- Special Projects of Natmnal Significance: »

* In Joliet, Illinois, -a grant for 3465,991 was made to Cornerstone Services, Inc., a non-
profit, comprehensive social service agency that provides housing, mental health..
employment, developmental, educational, and recreational services to persons with
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- disabilities. Cornerstone developed a program in collaboration with AIDS Ministry of =~
1llinois, a non-profit, non-denominational social service agency that provides housing,
support groups, advocacy, referrals, and counseling for people living with AIDS. Over the
three-year operating penod, this project is providing independent living options with .
supportive services for eight persons with AIDS and mental illness in suburban Will County,
Ilinois. Services will include infense case management and advocacy, counseling and mental

- health services, substance abuse treatment, daily living skills training, employment services,

. crisis intervention, and socialization and support groups. The project provides remtal = =~

assistance for housing that allows people living with AIDS to avoid 1solauon from the larger.
commumty

v Travelers and Immigrants Aid of Chicago’s First Step Program received a grant for
$1,030,000 to provide assistance 10-address substance abuse recovery, housing stability, and
HIV-related bealth 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 cumulative cases of AIDS respectively. HOPWA funds
have been used 1o establish a 15 unit substance-abuse housing recovery program for homeless
people living with AIDS that includes case management, a day health program, emergency
transitional housing, psychiatric and clinical mental health services, community bealth .
nursing, housing resource develcpmem and rental assistance, and primary health care. Over .
the three-year operating period, the grantee expects to serve between 45 and 60 people living
~ with' AIDS. Additionally, the grant funds a comparative assessment of different service
models employed while working with homeless people living with AIDS who also have .
substance abuse problems. Through the examination of four models of housing and service. . .
delivery based on variables of housing delivery, the abstinence/recovery continuum, and the
~ HIV health status of pamcxpants. the grantee is developing predictors of success for various
- approaches. This information is intended to be used on'a national scale for enhancmg the
dchvery of services for people hvmg with AIDS.
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| . Housmg Opportumtxcs for Persons Wxth AIDS (HOPWA) ,
N Annual Progress Report , .
J anuary 1, 1996 December 3, 1996

" Part 1 Summary

* Exhibit A {Q?érvieﬁ of Accomplishments

Residence Operating Support, Food Services, Home Health Care, Housing Advocacy, and Legal
Services/Entitlement Advocacy. Eligible applications were read, scored, evaluated and discussed

by members of an independent review panel comprised of PWAHIV/PWAs, other member of -

affected populaticns, business persons, and staff and volunteers of commumty-based and AIDS-
service orgamzatmns

. 946

- The City of Cmcago Department of Pubhc Health was the recszem of Sa 394 GOOV*/Formula
. HOPWA funding for the 1996 fiscal year. An RFP was issued on March 18th for Cemmunity

The panel ranked all pmposa s in order of fundmg prcfcrencc within each category, as well as

made funding recommendations for each proposal: For this funding year, the City approved the

allocation of funds to 23 :agencies. Some agencies were funded in more than one service area.

Cur main uugcwuc for s fundlng cycle of the IIIV:'AI Huhmug Initiative was 10 wargt

programs and projects that provided services 1o low-income persons with HIV-disease or AIDS

in Chicago and the. surroundmg 15 commurunes compnsmg the Eligible \[etropolxtan Area -

W&WMMWWW ‘

ad;umenm.ﬁoqmallar_and_iangﬁr_famﬂmﬂ_ Pnonty consideration was given (o homeless

: PWHIV/AIDS or those who were in imminent danger of becommg homeless. .

