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INTRODUCTION

As I travelled the country during the past year visiting
hospitals and clinics, nothing touched me more than the sight of
too many brave children and families struggling to cope with HIV
infection and AIDS. I have seen children who have spent most of
their short lives in hospitals -- keeping up their courage
through one more blood test, one more procedure. And I have been
awed by their refusal to give up. By their hope.

No one has inspired me more with the depth of her own hope
and courage than Elizabeth Glaser. Day in and day out --
confronting personal tragedy and her own struggle with AIDS --
she carries on, fights back, and gives new hope to so many
others.

Today, Elizabeth and the Pediatric AIDS Foundation, Liz
Tilberis and Harper’s Bazaar magazine, Donna Karan, Chris and Pat
Riley and all of you are giving hope to children living with
AIDS, and giving the gift of health to children who will be
spared from the disease because of successful prevention and
research. What a wonderful way to celebrate our power to have
hope and to give hope -- even as we face this terrible disease.

STATISTICS ON PEDIATRIC AIDS

° HIV infection. 1In the United States today, HIV infects
1,300 to 2,000 newborns each year and has become one of the
top 10 leading causes of death of young children. As many
as 10,000 to 20,000 children in the United States may be
infected with HIV.

Worldwide the numbers are even more staggering. In 1990
alone, 1 million children acquired HIV from their infected
mother before or during birth. The World Health
Organization predicts that by the year 2000, there will be
10 million children infected with HIV worldwide.

o AIDS cases. Through June of this year, over 5,700 AIDS
cases have been reported in the U.S. among children less
than 13 years of age. Of these, more than 3,000 children
have already died.

And the number of children with AIDS is increasing -- 39% of
all AIDS cases among children in the U.S. have been reported
in the last 2 1/2 years alone.




° orphaned children. In addition to the children who are
infected with HIV, many more are affected by HIV and AIDS.
Researchers estimate that 20,000 children in the United
States have already been orphaned because a parent has died
from HIV infection. This number is expected to reach
125,000 to 150,000 by the end of this decade. Across the
world, by the end of the 1990s, 10 to 15 million children
will be orphaned by the death of one of their parents
through AIDS.

WHAT IS8 BEING DONE

These terribly sad statistics can overwhelm us. But we must
not forget that there are many good and courageous people working
tirelessly. The Clinton Administration is committed to investing
in this work on prevention, treatment, and research.

] Research. Funding for pediatric AIDS research at the
National Institutes for Health has increased by over 25%
under the Clinton Administration’s budgets.

A recent NIH study that some of you may know about tells us
that research produces results. The study has shown that
when AZT is administered to HIV infected pregnant women, the
rate of transmission to their babies drops significantly --
from one chance in 4 of infection to about one in 12. One
in 12 is still tragic. But progress is being made, and this
news alone tells us that our investment in AIDS research is
worth it.

° Prevention and treatment. Yet good research is only half
the battle. We must also continue to encourage prevention
and to make sure that those children and their families who
do have HIV disease get treatment and support services.

The President has supported a 30% increase in funding for
Title IV of the Ryan White CARE Act -- which gives grants
for community-based, family-centered care programs. And
last year the Centers for Disease Control began a major new
prevention initiative targeted at adolescents and young
adults.

ELIZABETH GLASER AND THE PEDIATRIC AIDS FOUNDATION

Nobody has fought harder and done more in the fight against
pediatric AIDS than Elizabeth Glaser. And nobody has fought with
such dignity and courage. When Elizabeth discovered that she had
contracted the HIV virus from a contaminated blood transfusion
after the birth of her daughter Ariel, she could have given up.
When she discovered that she had unknowingly passed the virus to
Ariel during breast-feeding and then to her son born 3 years
later, she could have given up. And when Ariel died of HIV
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infection at the age of 7, Elizabeth could have given up. But
instead of giving in and giving up, Elizabeth channeled her
energy and passion into the fight against pediatric AIDS.

L When Elizabeth helped found the Pediatric AIDS Foundation in
1988, there was no pediatric AIDS research agenda. Since
then, the Foundation has raised and invested $13 million in
research grants and scholar awards. It has sponsored unique
collaborations among government, drug companies, and private
research institutions and universities. 1Its Ariel Project
has brought key researchers and clinicians together to find
a way to block transmission from an infected mother to her
newborn child.

o Elizabeth has had tremendous success in mobilizing private
support and getting Republicans and Democrats to put aside
partisan bickering and work together against AIDS. She has
done this in part because she reminds us that everyone is at
risk -- wealthy or poor, black or white. But, more
importantly, she has done this because of her enormous
tenacity, compassion and intelligence.

CONCLUSION

The fight against pediatric AIDS is not futile. We can
improve access to treatment, especially in traditionally
underserved African-American and Hispanic communities. We can
reach out to our children and teach them about prevention. We
can fund research -- to find ways to block transmission, to test
new drugs that will lengthen and improve the quality of peoples’
lives and, finally, to find a cure for AIDS.

The battle is being fought every day -- by advocates like
Elizabeth Glaser and the Pediatric AIDS Foundation, by
researchers and doctors, by mothers and fathers, and by so many
-- by too many -- remarkably brave and strong children. This is
a battle we can win by maintaining hope and working hard. As
Elizabeth herself has said, everyone with AIDS is somebody’s
child. This is a battle we must win for all of our children.




The Pediatric AIDS Foundation

Second Annual

"KIDS FOR KIDS"

DATE: Sunday, September 25, 1994
. TIME: . 3:00 to 6:00 pm
LOCATION: Industria Superstudid, 775 Washington Street
CHAIRS: Elizabeth Glaser, Donna Karan, Chris and Pat Riley
and Liz Tilberis

Harper’s Bazaar magazine and the Pediatric AIDS Foundation are joining forces to bring an extraordinary event
to New York City this fall. On Sunday, September 25, 1994, they will be hosting a unique carnival and street fair
to benefit the Pediatric AIDS Foundation, an organization co-founded by Elizabeth Glaser, Susan DeLaurentis and
Susie Zeegen to fund research designed to confront medical problems unique to children with AIDS. Some of the
most talented and exciting artists, designers, sports figures, photographers and celebrities will be donating their time
and effort to create an unforgettable afternoon of activities and games for families and children of all ages.

Activities:
STREET FAIR

The street in front of Industria will be closed and tented and a fair consisting of activities and carnival games for
children of all ages will be created. Designers, celebrities and other "heroes” will man the booths with such
attractions as a dunk tank, hi striker, wheel of fortune, peg toss, face painting and other exciting games. Jugglers,
clowns, and other performance artists will wander throughout the carnival space entertaining families. Some of last
year’s heroes who worked the booths included Michael Bolton, Tom Brokaw, Michael Douglas, Daryl Hannah,
Dustin Hoffman, Ron Howard, Spike Lee, Christopher Reeve, Brooke Shields and Paula Zahn.

SPORTS - Captains - Pat and Chris Riley

One-half of the street fair will be devoted to sports games including football toss, basketball, miniature golf, -
quarterback challenge, baseball batting and slapshot hockey. Pat and Chris Riley are recruiting sports heroes of
phst and present to man the booths and pose for pictures and sign autographs. Last year's sport stars included the
entire New York Knicks team, Tony Campbell, Donna De Varona, Joe Frazier, Rod Gilbert, Keith
Hernandez, Denis Potvin and JoJo Starbuck.




HEROES - Captain - Diane Von Furstenberg

Diane Von Furstenberg will spearhead the effort to enlist celebrity participation. The street fair will be overflowing
with a stellar cast of celebrity heroes and their families.

PHOTOGRAPHY - Captain - Fabrizio Ferri

Fabrizio Ferri is organizing world famous photographers to take family portraits of guests in a specially designed
studio at Industria. Families will take home a polaroid shot but will receive by mail soon after a beautifully
developed print taken by one of the prominent photographers. Mary Ellen Mark, Francesco Scavullo and Bert
Stern were among the photographers who participated last year.

ART - Co-Captains - Jennifer Bartlett and Robert Rosenblum

An art studio will be set up inside Industria where children will join with distinguished New York artists recruited
by Jennifer Bartlett and art historian Robert Rosenblum to paint giant murals to be donated to the pediatrics wards
of hospitals in the city. Paper will also be laid out on tables enabling children to create their own smaller drawings.
Last year’s roster of artists included Francesco Clemente, Red Grooms, Roy Lichtenstein, Brice Marden, Kenny
Scharf and Frank Stella.

FOOQD - Captain - Brian McNally

The upper level of Industria will house a large food court, where some of New York’s best restaurants will provide
a sampling of their finest cuisine. Restaurant owner Brian McNally will be organizing the restaurants, all of which
will be serving food that will be particularly appealing to children. "44," Cafe Luxembourg, Coco Pazzo, Le
Madri, Odeon and Tribeca Grill were among the many restaurants who participated last year.

PRIZES - John and Dolores Eyler
Wonderful prizes for children of all ages will be donated by leading toy companies for winners of various games.
With the world’s most beloved toy store at the cornerstone of this effort, F.A.O. Schwarz President and CEO John

Eyler and his wife Dolores will ensure that no child leaves empty handed. Toys will also be donated to pediatric
wards of New York area hospitals.

MODELS - Captain - Sara Foley Anderson

Model editor Sara Foley Anderson will organize the participation of the world’s most unforgettable models in
support of the Pediatric AIDS Foundation.

DANCE

The dance studio will be rockin’ as children will have the opportunity to participate in a fun dance workshop/disco
led by an array of professional dance talents.

RAFFLE

"KIDS FOR KIDS" will feature an irresistible selection of prestige raffle items. Families will have the chance to
purchase raffle tickets prior to and during the event.

For further information, please contact Jeaneane Judelson, Pediatric AIDS Foundation - (212) 545-2435, fax (212)
545-2468.
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Susan Magrino/Allyn Magrino
Susan Magrino Agency

(212) 744-2004

Pediatric AIDS Foundation;
Jeaneane Judelson

(212) 545-2435

HILLARY RODHAM CLINTON TO SERVE AS HONORARY CHAIR AND ATTEND
PEDIATRIC AIDS FOUNDATION SECOND ANNUAL "KIDS FOR KIDS"
CELEBRITY STREET FAIR AND CARNIVAL

- Sunday, September 25th, 1994 —

New York, NY August (DATE), 1994 -- First Lady Hillary Rodham Clinton will serve as
honorary chair of the Pediatric AIDS Foundation’s second annual "KIDS FOR KIDS" carnival in
New York City at Industria Superstudio, on Sunday, September 25, 1994. Mrs. Clinton plans to
attend the event and man one of the carnival booths herself. Harper’s BAZAAR, Hearst Magazine’s
fashion monthly will underwrite the event and Liz Tilberis, editor-in-chief of Harper’s Bazaar, will

" co-chair the event with Elizabeth Glaser, Donna Karan and Chris and Pat Riley.