In'FY 94/95 CDPH awardcd the AIDS Foundanon of Clucaeo (AFC) and AIDS Housmg of'

Washington a contract 1o develop a five year, comprehenswe housing plan for the EMA. The top

recommendation for the Housing Plan was the development and 1mplementanon of a ccntrahzed

* mfcrmanon and referral system. Tms has been completed in PY 96.

k

Our five program objectives were: ..

to-date information about IIW#AIDS housing services in the Chicago EMA. The program
will be accesmhlu, by telephone for a minimum of forty (40) hours each week 1o consumers
and potential consumers of HIV/AIDS Housing services, service provwers and members
of the pubhc . :

Maintain a'cenralized information and referral system that would provide accurate and up-

vas
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Provrde a rmmmum of Lhree thousand f\vc hundred (3 500) momhs of rental assistance 1o

1o fewer than three hundred. t\venty -five (325) HIV/AIDS dlsabled lcw income resrdents B

of the Chrcago EMA

each for 58 persons

Provrde short-—term SRO ‘housing for an a?érﬁlgc of 90’§d§ys e_zii:h for 46 pérsonsi” .

- Provxde suppomve services such as food home health, and leqal/enmlemem advocacy '
semces for up to SN0 persons.. -

Durmg the tturd year of the HOPWA program we I iave successfully met and m most cases
,,éexceeded our pro;ecced goals for the number of persons to be served '

Four commumty bascd orgamzauons werc 1denuﬁcd m the area of Resource Expansron

- Chicago House & Social Service Agéncy, Samaritan Housing/ - ‘United  Methodist,

. Children's Place  Association, and TIA/Century Place: Developmemz’Sutherland Hotel. An

- additional $500,000 for Resource Expansion has yet to-be allocated Thc HOPWA
allocations in this service area Wlll provxde the followmg '

Chmag,o.ﬂons:_&.sgma.ucmcmgamg- This pl‘GjEC[ will focus on housmg for smgle ’
.men. The aoency is in the process of i wanmymg an approprlate >1gm at presem '

iIhc.Chxldmm_Elacr;As.somaunn wul be able ©0 house 3 famrhes wuh up 10 5 members .
each. Tne buiiding wili aiso have a day care cenver which wiii be abie 0 accorrunodate 55-

80 children. The agency is awamng 1ts cnvuromncmal 1mpa«.t approval from the State of
: ‘lllmms and HUD : ;

' \Samanmn_Hnnsmzﬂlnmd.Mzﬂmdm will be able to provrde 15 unirs of housmg for‘
hornelcss mamuuais mfected w:rh HIWAIDS on the south side. :

"i

R ,'ZIIALCcnmq..ElacLD_cmlnpmanﬂ_Summand_Hmd wall use their award to provxde 25 -

~ .aparuments as well as an innovative day care program in a south side site. Addxtmnal.
- funding for the proy:ct wull be provxded by. other tundmg sources such as. ‘Shelter Plus
, Care ‘ : I :
-

Provide housmg ina cormnumty-bascd msxdcncc for an average lcngth of stay of 138 days -

Wb .



©8/19/98 16:33 - HUD COMMUNITY PLANNING & DEUVELOP 2 94565‘55'? : NO. 846

Ie.n community residences were funded to provide a total of 37,202 days of care.

- As a result of HOPWA funding we were able o increase the number of beds in the
communitics of color by 34. Three newly funded providers, (AIDS Care on the
city's north side, Interfaith/Vision House on the south side and Omni Incorporated
Initiative on the west side) allowed for the increase in the number of clients served
as well as the expansion of subsidized housing and sunnortive services in areas that
had heretofore had limited access to these services. Furthermore, it has fostered
networkmg and awareness among service provlders 1n this area.

Eighz community-based agencies were awarded monies to prqvidc supportive services
ranging from home health and food services to legal assistance/entitlement advocacy. This
“program has been particularly successfully due the collaboration and coordination among

all of the HOPW 2 funded agencies. Inter-agency referrals have created an exr.ramp‘y
effective means of se(vice delivery..

A newly funded agency, HIVCO began the provision of home delivered meals and/or
groceries to PWHIV/AIDS in the suburban EMA. AIDS Legal Council of Chicago has
been able to set up an office at Cook County Hospital (the largest provider medical care
1o low-income PWHIV/AIDS in the EMA) where clients can access legal services.