The Pediatric AIDS Foundation KIDS FOR KIDS, a festive street fair and carnival which will
raise money for pediatric AIDS research, promises to be an extraordinary event bringing together a
stellar cast of artists, designers, sports figures, photographers and celebrities, all whom will be
donating their time and effort to this worthy cause. For the event, the street in front of Industria will
be transformed into a whimsical cornucopia of carnival games and special activities.

Notable celebrities, news broadcasters and designers, organized by "Hero" Captain Diane
Von Furstenberg, including Michael Bolton, Tom Brokaw, Katie Couric, Diane Sawyer, Ethan
‘Hawke, Mike Meyers, Phil Donahue, Marlo Thomas, Todd Oldham, Ralph Lauren and Miss
America 1995, will become "heroes” for the day, running the booths with such attractions as dunk
tanks, hi striker, wheel of fortune, peg toss, face painting and other exciting games. Jugglers,
clowns, and other performance artists will also entertain, engaging participants and passerbys alike.
Sara Foley Anderson, Harper’s BAZAAR Model Editor, has enlisted some of the most sought after
fashion models in the world including Veronica Webb, Natane, Carla Bruni, Elle MacPherson and
many more. They will lend a hand at the games booths and sign autographs.

In addition to a carnival setting, the Industria environment will offer a sporting format,
highlighted by the attendance of the New York Khicks. Pat and Chris Riley w_ill organize sports
games including baseball batting, miniature golf, basketball, football toss and slapshot hockey. The
sports area will also feature a special interactive sports exhibit. In addition to the New York Knicks

team, the sports lir_ie-up includes Mickey Mantle, Red Holtzman, Keith Hernandez, Rod Gilbert,




Jarrod Bunch and many other athletes. Family portraits will be taken by some of the most
internationally recognized 'photographers such as Patrick Demarchelier, Arthur Elgort and Fabrizio
Ferri and Jeanne Moutoussamy-Ashe, while children will be encouraged to join some of New
York's most distinguished artists in the Art Room, organized by Jennifer Bartlett and Robert
Rosenblum. Noted artists including Roy Lichtenstein, Red Grooms, Frank Stella, Kenny Scharf,
Brice Marden, Chuck Close and others will paint side-by-side with children to create unique murals
to be donated to pediatric AIDS wards in city hospitals.

Cowboys and cowgirls from Denim & Diamonds will lead a country-western jamboree as
they teach the kids to line dance and two-step in the dance room. A food court, organized by 44 at
the Royalton’s Brian McNally will take over the upper level of Industria and feature a variety of
specialties donated by such acclaimed New York restaurants as Arcadia, Mesa Grill and Matthew’s.
The restaurants will also offer a sampling of delicious dishes made especially with children in mind.
After playing at the carnival booths, children will be able to choose from a selection of prizes donated
by leading toy manufacturers, gathered by Prize Captains John and Dolores Eyler of F.A.O
Schwarz. All additional prizes will be donated to children with HIV/AIDS. United Airlines is the
official airline of the Pediatric AIDS Foundation.

The Pediatric AIDS Foundation was co-founded by Elizabeth Glaser, Susan DeLaurentis
and Susie Zeegen in 1988 to fund basic bio-medical pediatric AIDS research. As the leading national
organization confronting medical problems unique to children infected with HIV/AIDS, the Pediatric
AIDS Foundation offers hope to children living with this disease. "The extraordinary support from |
Harper’s BAZAAR through time, energy and financial commitment means so much to me, and to
millions of others. Harper’s BAZAAR is helping to bring hope not only to my family, but to so
many children and families living with HIV/AIDS," said Elizabeth Glaser, Co-founder. Since it’s
inception, the Foundation has raised over $25 million to fund research, as well as their Emergency
Assistance, Parent Education, and Student Intern Programs. Says Harper’s BAZAAR editor-in-chief
Liz Tilberis, "With a disease that will account for more years of productive lives lost before the age
of 65 than all forms of cancer combined; the need for research is crucial. Harper’s BAZAAR is truly-
proud to sponsor such a talented team effort to raise the resources necessary to pushing critical
research forward."

Under the keen editorial direction of Ms. Tilberis, Harper’s BAZAAR has received
widespread praise since its relaunch in September, 1992. Harper’s BAZAAR touches the lives and
influences the decisions of millions of women in the United States and overseas. The magazine is
published in Great Britain (as Harper’s & Queen) and through Hearst Magazines International. nine

other editions of the magazine are published in Europe, Asia and Latin America.



UPDATE: SPRING 1994

" This is a special Update. The foundation has been in existence for over five years, and we want to share
some of our accomplishments with you. We also want to introduce you to Art Ammann. He is PAF's
Director of Research and heads our Scientific Advisory Board. We couldn't do what we do without him.
Art's credentials are impressive-- at the University of California he was Director of the Clinical Research
Center and Pediatric Immunology. At Genentech he was Director of Clinical Research, and was one of the
first doctors to identify AIDS in children. These are only to be topped by knowing him and working with
him in person. We asked Art to say a few words in the Update about what PAF is accomplishing from his
point of view. Again, we thank all of you for your continued support.

Susan DeLaurentis Eliza;bcth Glaser Susie Zeegen

This February we reached an important time in the brief history of the Pediatric AIDS Foundation. After
five years of supporting research it was time to reflect and examine. We invited a special group of indi-
viduals to our 10th Think Tank entitled "PAF: A Vision for Our Future.”" These were individuals we could
trust to be critical, analytical and imaginative. Their task was to review our progress and programs. It
was a time when all aspects of what the foundation does was discussed.

Their analysis and recommendations were clear. The foundation has had an influence beyond its size.
Our ability to remain focused is part of the success. The other part is the personal interest of the
Co-founders and staff in the research, the scientists, the Think Tanks and the Workshops. The Pediatric
AIDS Foundation is not just supporting research, it is intent on finding solutions to critical unanswered
questions. PAF's ability to work closely with advisors and researchers, to develop cooperative research
and to remain focused is unique in the scientific communily.

The challenge for the future is to stay focused. Future research priorities were carefully ordered. A call
for continued support of basic investigator initiated research was made. The need for a highly visible
Pediatric AIDS Foundation Scholar Program was emphasized to attract and retain the brightest and most
innovative young researchers in pediatric AIDS. All our reviewers felt that support for targeted, directed
research projects, like the Ariel Project, was essential. The impact of the foundation over the past five
years has been dramatic. We look forward to the future with excitement and anticipation as we search
for answers.

Most/ sincerely,

Art Ammann, M.D.
Director of Research

Research produces results. . .the recent results of the NIH study 076 revealed that when AZT
is administered to HIV infected pregnant women, the rate of transmission to their newborns
drops significantly. These results will have an impact on the pediatric and adult communities.
But many questions remain -- Why do some newborns stiil become infected? How do we make
treatment available to all HIV infected individuals? How do we halt the disease progression in
those a:ﬂready infected? Research must continue to provide solutions to remaining problems.

Warner Bros. sponsored one of New York's hottest events to benefit PAF: the opening of
their flagship Warner Bros. Studio Store. Warner Bros. helped PAF raise over $150,000 —
through ticket sales and the receipts from all merchandise purchased on opening night — and
helped raise awareness with an event that attracted great media attention.

As part of their 20th anniversary celebration, PEOPLE Magazine has kicked off an exciting
year-long charity campaign, entitled PEOPLE First, of which PAF is honored to be one of 3
charity beneficiaries. PEOPLE First is an extension of PEOPLE Magazine's efforts to educate as
well as entertain its readers, and will be helping PAF in a variety of ways.

A creative and caring project is the Kids + Kids = Kids Club, a group of 6 year old school
friends who, wanting to reach out and help other kids, got together to work on crafts which
they sold during the holiday season, donating $300 in proceeds to PAF.

.
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e We also want to share with you some of what PAF has
accomplished in its first five years as a result of your support.

* Research Grants and Scholar Awards: PAF has funded 171 researchers around the
country working on investigator initiated research projects that are in the areas our
Think Tanks have determined to be critical to children with HIV infection. To date we
have funded $13 million in research grants and scholar awards.

* Ariel Project: We have led the way in cooperative, directed research with our 3 year
ground breaking Ariel Project for the Prevention of HIV Transmission from Mother to
Infant. This project, with an annual $3 million commitment, has the potential to create
a world in which no additional children will be born with HIV.

* Parent Education Program: 70,000 units of this program, “HIV/AIDS: A Challenge to
Us All,” consisting of 2 videos and a guide book, have been distributed in English or
Spanish, without charge, to PTAs, school systems, educational organizations and
religious groups nationwide. This program, for parents of preschool and elementary
age children, was generously underwritten by the Sega Charitable Trust. '

* Emergency Assistance Grants: Since this program’s inception, PAF has funded 268
grants (totaling over $1 million) to help hospitals and health care facilities address
unmet emergency needs for their pediatric AIDS patients, such as transportation, child
care, medical equipment and meal vouchers.

* Student Intern Awards: To encourage young people to enter the field of pediatric AIDS,
this program allows students to spend up to 8 weeks per year working with clinicians
and researchers known for their work in pediatric AIDS. PAF has funded 102 Student
Interns in 16 states. ‘

¢ Think Tanks and Workshops: PAF has held 10 Think Tanks, 6 One Day Workshops
and 2 National Pediatric Research Meetings providing a basis for unique collaborations
among members of government, drug companies, private research institutions and
universities. These meetings focus on specific issues affecting children with HIV/AIDS.

The Pediatric AIDS Foundation’s ability to speak out on many issues surrounding HIV
has helped to educate thousands of Americans about how the virus is and is not
transmitted, that AIDS is a preventable disease, and that people infected with this virus
need and deserve support and compassion.

Printing courtesy of Wolfer Printing * Design courtesy of Parkin Design » Folding courtesy of Roger's Bindery

PAF's phone number is (310) 395-9051. To make a credit card donation call 1-800-488-5000.
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| "Think Tanks and Research Grants

When the Pediatric AIDS Foundation (PAF) was founded in 1988, there was not a
pediatric AIDS research agenda. From the beginning, the foundation knew things
had to be done quickly and innovatively. The primary goal of PAF became to
identify this agenda, establish priorities and fund research. Since its inception, PAF
- has sponsored nine Think Tanks, bringing together not only the brightest minds on
the cutting edge of pediatric AIDS research, but creative minds from other
disciplines as well. Doctors from the NIH, the CDC and private industry participate
alongside researchers from academia. Think Tank topics have included basic
- pediatric research priorities, growth and nutrition, opportunistic infections, mucosal
immunity and maternal-fetal transmission. The conclusions are used to develop
PAF's research priorities which are then funded through our grant awards program.
Information of our pediatric agenda is also distributed to applicable government
agencies and legislators for action on the federal level. '

PAF's Think Tanks and research grants have a direct relationship. Our funding
cycles are determined by the outcome of each Think Tank. First, an area of pediatric
AIDS research which has critical, unanswered questions is chosen. Then, key people
in that area are invited to spend a weekend at our Think Tank, sharing ideas and
thinking creatively of ways to find answers. The group prioritizes the steps to be
taken. Form this, an RFP (Request for Proposal) is developed and sent to researchers
around the world. Scientists then submit grant proposals which are reviewed by
PAF's scientific committee. The proposals are scored on scientific merit, and
funding is awarded based on scores, the goals of the foundation and the amount of
money PAF has available.

[ write to extend my gratitude for one of the most invigorating scientific meetings
I have ever attended. The level of interchange was galvanizing. Your insistence
on a multi disciplinary approach led to a spontaneity and creativity which I have
seldom encountered. I hope that you will continue to recruit the best scientific
minds, many of whom are not presently investigating pediatric AIDS. If you can
convince these investigators to lend a portion of their talents to the problems of
pediatric AIDS, then you will win. I believe that you are on the verge of seeing a

logarithmic expansion of results. Science can indeed bring hope.
—-Margaret Hostetter, M.D., Associate Professor of
Pediatrics and Microbiology, University of Minnesota

For additional information, or a complete list of research grants
which have been awarded, please contact PAF.
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The Ariel Project for the Prevention
of HIV Transmission
from Mother to Infant

In February 1992, a Think Tank was held to define priorities for the prevention
of HIV transmission from mother to infant since virtually all new cases of
pediatric AIDS are from an infected mother passing the virus to her newborn.
Out of this, The Ariel Project for the Prevention of HIV Transmission from
Mother to Infant was conceived. This project is named after Elizabeth Glaser's
daughter, Ariel, who died of HIV infection at age 7.

Unprecedented in its scope, The Ariel Project is a "Mini-Manhattan project,"
bringing together key researchers and clinicians collaborating with a single goal
of finding a way to block transmission.

The Pediatric AIDS Foundation has committed $3 million a year for three years
to fund this project. The director of the project is Arthur J. Ammann, M.D., an
exceptionally experienced pediatric AIDS investigator. He has been active in the
field of AIDS since 1981, and involved with PAF since its inception.

An Outside Board of Scientists works with the core group of investigators to
define the necessary specific aims, determine the validity of the proposed
approaches and the significance of results and future directions. This board is
composed of individuals who have expertise in specific areas of the project, but
who are not funded by the project. These people are recognized for their ability
to direct new ideas in areas where creative thinking is required. Funding of this
unique project started in September, 1992.
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The Pediatric AIDS Foundation
Emergency Assistance Program

The Emergency Assistance Program supplies hospitals serving significant
pediatric AIDS populations with funds to address their unmet, yet critical,
needs.

Presently we are serving close to 100 hospitals around the country with grants
up to $6,000 each. Requests may range from funding a partial salary for an
extra nurse or social worker, to a needed crib or stroller or piece of medical
equipment. This program may also provide transportation funds to help
children reach their AIDS treatment centers and not miss appointments due
to lack of car fare. A "discretionary fund" is available as well enabling
hospital staff to purchase badly needed clothing or food for children who are
to be discharged.

This program serves a wide population nationwide. It is a program that
every hospital seeing children with AIDS feels is critically needed.

Pediatric AIDS Foundation
Student Intern Awards

The goal of the Student Intern program is to encourage students to choose a
career in pediatric AIDS research or care. Participants may be undergraduates

or graduates and must apply through a sponsor who is their supervisor. This
- sponsor must be recognized for their contributions to the field of pediatric
AIDS. The sponsor must indicate the relevance of their program to pediatric
AIDS. The program may be oriented toward fundamental research or clinical
research and care.

The total of each award is $2,000 for 8 weeks of work training. -

1/94



Parent Education Program --
"HIV/AIDS:

A Challenge to Us All"

The overall goal of the Pediatric AIDS Foundation Parent Education
Program, "HIV/AIDS: A Challenge to Us All", is to establish a guideline

ing within the context of one school or a small
community. This program is geared towards educating the parents of
elementary and pre-school students; we do this by providing information
and guidelines regarding HIV/AIDS.

The kit, which consists of a parent meeting guide book and two accompanying
videotapes, was distributed free of charge in 1992, to 50,000 PTAs and other
education organizations across the country. In 1993, an additional 10,000 kits
were distributed nationwide, as well as 12,000 Spanish kits which were
distributed to Latino communities in major U.S. cities. The guide and one of
the videotapes gives all necessary information so any adult can set up a parent
meeting in their community. The other videotape demonstrates how parents
can answer children's questions about HIV/AIDS with age-appropriate
responses.
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One Day Workshops

Our One Day Workshops Program began when we realized there were many
critical issues which could be addressed in a more targeted way than our
weekend Think Tank meetings. Many have arisen from questions facing the
Ariel Project. The first workshop was held to develop methods for detecting
maternal cells in fetal blood. Others have included Long Tern Survivors, AZT
" Resistance, and Drug Development for Children.

Our main concern for these meetings is that at the end of the meeting we have a
realistic action plan.

Just as our Think Tanks result'in a RFP being issued, our workshops must have
tangible results.
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September 12, 1994

Ms. Liz Bowyler

The White House -

197 OEOB

Washington, DC 90500

Dear Liz:

At the request of Kathie Berlin, I am sending you background information
about the Second Annual Pediatric AIDS Foundation KIDS FOR KIDS
benefit and family carnival on September 25th. This package includes an
invitation, fact sheet, list of Heroes to date, press clips from last year’s
event, and background information about the Pediatric AIDS Foundation.

The Pediatric AIDS Foundation headquarters in Santa Monica will be
sending you their most recent Annual Report as well as other pertinent
information and data regarding their fundmg, research and other related
projects.

On Tuesday, our office will fax to you a list of carnival booths, as we
understand that Mrs. Clinton would like to select the booth she will be

manning during the event.

Please call me if you have any questions or requiré additional information.
I can be reached at 212-545-2435.

I will contact you shortly to discuss this information in greater detail.
Many thanks and I look forward to speaking with you soon.

N

Kind regards

iy

Jeaneane J udelson

Event Director

Pediatric AIDS Foundation
KIDS FOR KIDS

CO-FOUNDERS: Susan DeLaur.enns/Ehzabeth Glaser/Susan Zeegen
1311 Colorado Avenue. Santa Monica. Califorma 90404
TEL: (310) 395-9051 FAX. (310) 393-5149



TARGETS for SEPTEMBER 22:
Kathleen Ambrose (Commerce)
Rajan Anand (Agriculture)
Brent Blakely (DOD- waiting for Judy Miller’s confirmation)
\Aarah Dowling (USIA)
Carmen Diaz (Agriculture)
'\/Eill Kincaid (Education)
Barbra Leach (DOT)
Tina Thorne (DOD- maybe. next week)
Will Wechler (DOD)
\/Eisa Richards (Federal Maritime Comm)
Charles Marcus (Commerce)
Diana Marino

Sharon Kennedy

Qolp  Murran (DoT)




| “ Why is Pediatric AIDS Research Important? | ’I

Infection by the human immunodeficiency virus (HIV) is different in children than in
adults. Infected infants get sicker faster, their immune system may deteriorate more
quickly, and treatment may not work the same way or may have different
complications. Some treatments may not even be available for children until years after
they have been tested in adults.

Almost all new children with HIV infection acquire the virus from their mothers. Once
they are infected, they remain infected for the rest of their lives. The time that it takes
for the virus to produce symptoms or severe illness (AIDS) varies from child to child.
Some children may live a very long time without any symptoms of infection at all.

Not all infants born to HIV infected mothers get infected. Without treatment of the
mother during pregnancy and the infant after birth, about one fourth to one third of
infants become infected. It has been recently shown that treatment of HIV infected
pregnant women with Zidovudine (AZT) can reduce the number of infected infants to
less than 10%. That still leaves a significant number of infants who will be infected. But
progress is being made and these encouraging results demonstrate the success of
research in children.

For children who are infected, there are many remaining questions which will not, or
cannot, be addressed by research in adults. The developing brain of children is more
susceptible to HIV infection. Children do not mature normally and their growth is
impaired. Often, children experience more severe infections. Even ordinary childhood
infections may be fatal. When children loose their immunologic function, routine

* childhood immunizations may not be effective. It is necessary to understand why the
immune system deteriorates more rapidly in children infected with HIV.

What is the Relationship Between
Pediatric Research and Adult Research,7

Certain research questions can only be answered in the mother-infant population.
For example, will treatment of HIV infected mothers prevent HIV infection of
infants? Or, will an AIDS vaccine given at birth to an infant born to an HIV infected
mother prevent HIV infection? These and many other questions can only be
answered by studying mothers and infants. But answers to these questions may
benefit adults as well. If a vaccine were effective in preventing HIV infection of
infants, it might provide some clues to the kind of vaccine needed for adults. And
the effectiveness of some drugs might be more quickly seen in children whose
disease progresses more rapidly than adults. Positive research results are quickly
conveyed to all researchers so that the results of pediatric HIV/AIDS research can be
applied to as many individuals as possible. Research that the Pediatric AIDS
Foundation supports, while focusing on children is of benefit to all.

5/94
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What is PAF? The Pediatric AIDS Foundation (PAF) is a national
non-profit 501 (c) (3) organization confronting medical problems
unique to children infected with HIV/AIDS. While our office is in
Santa Monica, CA, our funds are distributed worldwide.

How is PAF Unique? PAF is focused on creating a future that
will offer hope for children with HIV/AIDS. Many organizations
are helping children survive on a day-to-day basis by raising money
for food, medicine and lodging. PAF, however, is focused
specifically on finding medical answers that will bring this hope.

PAF's Primary Goals: Through our Think Tanks PAF identifies
and funds critically needed pediatric AIDS research around the
world. The majority of the funds we raise go directly to researchers.
We fund investigator initiated research, as well as the Ariel Project,
a directed collaborative effort to identify a way to block transmission
from an infected mother to her infant.