Four agencies were funded to provide Housing Advocacy to PWHIV/AIDS. The services
ranged from connecting clients with landlords with available rentals to providing legal -
representation for individuals with housing related issues. HOPWA funded advocates also

work closely with state and local governments to ensure zhat Section 8 legislation includes
consideration for PWHIV/AIDS.

Healthcare Alternative Systems was newly funded thlS year to provide housing advocacy
0 the growing numbcl uf Hispanic ¢ s needing this :,cnu.c on Clicagu's wesi side.

Exhibit B - Program Improvements

Barriers

Due 10 a late start in implementing the centralized housing and referral system. the disbursement

~ of rent 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. The incidence of cases was then divided by commumty area,
and a corresponding number of slots were assigned to each ot fwe partner agencies.

-

-:-

a7
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- Eligibility rcquuements which were mmally determiined in conjuncuon thh the Housmg Plan,
included having an A.IDS telated disability. This ruled out individuals with only an HIV

~ diagnosis. An important component was the ability 10 deve10p a plan whereby the ciient would
eventually be able 10 pay for housing with other resources. The positive aspect of centralized
program administration has allowed for coordinating the use of HOPWA funds with Title I short
rerm rental assistance. System integration however, has iaken some time.

~ Solutions

Focus groups were convened during the winter to address some of the inherent problems of
. eligibility criteria and systems mzegranon The followmg changes will be implemented:

(1) Three tiers of client eligibility will be set forth (Level 1 = disabled by HIV; Level 2 =
HIV + and oth=rwise disabled: and Level 3 = HIV +, not disabled) to enable all clients
demonstrating fiuancial need to obtain assistance if funding allows.

(2)  Case managers will assess clients 16 establish priority level.

(3) AFC wxll closcly monitor funding utilization, and may restrict access to level 1 or to Level
1 and Level 2 clients at any time in order to assure that funding will be avaxlable;
throughout the contract year for Level 1 clients.

While clearly acknowledging the advantages and strengths of the new program the focus groups

consistently raised two concems (1) lack of consumer-level publiciry and (2).inconsistency among
- Case rmanagers in assessing client need and assisting clients in applying for the program.

To resolve these issues, efforts will be made to actively involve housing advocates at the CBO

partner agencies in providing training and technical assistance to case managers on an ongomg
~basis. T further pubiicize the program, consumer-oriented markering matenans are oemg

devemped t0 be distributed throughout the EMA. - :

cd\Wp31 hopwa96.ann o : -4-
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Program: The Housing Opportunities for Persons

with AIDS (HOPWA) program provides housing
assistance and supportive services for low-income
persons with HIV/AIDS and their families. Grants
are provided: (1) by formula allocations to States
and metropohtan areas with the largest number of
cases and incidence of AIDS; and (2) by

competitive selection of projects proposed by State -

and local governments and nonprofit organizations.
Grantees are encouraged to develop community-
wide comprehensive strategies and 1o form
partnerships with area nonprofit organizations to
provide housing assistance and supportwe semces
for ehglb]e persons.

'Conso)idated Planning: All HOPWA formula
grants are available as part of the area’s
Consolidated Plan,  which also includes the
Community Development Block Grant, HOME
Investment Parmerships program and Emergency
Shelter Grants. Plans are developed through 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
manner. Ninety (90) percent of the appropriation
is allocated by formula to eligible communities.

" Formula Awards: In FY 1998, a total of $183.6
million is allocated by formula to the qualifying
cities for 59 eligible metropolitan statistical areas
(EMSAs) and to 29 eligible States for areas
outside of EMSAs. Eligible formula areas have at

least 1,500 cumulative cases of AIDS, as of 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 incidence of AIDS. HUD

uses statistics from the Centers for Disease Control‘ ,

and Preve,nnon in allocating funds.