PAF addresses these additional objectives:

- Providing funds to hospitals around the country which serve
children with HIV/AIDS through our Emergency Assistance
Program.

- Encouraging students to enter the field of pediatric AIDS through
our Student Intern Award Program.

- Developing and distributing our national Parent Education
Program for parents of elementary and pre-school age children.

Administration is provided by a small full-time staff, generous
volunteers and in-kind donors committed to PAF's mission and
growth. PAF's administrative overhead is currently 5%.

The fight against pediatric AIDS is not futile. This is a battle we can
win by working together. This is a battle we must win for our
children and for ourselves.

The problem we face is urgency. Every month, indeed every day, is
critical. Children are dying who could be saved. Children are
suffering whose quality of life could be improved. As new drugs are
tested, as lives are lengthened, our hope is strengthened.

1/94
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- important way beyond

A Star 1n the
AlDS War

Elizabeth Glaser has become an unlikely but
premier lobbyist in the campaign against a killer

By GERALDINE BAUM
TIMES STAFF WRITER

WASHINGTON —
This would be the hap-
{f .tlime in Elizabeth
Glaser's life if 1t ‘were
not the saddest. She is
immersed 1n the flow of
life and having a colos-
sal effect on the world
around her, yet this
intense, driven woman
and her family are
fighting AIDS.

“If 1 didn't have
AIDS, if I hadn’t lost
my daughter to1it, if my
son didn't have it, if my
life wasn't so sad. |
would be very fulfilled
by what I'm doing,”
says Glaser, 42.

“I'm realizing my
highest potential right
now. [ am able to com-
municate about some-
thing that 1 think is

the scope of my own
life.”

Even though this
wealthy wife of ac-
tor/director Paul Mi-
chael Glaser is atypical
of people confronted by Acquired Im-
mune Deficiency Syndrome—she 1s not
poor, not a minority, not an intravenous
drug user. not gay-—she has cmerged as

- the most powerful person pressing

Washington for more moncy o f1ght ihe
epidemic.

“She 1s the premicr lobbyvist on this
issue now,” says Tom Shcnidan., whose

AIDS Action Council is the largest lobby -

AIDS legislation. “In
fact, the thousands of
people we represent

the Capitol Dome and

not get haif the atten-

tion that Elizabeth

Glaser gets when she

comes to town.”

Most AIDS activists
simply do not have the
cache to go right to
then-President Ronald
Reagan as Glaser did
two years ago when
she decided something
was wrong with a
world that didn't pay
enough attention to
children dywng of the
disease.

Most AIDS activists

do not begin a day in
Washington  with
ABC’s Joan Lunden
and end 1t with ABC's
Ted Koppel. They can-
not plunk down com-
fortably in the offices
of U.S. senators such as
Howard Metzenbaum
of Ohio and Orrin
Hatch of Utah. Con-
- gressmen’'s wives do
not host lunches for them and cry at their
compelling stories. And when other AIDS
advocates testify before congressional
commuttees, as Glaser did last week, they
do not anger the First Lady.

That Ehzabeth Glaser is not like most
pcople thrcatened by this disease is
precisely why she has been so effective in
Washington. where deep pockets and
Please see GLASER, E6

ing group for federal

could all gather under
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" GLASER

Continued from E1
glamour go a long way in impress-
ing the powerful.

But while the Hollywood glint
has propeiled Glaser into an influ-
ential spot in the federai bureau-
cracy. that alone cannot be credit-
ed for her success. [t has come
from a combination of her hus-
band’s celebrity, her own determi-
nation and the appalling reality of
her story.

Glaser contracted the HIV virus
that causes AIDS in 1981 from a
contaminated biood transfusion af-
ter the birth of her daughter Ariel.

During breast-feeding, she un-
knowingly passed the virus to her
daughter, and then passed it to her
son, born three years later. Ariel
died in 1988. Elizabeth and her son
both test HIV-positive, but so far
show no symptoms of AIDS. The
family continued to try to keep
their tragedy private—even after
Elizabeth had begun traveling to
Washington on behalf of AIDS
causes in early 1988.

But then in August, 1989, a year
after Arel's death, the Glasers
learned that a national tabloid
planned to publish their story.
Fearful of distortion, they went to
the press themselves.

“If the [tabioid] did anything
good, it forced Elizabeth’s hand
and all the horrible things we all
worried about happening didn't
happen.” says Susan Zeegen, a
longtime friend who along with
Glaser and another friend. Susan
De Laurentis. founded the L.A.-
based Pediatric AIDS Foundation
two years ago. “Her story has
raised enormous awareness and a
lot of money too. And ail her
friends stuck by her.”

Joel Johnson, Metzenbaum's
legisiative director, tries to explain
why peoole in Washington listen to
Glaser: “She simply is not like most
people who come here, make a case
and then go home in hopes that
everybody will do the right thing.
She doesn't let go of a contact or
. anybody she can tatk to.”

AIDS advocates have expressed
concern that Glaser’s impressive
pitch for pediatric AIDS funding—
there are 2.055 children younger
than 13 who are known to have the

disease—might distract peliticians*

from the problems of the other
120.000 people who have AIDS, and
who, unlike children, are contro-
versial back in the district.

“Who is going to vote against
Elizabeth Glaser?” asks Sheridan
of the AIDS Action Council. “She
has the public image that members
of Congress respond to. Believe me,
I've been lobbying for seven years
and | can't call members of Con-
gress at home. ‘Nightline' isn’t
interviewing rme. She has a lot of

power and it's important how she
uses it.”

laser says she tries to “carry
this mantle” responsibly. In
every speech. every interview, ev-
ery casual conversation. Glaser
says she is not lobbying (she even
scoffs at the word, saying it implies
she gets paid for her work. which
she doesn't) for children alone.
“Every person with AIDS is
someborly’s child,” she lectures a
reporter. “AIDS is not a political
issue. [t's a virus and it kills people,
no matter who they are.”
During: a congressional budget

hearing here last week, Glaser,

cailed on the federal government
to spend $70 million more in 19¢1
on pedi:tric AIDS research and
care but emphasized that money
must not be allocated at the ex-
pense of other AIDS programs.

“The overail AIDS budget must
have what it needs and within that
umbrella a pediatric budget must
be identified,” she testified. “But
the pediatric dollars must not be
taken from other AIDS programs
already under-funded.”

There is an urgency in her voice
and an intensity in her stare that
belie a warmth she exudes.

To be with her i3 to wonder:
What was it like before tragedy
swamped her life? :

“Paul Michael Glaser and his
beautiful wife were like the Ken
and Barbie of Hollywood: gor-
geous, successful, loving, great
friends. great fun, very private,
very consumed with each other,”
says Zeegen.

And now Elizabeth Glaser is
completely consumed by a great
struggle for life—marshaling her
friends and family to raise money,
almost $3 million so far, for the
Pediatnc AIDS Foundation, flying
off to Washington, putting the
squeeze on politicians, talking on
the phone, making connections and
finding new ways to make the
world realize that the worst thing
that can happen to a mother has
happened to her—she lost a child—
and no one else should have to face
that, particularly not her again.

“Sometimes Elizabeth will be off
to Washington and she’ll say,
‘They want the victim-mother
from Hollywood,'” Zeegen ex-
plains, “and short of anything that
would be harmful to her children
and her husband, she’s not proud,
she’ll goout and do it.”

t is 8:30 in the morning and a

limousine carrying Elizabeth
and Paul Michae! Glaser and their
entourage zooms past the sand-
stone and marble monuments of
Washington to Capitol Hill. Eliza-
beth and Susan De Laurentis have
just appeared on “Good Morning
America” and are frenetically re-
viewing their performances.

“YYou we're greeeeeeeeeat.” Bliza-
beth squeais at De Laurenus. siap- |
ping her the high five and dissoiv- '
ing into laughter. Then, like a|
giddy schooi teacher, Elizabeth
points out the sites to Paul. who is |
sleepily watching the landmarks:
whiz by. i

Although Elizabeth Glaser and :
De Laurentis have been charging |
around Washington for two years
in an effort to joit this town into
action to help AIDS-inflicted chil-
dren and families, this is the first
time Elizabeth is testifying at a
congressional budget hearing be-
fore an inferno of television lights.

And this is the first time she has
brought Paul along for an appear-
ance,

“This is really big,” Elizabeth
keeps saying. “Everyone wiil be
there.”

Actually, the hearing room is
jammed with reporters and pediat-
ric AIDS experts, who are also to
testify. But few congressmen show
up. Only the two California mem-
bers of the nine-member Budget
Committee are seated on the wood-
en dais. Glaser doesn’t seem dis-
mayed. In fact, she seems thrilled
to fipaily have an audience to
present a substantive look at the
1ssues.

Paul is a reluctant accomplice. “I
am here to support my wife,” he
says tersely, the private man an-
noyed that he is being asked to
expose his deepest pain. “I'm the
supporting team.”

And yet, while Paul is the Holly-
wood star the cameras have come
to gawk at, this is Elizabeth’s show.
In Washington. among the bureau-
crats and politicians, she is the star.

Asman. thin woman with green
eyes and [rosted hair cut in a
fashion she admits has been out of

style for years, Elizabeth blends
well into conservative Washing-
ton. She wears a green and black
print dress, flesh-colored stock-

ings. low black heels and the

requisite string of pearis. i

The budget hearing lasts hours
but the media stays only long
enough to hear the Glasers’ testi-
mony. While Paul talks, Elizabeth
never takes her eyes off him. His
delivery is dramatic and moving.

“I know there are no guaran-
tees,” he says, “My family is doing
the best they can in a most difficuit

situation.”

Elizabeth is next. Although she !

had hoped to avoid tears, her voice

breaks as soon as she begins taik-
ing. “No mother ever really be- °

lieves her child is going to die,” she -

says tearfully. “I didn't.”

After their testimony the Glasers
are chased down the halls of the
Rayburn Office Building by a me-
dia swarm and they submit to a
series of interviews in U.S. Rep.
Barbara Boxer's crowded office.




It soon becomes apparent that
one of the important sound ites of
the day will be Elizabeth's com-
ment at the hearing that the Bush-
es need to get more Involved in
fighting the epidemic. Elizabeth
explains that she had asked to have
Mrs. Bush foilow in Reagan’s foot-
steps and make a public service
announcement about people not
discriminating against children
with AIDS. But Elizabeth has not
received a responge from the
White House. Later, word comes
‘back from Mrs. Bush's press office
that the First Lady feels side-
swiped by the Glasers’ remarks. !
“Mrs. Bush is going to hate me. [ :
know,” Elizabeth says, “but what .
I'm saying is important—we have -
to raise awareness and the Bushes
are among the few people who can
doit.” And in all her interviews she
continues to press the need to get
the First Lady "on board.” .

Later. Elizabeth Glaser and De
Laurentis begin a marathon of
meetings, racing through the laby- -
rinth of federal buildings loaded .
down - with position papers and |
T-shirts designed by a little boy |
named Zachary who died of AIDS. ,

The two women have a series of !

15-minute meetings with con-
gressmen or their aides, with
whom they deftly discuss the com-
plicated budget negotiations.

Two years ago, Glaser couldn’t
have found her way from the
offices of the Senate to the House,
she admits, and she couldn’t have
differentiated among all the acro-
nyms—like OMB -(Office of Man-
agement and Budget) or FTE (Fuli
Time Equvalent f{ederal empioy-
ee).

But now she lights up when a
congressman explains to her about
“downward negotiations” during
budget time and laments how the
“peace dividend” will be spent.

“Sometimes, when we're run-
ning around like this and talking in
this other language ! feel like we're
in Las Vegas.” Glaser says. “and
we've completely lost a sense of
time and reality.”

he also acknowledges that

Washington is a fantastic es-
cape: “When I'm here doing busi-
ness [ have to separate myself from
emotional reality. I have to close
the dam because I can't be effec-
tive here if I let ail the emotions

rule me.

“So I turn it off here and when [
go home the emotion ['ve kept
away comes flooding back. [t takes

two days for me to settle down. We

know that now.”

By late afternoon of the next day
after a lunch meeting with con-
gressional wives. Glaser and De
Laurentis regroup in Sen. Metzen-
baum's sprawling office, making
themseives at home. Sen. Hatch,
who gent Glaser flowers after see-
ing her on television, has an office
across the hall and she goes to
thank his staff.

Republican Hatch and Democrat
Metzenbaum have made a rare
bipartisan effort by taking Glaser
under their wing. Last year they
organized a high-roller fund-raiser
for the Pediatric AIDS Foundation
in Washington that netted $1 mil-
lion. The senators provided the
premier donors; Glaser brought the
stars.

“Are they all using me because
of my Hollywood connection?” she
asks herself, groping for an expla-
nation for her fantastic success in
gaining political access here. *1

don't think so. All of these rela- |

tionships were in place and took a
ot of work.

. “I have a surong-enough un-
derstanding of issues now.” she
explains on the way back to her
hotel, “but sometimes [ don’t un-
derstand the roadblocks we're fac-
ing. It's good to have peopie in
these offices to turn to. When I
came to Washington that first time,
it wag Government 101 for me. But
it gets easier every time.”

ery little in Elizabeth Glaser's

life prepared her for her cur-
rent crusade, but, as she explains it,
she was raised to reach out to
others.

She grew up in the upper-middle
class suburbs of Long Island, the
daughter of a businessman and a
director of urban renewal.

“l was raised to be politically
aware and astute and committed to
issues of helping other people,” she
says. “My mother particuiarly
taught me this. We never talked
about those things in fiery. debate.
My mother simply was an exam-
pte.”

After earning a master’'s degree
in education, Glaser ended up in
Los Angeles, where she taught
elementary school and fell into

what began as a “very L.A." type '

of romance with Paul Michael
Glaser, whom she met while driv-
ing down a boulevard. Their life in
Hoilywood., says Elizabeth, was
never glamorous because they
chose to be “very private people. It
wasn’t America’s fantasy of Holly-
wood. | cooked my awn meals. 1
spent a lot of time with my friends.
My focus was always children, so
when we had our first child I
stopped working. | always had
wanted to raise my children.”

If there was any one moment in
which her life was completely
transformed, it was not when she
found out that she and her children
had been exposed to a fatal disease,
nor even the day that her daughter
died.

Those are surreal memories that
she still finds hard to comprehend
and discuss.

What remains sharpest in her
memory is the day she decided to
“change the world.” It happened in
March, 1988, and she was sobbing
on the steps of the hospital where a
doctor had just told her that her
daughter Ariel had 48 hours to live,

he turned to Lucy Fisher, one

of her best friends, and in a

haze of tears blurted out, “I have to

change the world. [ have to see the

_Pre§idem. This can’t be happen-
ing.”

An ordinary person would have

comforted her pal with a hug, but
Fisher was no ordinary friend. She .

is also the daughter-in-law of
Charles Wick, who was Reagan'’s
chief of the U.S. Information
Agency and one of his best friends.

“l was so -frustrated.” recalls
Glaser. "I had been fighting for
Ari’s life, keeping it all quiet from
the community . . . yet she was
going to die anyway. I feit 1 had
just better do something about it or
[my son| and I were aiso going to
die.

“There was so much wrong |
didn’t know where to begin,” she
says.

Over the past years, she has not
known where to stop.

She will not be “finished.” she
says, until the government and the
doctors take care of the AIDS
problem, until there is enough
money in the federal budget to root
out every possibility and perhaps
discover a cure for AIDS.

“You know, there is very little
ego involved in ail this,” she says.
“I'm not looking for recognition
. . . publicity was the last thing [
wanted to have.”

But now she is using it to get
what she wants:

“One of the things that my life
has taught me is that | have
nothing to lose by being honest. [
don’t have the time to play games.
I'm also talking about an issue that
people really do care about. And
until it is handled appropriately,
I'm going to keep talking.”
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September 13, 1994

Liz Bowyler

The White House

197 OEOB
Washington, D C 90500

Dear Liz,

This informationis a compilation of all grants we have awarded
in the categories of ARIEL PROJECT, LONG TERM
SURVIVORS, and our regular cycle of Research Grants and -
Scholar Awards. :

I'am also including our 1993 Annual Report, a pediatric AIDS
fact sheet with statistics compiled by the CDC, and one more
PAF packet of information.

Thank you so much for your assistance.

Sincerely,
Kevguo

Susie Zeegen

Co-founder
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14 March 1994

Mrs. Hillary Rodham Clinton
The White House

1600 Pcnnsylvania Avenue

Washington, DC 20500
Dear Hillary,

This is a follow-up of my carlicr letter concerning the Pediatric
AIDS Foundation event in New York City. We were so happy
when you said you would be the honorary chair and tha
to attend the event. But now I am writing beca
complications with dates of the New York Cp<Chairs, we have
changed the date. The event will now be

Need!less to say, we hope this date will work w
have underwriting from Harper’s Bazaar, and already have two
$100,000 sponsors..  ~ -

I know the event will be a huge success - but nothing means
more to me than your participation. It sends so many important
messages to so many.

I am hoping to get to Washington the beginning of May. As
always, I think you're doing a great job.

With love
El.lzabeth Glaser
Co-tounder

LO-FOUNDERS: Xusan Lt anrantis/ ENzaduth Glas s Sus. Lewie
+3 11 Colarads Asenn,e. Sonta Monica. California <0 .71a
LS Mar @38 TAX (316) 395 B0
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THE WHITE HOUSE
March 17, 1994

Elizabeth Glaser _
Pediatric AIDS Foundation

1311 Colorado Avenue

Santa Monica, California 90404

Dear Elizabeth:

Thank you for letting me know that
the date of the New York event has been
= ' changed to September 25th. I am en-
couraged by your fundraising successes,
and will pass on the new date to my
scheduling office.

_ If you are going to be in Washington
in May, please let my assistant, Pam
Barnett, know and perhaps we can get
together for a visit.

It was good to hear from you again.
Sincerely yours,

13\\\% | |
Hillary Rodham Clinton
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i [f__ff val. Office of the National AIDS Policy Coordinator

'Son HIV issues

th‘nAtDS Policy Center for Children, Youth apd Pamilies has seat a good
] ts. There are a few dxfﬁcult issues that the press might raise:

» lM:t of theﬁlndlnzi that giving AZT to pregnant women with BIV dramatically
pduces the chances that her baby will be infected, does the Adm.inlstratlon support
n§ Qf pm:nnnt women?

h skvieo is in the process of reviewing its recommendations for pregmmt
Y. A meeting on this specific subject was held this week. There are difficult
isucs 10 m m making this policy decision; it is not as simple as mandating 8 test. If
ers at risk (ear through mandatory testing they might lose custody of their child ur
punished in gome | ‘othér way, they might not seek out pre-natal care. That would be a bad
_sqlution for bo%ﬂ:o pothor and the child. Whils a very emotional issue, this is clearly one
the public l\a.hh,pmfeudona.ls and not the pohncal community should resolve.

! 'f‘;ﬁ "’.";'.f’ S P Back;mtﬁd Illmll studies show that with AZT therapy, transmission from mother to
S - child canjbe raduced from about 25% to about 8%. But the solution of mandatory

. testing might, parpdoxically, actually reduce the number of high-risk mothers who

- seek pre- ul pare -- for fear that they will be stigmatized for being infected and/or
_might 1oy eus;ody of their children after birth. Where quality counseling is offered,
90 of pregmmt women will accept voluntary testing.

[ _Nbuc.ﬂoaﬂb Scrnco now supports s pmgnm where almost all new borns are

for HIV in:a blinded study, Even though there are now interventions that might

the onset Of disease for the infant, the government has resisted unblinding the

Ms. Why wqp’t the govemmont help these innocent children?

: | ', ibxlity of the federal government 10 assist all children with HIV.
4t is the pu of J'itle IV of the Ryan White CARE Act, which provides funding for
Qutric care : "I'be testing of new-borng is a complicated medical and public health
: the results gp new borns tell us more abont the mother than about the child. I know
. tho, Public Hegith Service is constantly re-evaluating this issue in light of the changing
ca ‘and I think this. istue is best Ioft to the public health professionals to decide.