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

- SuperNOFA for Targeted Housing and Homeless
.Assistance programs in the Federal Register on

April 30, 1998 (63 FR 24009) and made available

'$20.15 million for the 1998 HOPWA competition.
Applications are duve to HUD by July 10, 1998 =

and the application package may be obuined from
the SuperNOFA Information Center at 1-800-
HUD-8929 or 1-800-483-2209 TTY. In FY97,
$19.6 'million ‘was made available and HUD

selected 20 new projects including:

(1) eight grants for Special Projects of National

‘Significance (SPNS) which, due . to their

innovative nature or their potential for replication,
are likely to serve as effective models in
addressing the needs of eligible persons, including
one project that will provide National HOPWA
Technical Assistance; '

(2) seven grants under the HIV Multiéle -

Diagnoses Initiative (MDI) which were also
SPNS gramts that target assistance to homeless

“persons living with HIV/AIDS who also have
chronic alcohol and/or other drug abuse issues -
and/or serious mental 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 submitted by States, units of general local
government and nonprofit organizations;

(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;.applications for this category can

be submited by States and local governments in
areas that did not qualify for formula allocarions.
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Program uses: HOPWA funds have helped many

communities establish -strategic AIDS housing

plans, better coordinate local and private efforts,

fill gaps in local systems of care, and create new

housing resources. HOPWA funds may be used
for a wide-array of housing, social services and
program planning and development costs. Eligible
activinies include, but are not limited to, the
acquisition, rehabilitation or new construction of
housing units,
maintenance

. of facilities and  community
residences,

rental assistance and short-term

payments o prevernt homelessness.

HOPWA may also be used to fund services, such

as health care and mental heaith services, drug and -

aleohol abuse wreatment and 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
certain standards and limitations.

~ Performance Measures. Grantees report on

~ accomplishments under two HOPWA performance
measures (the number of shor-term/transitional
units created; the number of permanent housing
units created during their operating year).
‘Grantees may also evaluate their program based on
local goals and objectives.

Goals: . The program is authorized by statute ."t0
provxde States and localities with the resources and
incentives to devise long-ferm comprehensive
strategies for meeting the housing needs of persons
with acquired 1munodcﬁc1ency syndrome and
families of such persons.” Additionally, the

HUD COMMUNITY PLANNING & DEVELOP » 84565557

costs for the operation and

National AIDS Strategy established national goals
to end the epidemic- of HIV and- AIDS and to
ensure that all people living with HIV have access
to services, from health care to housing and

supportive services, that are affordable, of high
quality, and responsive to their needs. ‘

Authorization: The programv is authorized by the ,

AIDS Housing Opportunity Act (42 U.S.C.
12901) .as amended by the Housing and
Community Development Act of 1992 (Pub. L.
102-550, approved October 28, 1992). Funds were
appropriated in FY 1992 and for subsequent years.
The Department’s appropriation for Fiscal Year
1998 pravides $204 million for HOPWA.

Regtxlations:' The program is governed ‘by the
HOPWA Final Rule, 24 CFR Part 574, as

~amended, and the Consolidated Submissions for

Communiry Planning and Development Programs,
Fln‘fa] Rule, 24 CFR Pan 91, as amended.

For More Information Contact: The
Communiry Connections Information Center at 1-
800-998-9999, 1-800-483-2209 (TTY), or by
internet at: comcon@aspensys.com; or

The HUD State or area Office or the Office ‘of
HIV/AIDS Housing, U.S. Department of Housing
and Urban Development, 451 Seventh Street,
S.W., Reom 7154, Washington, D.C. 20410, or
phone (202) 708-1934; TTY 1-800-877-8339, fax:
(202) 708-1744.
other HUD tools is available on the HUD HOB:IE
Page at www.hud.gov/home.heml.

Information and other support is available under a

National HOPWA Technical Assistance Program

operated by AIDS Housing of Washington at (206)

448-5242 or by email at: mfo@azdshomng org or
at www.aidshousing.org.
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