“(.--
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Allnew -borns are part of a blind screening program funded by the
' CDC.MThe testing that is done through this program is designed to teach us about the
underyhg {svel of infection among pregnant women in the US.  Because the testing

L . ish , 9o informed consent is sought from the mothes. Tle issuc that has dbeen

SANE © raisedyd wheﬂm' this sbould be unblinded so that there can be closer monitoring of

P . the '; burps of infected wothers, follwed by early diagrosis and intervention with

‘1 Fi I - the ne§ bo could occur. The PHS has continued to recommend that these tests not
4

o bew for a aumber of reasons -- including the fact that a positive test from a
e - new hqrn is telling us the infection stotus of thc mother, not the child. Because the
. mfant“aqylngmamothersmanﬁbodws,aﬂmfamswlthmvmfectedmorhers
e will teg) pusitive, even tough only between one-fourth and one~third of them will
e _ actmlly be infected. Clearly, those infants with infected mnthers need close
moxntoﬂns and follow up. But it has been the consistent recommendation of the PHS

o . that thij;be socomplished through voluntary tcsting of the muthier -- both for her
ke 1 ¢-bam#k'._qMWhechmdsbmwﬂt
I { 8 38 ﬂlﬁ PNsldﬂlt’s first AIDS Czar, resigned in August. It is now almost

thn is tho Presideat going to appoint a replacement?
T !ei.tch is ﬁm&r way for a pew Nationa] AIDS Policy Coordinator. Interviews have

| cn hold and, st & importantly, there has been extensive consultation with the HIV
Community how this office should be structured and what type of person should flll this
. pomt role. In the meantime, this office continues to function -- we have been forunate
t have as interym nqmdmtor Patsy Fleming who is on loan from the Deparunent of Health
8 . She has worked on AIDS issues for over a decade; she has made surc
ing Just in focusing our pational policy. She has already met with the
gl nmu to discuss these issues.
T

Backgro %d lm‘erviaws are expectad to be oompletod ncxt week; a final decivion may

l

C¢ n:. Nadler Nﬂy York has Introduced the AIDS Cure Act, which wonld mandate a
‘ Mon AIDS Why doesn’t the Administration support this bill?
ViR
{i

inistration ;uuy committed (v finding a cure for AlDS and pushing the research
mds as rapxdlym poslible We have a new director of the Office of AIDS Research, Dr.
'l‘pt office bas been given broad new authorities to make budgetary and
jsions and cut through red tape under legisintion that this Administration
POBTPSS last year. And just as importaatly, we have put money behind this
: garch (along with uther AIDS programs) has been one of very few
nyestment” aregy throughout the government identified as a priority for increased funding
Uica. | In the two budgets since FY 1993, NIH AIDS research funding has
L _% fnop than for any other digease.

h
i
;i

et S T B A

ok
e pae A m TSR .
S-S



(COMM/RESEARCH. . 1D:2024562239 _

_SEP 23°94 _17:21 No.002 P.04

Backgrbund: The notlon of a Manbanan Project that brings together scientists in one
place 16 find a ‘cure is discredited throughout the biomedical community. Better
coordipation of activities, more discretion I the research budget, etc. are laudable
goals wi.all of which can be achieved through the now structurcs created and now in
place (nder'the NIH Revitalization Act of 1993, The law requires the OAR to

| . - develop'a ctwuprehenslve plan and budget for all NI AIDS research. This plan is
it o the firghblusprint for the entire NIH AIDS ressarch effort and will determine resource
ST |~ allocalidn across the NIH. The OAR recently completed the FY 1996 NIH Plap for

HIV-Belated Rasearch, which was developed through a unique and laclusive process
designid to find new approaches. The OAR sought the expertise of the NIH
. leadonflilp; 4clentists and researchers from government agencies, atademia,
~ foundations, and industry; a sumber of Nobel laurcates; HIV-infocted men and
mmd, AIDS community representatives. The result of this review has been a

ition|tn hasic research -- so that we can learn more about HIV and develup
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Memorandum to Liz Bowyer

From: Ruby Shamir
Date: 9/20/94
Subj: Pediatric AIDS "Kids for Kids" and "A Time for Heroes"

"Kids for Kids, " New York, N Y; August 18, 1993

This benefit for the Pediatric AIDS Foundation which was held at Industria
Superstudio and underwritten by Vogue ‘Magazine raised just over $1 million. Anna
Wintour, editor in chief of Vogue magazine, Donnaxatan. and Elmbeth Glaser
chaired the events whose g Axie L

Celebrities included Spike Lee; Distin Hoffman (WEB 155 particiiied T ¥ A Time for
Heroes in L.A.), Joan Rivers, Tom Brokaw, Wallace Shawn (actor and playwright),
and artist Jennifer Bartlett. For more artist/celebs. see attached article.

"A Time for Heroes," Los Angeles, CA; June 5, 1994

This annual picnic and carnival fundraiser for the Pediatric AIDS Foundation which
was held on the grounds of the Brentwood Ranch of Ken Roberts was underwritten
by People magazine and the Milken Family Medical Foundation (Michael Milken was
able to attend this year for the first time after getting out of jail) . The event, in its
fifth year, raised $1.6 million for the charity to fund research and prowde care and

education.

Celebrities in attendance were: Jack Nicholson and Robin Williams (dunking booth);
Candice Bergen and Tom Hanks (Wheel of Fortune); Meryl Streep and Tony Danza
(ring toss); Ann Archer (fish pond). Some of the following celebs. brought their
kids: Ted Danson, Kim Basinger, Andy Garcia, Dustin Hoffman, Joe Pesci, Jimmy
Connors, Oscar De La Hoya, Magic Johnson.

Other celebs. include: Goldie Hawn, Elle MacPherson, Sandy Koufax, Henry Winkler,
Mike Myers, Jason Priestly, Michelle Pfieffer, Billy Crystal, Warren Beatty, Richard
Gere, Cindy Crawford and more (see articles). O.]. Simpson was there (eight days
before the body of Nicole Simpson and her male friend were found).
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HEADLINE: RSVP;
FUN, GAMES, A SERIOUS CAUSE

BYLINE: By BETTY GOODWIN, SPECIAL TO THE TIMES

BODY:

It’s more than one colossal Kodak moment, although "A Time for Heroes," the
annual picnic and carnival fund-raiser for the Pediatric AIDS Foundation, is
most definitely that, too. There were celebrities (categories: sports, movies,
television, modeling) everywhere you turned at the former Robert Taylor ranch,
now the home of Ken Roberts, in Brentwood on Sunday. Meryl Streep, Andy Garcia
and Jimmy Connors would be sauntering across one patch of lawn; Tom Hanks, Elle
MacPherson, Sandy Koufax and Kim Basinger across another.

The event, now in its fifth year and underwritten by People magazine- and the
Milken Family Medical Foundation, was the unusual sort of gathering where
paparazzi were barred at the gate, but a phalanx of Polaroid-snapping volunteers
encouraged people to pose with their favorite, usually camera-averse, stars.

"It’s inspiring," Goldie Hawn said. "Love is very invigorating. If peoplé are
happy it gives you energy. This day is about a very positivé, loving endeavor."

Over at the dart game booth, Dustin Hoffman was smiling for picture No. 349,
or something like that. Next in line was retired Dodger Ron Cey, taking a break
from his booth, to grab a family shot with the renowned actor. "Why? He does
great work," Cey said.

Although the idea is to have the stars staff old-fashioned carnival booths,
the games often get lost in the action. When Jack Nicholson was a no-show for
his noon appearance at the dunking booth, no one seemed terribly perturbed.

"Jack usually comes whenever he comes," allowed an event organizer. Robin
Williams, who was cast for the 1 p.m. slot, slipped into his Nicholson voice and
had the people in line in stitches.

Nicholson finally ambled in about 2, putting on his own show. "Wait till he
gets reloaded here now. . . . Let ‘er rip," he instructed a ball-thrower hoplng
to see Mike Myers get dunked. "Man, he’s damp," said Nicholson, when the
‘inevitable happened.

Although no one would dispute the display of star power, the event’s true
centerpiece is Elizabeth Glaser, co-founder of the Pediatric AIDS Foundation
. with Susan Zeegen and Susan DeLaurentis.

"She is my hero," said Henry Winkler. "I personally love her from my hair to
~ my toes." Glaser, who has been HIV-positive for 13 years, injected the day’s
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one troubling note when she told the gathering: "For those of you who aren’t in
my daily life, I’ve been having a much harder time the last four months.™ But
she added that young HIV-positive survivors she knew gave her hope and strength.
"When I’m struggling, I’11 remember that miracles happen," she said.

GRAPHIC: Photo, Tom Hanks takes his turn at manning the Wheel of Fortune during

icnic and carnival fund-raiser for the Pediatric AIDs Foundation. ; Photo,
"Beverly Hills 90210" star Brian Austin Green meets a fan. DONNA GILMARTIN /
AF ' _

GUAGE: ENGLISH

OAD-DATE-MDC: June 9, 1994
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June 9, 1993, Wednesday, Home Edition
ICTION: View; Part E; Page 2; Column 3; View Desk

INGTH: 406 words
EADLINE: A TIME FOR HEROES’: THE REAL STARS ARE THE KIDS

{LINE: By BETTY GOODWIN, SPECIAL TO THE TIMES

oDY:,
Meryl Streep ran a bowling game. Annette Bening took charge at the ring toss.

haquille O’Neal instructed kids at basketball. Debbie Allen taught dance.
ichelle Pfeiffer and Sandy Koufax took turns heading up a baseball game booth

The casting didn’t always make sense, but you can be sure that the annual
ediatric AIDS Foundation YA Time for Heroes" fund-raiser Sunday afternoon was

ot your ordinary country fair.

The annual event on the grounds of the sprawling Brentwood home of Ken
‘oberts, the former Robert Taylor ranch, is heavily populated by entertainers
nd sports stars. Many come with children and nannies in tow. Among ticket
uyers were studio chiefs Sherry Lansing, Peter Guber, Mark Canton, Jeffrey

atzenberg and Alan Ladd Jr.

Even Jason Priestly, who attracted a lineup of kids impatiently awaiting a
hoto op, was impressed. "Hey, there’s Jimmy Connors. Hey, there’s Warren Moon.
\nd Anne Archer. And Michelle Pfeiffer. I get like a little kid out here,® he

said. "The turnout is unbelievable."

Magic Johnson, Jack Nicholson, Warren Beatty, Candice Bergen, Billy Crystal,
>indy Crawford, Richard Gere and Michael Richards of "Seinfeld" (with his hair
-amed) were among the volunteers explaining the intricacies of games like
'splish splash" and "fish pond" to the PG-13 crowd. Peter, Paul and Mary, Sheila

- and Little Richard entertained.

"You can’t be a parent and not do it," said Bergen, departing her post at
'super strike." "I postponed a trip to New York to be here. I’m really grateful

‘or the opportunity to participate.®

"I come every year," said Ladd. "It’s an extraordinary thing Elizabeth does.
ixtraordinary woman."

Elizabeth, of course, is Elizabeth Glaser, who received tainted blood during
» transfusion when her daughter, Ariel, was born and has been HIV positive for
|2 years. Ariel died of AIDS, and Glaser’s son, Jake, 8, contracted the virus in
he womb. Glaser co-founded the Pediatric AIDS Foundation with Susan Zeegen. and

susan DeLaurentis in 1988.

. People magazine and the Milken Family Medical Foundation underwrote the
avent, and no one seemed to enjoy it more than Michael Milken. His foundation

1as sponsored the afternoon for three years, but this was his first time
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ere.

"I had been detained for the last couple of years," said the convicted junk
nd king, who was in prison. "It’s different being here than having my daughter

11 me about it over the phone."

HIC: Photo, Elizabeth Glaser, left, Magic Johnson and Sharon Stene at "A
ime for Heroes" fund-raiser for Glaser’s Pediatric AIDS Foundatiom. RANDI

IN.

GUAGE: ENGLISH
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EADLINE: EGOS & IDS;
Season For Hope '

!hINE: By Degen Pener

ODY ¢
Last Sunday’s welcome spring weather brought out a fun-loving crowd to the
Kids for Kids"™ benefit for the Pediatric AIDS Foundation. Held at the Industria

uperstudio and underwritten by Vogue magazine, the event, which was fashioned
fter a New York street fair, raised just over $1 million.

Outside, celebrities like Spike Lee, Dustin Hoffman and Joan Rivers worked-
erchandise and game booths.

Inside, an art room, organized by the painter Jennifer Bartlett, was a big
raw, despite its lack of windows. The previous evening, Ms. Bartlett had
over 1 the room with huge sheets of white paper and had drawn a bare-bones map
f New York.

Gu ts and their children then added their own visions of the city. The
rtist Red Grooms created a collage of Central Park. Tom Brokaw wrote "Marla’s
ou 2" inside an area marked "Future Trump City." The artworks were donated to
sdiatric AIDS wards around the city.

Wallace Shawn, the actor and playwright, hadn’t drawn anything. "I was in
harge of keeping order at the materials table,"™ he said, as resolutely
t essive as ever.

Had he seen anyone draw anything of interest?

"No," he said. "I was concentrating on maintaining an orderly arrangement of
cayons."

Another benefit for children also took place on Tuesday night. Camille Cosby,
>ove left, the wife of Bill Cosby, was honored at the Plaza by the Northside
anter for Child Development, which provides psychiatric counseling and remedial
lucation for children in East Harlem. Mrs. Cosby, who last year earned a
ctorate in education, is working on a film about Winnie Mandela.

\NGUAGE: ENGLISH

JAD-DATE-MDC: April 25, 1993
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April 25, 1993, Sunday, Late Edition - Final
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LENGTH: 17 words

HEADLINE: EVENING HOURS;
For Artists Of All Ages

BODY:
"A benefit for the Pediatric AIDS Foundation drew supporters to the Industria
Super Studio, April 18.

GRAPHIC: Photos: 4:20 P.M.: FRANK STELLA reclined on the floor of Industria
Super Studio to draw with JASMIN BARR during the benefit for the Pediatric AIDS
Foundation. 4:10 P.M.: RED GROOMS and JENNIFER BARTLETT at the "Kids for Kids"
benefit, which raised more than $1 million. Artworks created during the event
were donated to pediatric AIDS wards around the city. 5:20 P.M.: ROY
LICHTENSTEIN and CAROLYN KOVACS help the cause. Celebrities in art, sports,
fashion and entertainment turned out for the event. 6:10 P.M.: ROLANDO BLACKMAN
of the New York Knicks and VERNELL, his son. 4:45 P.M.: The Knicks star PATRICK
EWING offered some tips to young fans. 6:15 P.M.: The choreographer MARK MORRIS
joined a tot in dancing outdoors. 3:30 P.M.: ALEX KATZ collaborating on a
drawing with guests at the benefit, which resembled a large street fair. The
Pediatric AIDS Foundation helps treat and prevent H.I.V. infection in children.
(Bill Cunnlngham/The New York Times)

LANGUAGE: ENGLISH

LOAD-DATE-MDC: April 25, 1993
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SELECTED CLINTON ADMINISTRATION
_ACCOMPLISHM'ENTS FOR HIV/AIDS \
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.

. Created the Office of Nativnal AITS Policy (ONAP) to coordinate the national
response o HIV/AIDS.

For FY 1994 therv has been a 9% invrease in funding for prevention activities at the
Centers for Disease Control and Prevention (CDC).

* Since laking office, President Clinton has increased funding by 89.4% for treatment
and services through the Public Health Service,

* The National Institute of Health Revitalization Act of 1993 was signed into law to
coordinate the monies allocated for HIV/AIDS within the NIH. The appointment of
Dr. Willum Paul as the directar of the new NIH Office of AIDS Rescarch.

* ° The creation of the Nutional Task Force fur AIDS Drug Development to streamline
drug development and encourage government-privatc collaborative efforts.

* A Presidential Directive mandating training for the three million federal employecs.
The training will teach 'both cmployees and supervisors about AIDS 101, basic HIV
sensitivities, non-discrimination guidelines and prugressive workplace policics.

= The appointment of the HIV/AIDS Presidential Advisory Council to continuc national
community involvemeat and diverse input on how to implement the Nutional FIV
Action Agenda of ONAP,

* President Clinton's Health Security Act will provide guarantced health benefily for all
Americans that can never be taken away, regardless of their HIV - status.

- The launch of the national Preventive Marketing Initiative, which consists of a public
information campaign and the creation of a national partners group. The message i3
aimed at providing necessary information to 18-25 year olds v protect them from
HIV infection. In addition, ONAP lent its support 10 the Country AIDS Awarencss
Campaign targeted at rural Americans.

" Continued building of strong partnerships belwecn ONAP and various religious,
community and business organizations.

* Continued aggressive cflorts by the Department of Justice in pursuit of the Amcm.d.ns
with Disabilities Act and its relationship to People Living With AIDS,

* Coordinating the HIV/AIDS activities of all government Agencies/Dcpartments more
vigorously while encouraging the involvement of those not previously active in
HIV/AIDS issues.

* CDC has begun the implemcntation of the community planning process iutended to
' obtain community input in setting priorities for prevention actmtles to be conducted
locally with federal funding. .

APRIT. 1994 - ONAP
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Talking Points on Federal Response to Pediatric AIDS

¢ [ am proud to say that the National Institutes of Health 1s undertaking a full-
scale attack on every aspect of pediatric AIDS. This is in no small part due to
the tremendous cfforts on the part of Elizabeth Glaser -- in getting funding for
pediatric research in the early years of the epidemic. We now have new
leadership at NIH that is commutted to waging a fight for a cure working with
organizations like the Pediatric AIDS Foundation in developing new strategies
tfor combatting HIV.

¢ Funding for pediatric AIDS research at the NIH has increased over 25% in the
two budgets the Clinton Admuinistration has presented. We inherited a budget of
$144 million in FY 1993; it rose to $175 million in the current fiscal year;, and
it will rise again to $183 million in the appropriations bill that just cleared a
conference commuttee this week. In this two-year period, AIDS research has
increased at a faster pace than any other disease -- demonstrating our
understanding of the magnitude of the challenge before us.

¢ Pediatric AIDS research has also been an area where we have seen
tremendous pay back on our investment. We now know how to dramatically
reduce the likelihood of transmussion of HIV inflection [rom pregnant mothers (o
their children. But we are certainly not resting on those laurels. The NITH
funds over 22 pediatric AIDS clinical trials units; there are additional trials
under way al other centers. Over 4,200 children were in NIH-sponsored clinical
trials last year. Our work will not stop until a successful treatment is found for
both children and adults.

¢ (Good rcscarch is only half the battle. We also must makc surc that thosc
children and their families who do have HIV disease get good treatment -- that
they have the chance to take advantage of these new breakthroughs. The
federal government has a special role to play in assuring access to carc for
children with HIV because of the disproportionate impact that HIV has on poor,
minority children.

e Our admunistration has supported a 30% increase in tunding tor Title IV of
the Ryan White CARE Act over the last two years. Title IV is designed to
assure comprehensive care systems linked to research for HIV affected children
and their families -- through community-based, family-centered care programs.
Funding has risen from $20 million in 1993 to $26 million in the new fiscal
year starting October 1. We are now funding 49 projects throughout the
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country which serve between 45,000 and 50,000 clients.

¢ There is another group of young people we must be concerned with -- and
that is adolescents who are getting HIV at an alarming rate. Over 46,400 -- or
19% of all reported cases of AIDS in the US arc among young adults in the 20-
29 year old range. That means, given the time lag between infection and
becoming sick, that most of them were infected in their teenage years. We as a
nation must begin doing something about it. The Centers for Discasc Control
last year undertook a major new Prevention Marketing Initiative -- a multi-level
campaign targeted at adolescents and young adults designed to encourage them
to delay sexual activity or, if they choose to be active, to at least be safe. We
can, and must, do more in this area -- and | am pleased that the F'Y 1995 budget
about to come to the President for signature will include a $47 million increase
in funding for HIV prevention activities at the CDC.
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CENTERS FOR DISEASE CONTROL AND PREVENTION (CDC)

AIDS Cases Reported Among U.S. Children

[ A dozen years ago, researchers detected the first cases of
AIDS in children; in the United States today, HIV infects
1,300-2,000 newborns each year and has become one of the top
10 leading causes of death of young children. Through June
1994, the Centers for Disease Control and Prevention (CDC),
the nation‘s prevention agency, received reports of 5,734
AIDS cases among children less than 13 years of age. And
the number of cases among children is increasing: 39% of
these total cases have been reported in the last 2-1/2
years.

° Of the 5,734 children with AIDS, 3,100 (54%) reportedly have
died. 1In 1991 (the latest year for which final mortality
data are available), HIV/AIDS was the seventh leading cause
of death among children 1 to 4 years of age in the United
States. HIV/AIDS was the second leading cause of death
among black children ages 1 to 4 in Florida, Massachusetts,
New Jersey, and New York and the second leading cause of
death among Hispanic children ages 1 to 4 in New York
(second to unintentional injury).

® Cases of AIDS among children have been reported from 48
states, the District of Columbia, Puerto Rico and the U.S.
Virgin Islands. Fifty-one percent of the cumulative AIDS
cases reported among children are from New York (1,531), New
Jersey (522) and Florida (876).

° As with adults and adolescents, children who are members of
racial or ethnic minority populations have been
disproportionately affected by the HIV/AIDS epidemic. The
majority of children reported with AIDS were (non-Hispanic)
black (56%) or Hispanic (24%). Nineteen percent of children
with AIDS were (non-Hispanic) white, 0.5% were Asian/Pacific
Islander, and 0.3% were American Indian/Alaska Native (race
was unknown for the remaining 0.2%).

o Thirty-nine percent of children reported with AIDS were
diagnosed before their first birthday, 47% were diagnosed
between 1 and 5 years of age, and 15% from 6 to 12 years of
age. Forty-eight percent of these children were female and
52% were male.

® HIV infection in children is most often acquired through
perinatal transmission, i.e., from an HIV-infected mother to
her fetus or infant before or during birth. Research has
shown that most transmission probably occurs during
pregnancy or labor and delivery. HIV infection can also be
transmitted through breastfeeding. In the United States,
89% of cumulative AIDS cases were attributable to perinatal
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transmission of HIV (and 93% of cases reported in 1593).
The majority of mothers of these children acquired HIV
infection through injecting drug use (38%) or heterosexual
contact (27%).

Although perinatal transmission accounts for the vast
majority of HIV infections in children, a small number of
children have become infected through other ways. Before
routine screening of the U.S. blood supply began in 1985,
some children became infected through blood transfusions or
through use of clotting factor to treat hemophilia. Of
cunulative pediatric AIDS cases in the United States,
children with coagulation disorders account for 4% and
children with transfusion-acquired AIDS account for 6%.

Twenty-seven states conduct surveillance of HIV infection as
well as AIDS in children. Through June 1994, these states
reported 948 children who are infected with HIV, but have
not developed AIDS.

In addition to collecting data on cases of HIV infection and
AIDS and analyzing trends in these data, CDC funds state
health departments to conduct surveys of HIV geroprevalence
in certain U.S. populations. One of these surveys is among
childbearing women. The HIV Survey in Childbearing Women is
an ongoing, national serosurvey initiated in 1988. It is
designed to measure the prevalence of HIV infection in women
delivering infants in the United States and to monitor this
rate over time. The survey provides very accurate data for
states and health care providers to use in focusing their
efforts to provide HIV coumnseling and testing, prematal
care, and follow-up for women at greatest risk of HIV
infection.

CDC continues to study the course of illness in HIV-infected
children and to evaluate ways to prevent serious effects of
HIV infection in children. For example, CDC research
indicates that the time from infection with HIV to the
development of AIDS varies from months to years in children,
but on average is about 3 years. It is not possible to
predict which children will get sick early and which will
survive for a long time before getting sick. Statistical
analyses suggest that an estimated one-fourth of perinatally
infected children are short-term survivors who are likely to
die by age 4 years. The remaining three-fourths are
long-term survivors who are likely to survive more than 7-8
years.

In addition, CDC is currently examining the need to revise
its guidelines on preventing Pneumocystis carinii pneumonia,
the most common serious infection that affects HIV-infected
children, especially infants in the first year of life.

Since the earliest AIDS cases were reported in children,
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careful and persistent research conducted with the
cooperation of generous and committed families has led up to
a recent major breakthrough. An important scientific study
has found that we can reduce substantially this deadly
infection in the infants of many HIV-infected mothers by
using the drug zidovudine (AZT). Recently, researchers have
shown that if AZT therapy is given to an HIV-infected woman
during pregnancy and delivery, and to the child for a short
period after birth, the probability of her child’s being
infected may be reduced from one chance in four to about one
in twelve.

[ Investigators found that both mothers and infants tolerated
the AZT treatment well, with no significant short-term side
effects other than reversible mild anemia (low red blood
cell counts) in some infants. The study investigators plan
to follow the infants for a number of years because the
long-term consequences of AZT therapy are unknown.
Researchers will monitor their growth and development and
look for any unusual illnesses among them. In addition, they
will follow the women in the trial for 6 months after
delivery. Longer term follow-up of the mothers is being
planned. However, because of the possibility of reducing
HIV transmission during pregmancy and birth, women who are
or who may become pregnant should know if they are infected
with HIV so that specific interventions can be offered early
in pregnancy.

) Additional efforts to prevent HIV infection in children must
be directed toward preventing infection in adolescents and
adults--including childbearing women and their sex partners.
CDC has numerous HIV prevention activities directed to the
general population, as well as populations at increased risk
of HIV infection. For example, CDC is conducting behavioral
research under the Comprehensive AIDS and Reproductive
Health Education Study (Project CARES) to develop,
implement, and evaluate interventions for the prevention of
HIV infection and AIDS in women and infants. CDC has also
developed a multisite research design and intervention
program for the Prevention of HIV in Women and Infants
Demonstration Projects to evaluate HIV prevention services
in facilities and at the community level. In this project,
barriers to prevention and care will be reduced through
outreach and the provision of services in nontraditional
settings, such as drug treatment centers and homeless
shelters.

® In addition to the children who are infected with HIV, many
others are "affected" by HIV and AIDS. Researchers estimate
that 20,000 children in the United States have already been
orphaned because their mothers have died of HIV/AIDS. This
number is expected to reach 125,000-150,000 by the end of
this decade.
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Agency for Health Care Policy and Research (AHCPR)
Clinical Practice Guideline
Evaluation and Management of Early HIV Infection

Dissemination Activities Targeting Pediatric Providers

(@

and Caregivers of Children Living with HIV

In January 1994, Assistant Secretary for Public Health Dr.
Philip Lee announced to the American public that they could
get free copies of HIV and Your Child (in English and
Spanish), along with the other guideline materials, by
calling the CDC National AIDS Hotline (800/342-AIDS).

As a result of this promotion and numerous others, 292,729
English language copies, and 59,993 Spanish language copies
of HIV and Your Child have been distributed.

The AHCPR worked with the American Academy of Pediatrics to
notify most of the nation’s pediatricians (47,543 Academy
members) of the availability of the clinical guideline on
treating children living with HIV, as well as HIV and Your
Child. AHCPR also notified 30,000 nurse practitioners of
the availability of these materials by working with the
American Academy of Nurse Practitioners.

AHCPR formed a partnership with the National Pediatric AIDS
Resource Center to distribute copies of the guideline and
HIV and Your Child through their clearinghouse and network.
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Dear Colleague:

Primary health care for people living with the Human
Immunodeficiency Virus (HIV) can make a difference.
Early diagnosis and care are essential. A new
information tool for pediatricians and other primary
care practitioners is aveilable to help health care
providers evaluate and manage patients with early HlV
infection effectively and efficiently.

The chairperson of the AAP Provisional Committee on
Pediatric AIDS and other members of the Academy
served on the federal Agency for Health Care Policy
and Research (AHCPR) panel and actively participated
in the development of Management and Evaluation of
Early HIV Infection, This clinical practice
guideline sponsored by the AHCPR and endorsged by the
AAP is described in the aenclosad brochure.

You may order multiple free copies of the Guideline
and the accompanying Quick Reference Guide for
physiciens to share with your peers. Understanding
HIV and HIV and Your Child are for patients and
families and may be ordered in quantity for
distribution to them. These patient materials are
available in both English and Spandish.

The AHCPR Guidelino demonstrates that managing HIV in
ite early stages is not as difficult as it may seem.
It contains practical, succinct chapters on selected
aspects of early HIV infection to help you develop a
regimen of care. It also provides information to
share with your patients. Topics include discloaing
HIV status, diagnosing specific conditions assooiated
with early HIV infection and cocoxrdination of carea.
There are specific recommendations for woman,
adolescents and childran. Please take the time to
review the enclosed material which is available in
both English and Spanish. Single copies may be
obtained by calling the CDC National AIDS8 Hotline 1-
800-342-AIDS (2437) or you may obtain multiple copies
and more information by writing to:

AHCPR HIV Guideline

CDC National AIDS Clearinghouse
PO Box 6003

Rockville, MD 20849-6003

301 227 8283:# 2/ 4
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In addition, the Acedemy has recently developed a compendium of
AAP Guidelines on Pediatrig Human Immunodeficiancy Virus(HIV)
Infection. This compendium of AAP policy statements and excerpts
from AAP Manualg addresses various topics regarding HIV infection
specific to pediatric patients. Included within the compendium
are policies on HIV education in schools, pediatric trainees
caring for patients with HIV infection, perinatal HIV testing,
HIV infection in day care and foster care, athletic participation
of the HIV infected patient, adminiatrative policies regarding
HIV, preventing transmigssion of HIV, protecting HIV-infected
chlldren and HIV infected students and school personnel. Copiles

of the compendium are available ;hrgugn AAP gublications (1-800-
90 s = LA2L A IS L =

As you know, pediatriclians play a crucial role im early
diagnosis, treatment and care of the HIV-infected child. You are
the first line of defense againat HIV - for your patients and
your community. Men, women and children of all ages, racas, and

, ethnicities are increasingly affected. Statistics show that the
rates of infection are increasing most rapidly smong wamen,
children, and adolescents. We encourage you to order and make
use of the AHCPR guideline Management and Evaluation of Early HIV
Infection, the patient brochures, and the compendium of AAP
Guidelines on Pediatric Human Immunodefici Virus (HIV
Infection.

Sincerely,

M&JMWMB

2 M., Sanders, Jr, MD
i¥ecutive Director
American Academy of Pediatricsa

JMS : vku
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AMERICAN ACADEMY OF NURSE PRACTITIONERS

Administration: Capitol Sttion, L8J uliding « P.O. Bex 12848 « Austin, TX 78711 « {812) 4424262 » Fax (5Y2) 441 5409
Govarsmental Atfairs:  P.O, Bo 40013« Washington, DC 20018

Dear Nurse Practitioner Colleagues:

mMEﬁmAadunyomecPunﬁﬁmmhnﬂﬁnemmww}hhthdhymd
M(Aﬂﬂmmmuumpmﬂﬁommwﬁnsﬂmnmmulwbﬁmmm
HIV management. Primary care for poople living with HIV can raake a difference. Barty dingmosis and
care are essential, A now information twol for nurse pmctitionens aad othet primary care providers is
avﬂhhkwhulphnhhmpmvidmwdumudwnﬂymiﬁcﬁmmmm.

Management and Evaluation of Early HIV Infecrion, a cliniow] guideline sponsored end published by
AHCPR.

Ywmyw&mnhh&wmﬁud&k@ﬁ:dhmpwﬂﬂdﬁmwwh
olinigiann. Please share thase materials with your pests. Understanding NIV snd BTV and Your Child are
brochures for patients and may be ordered in quantity. The patient materials are svailable in both English
gnd Spanish.

Nurse Practitioners play 2 crucial vol¢ in carly dingnosis and troatment. You are the first line of defonse
against HIV -- for your paticnts and for the publie. As you know, poople with HIV live everywhere. Men,
wommdupodnﬂyehﬂ&uofnﬂmmummaﬂumbcmdmlym. Statistics show
Mmmﬁh&ﬁmmwmﬂpﬂymmwﬂmmwlm. Tha god
mhthnwi&uﬂyﬁmllmdumwphwwmmmmnwmmm,

mAHCPRGnﬂmmnwillshowwuﬂntmmmmvmiuurlympslanotndiﬁwltuhmy
sccm, mmmpmﬁwmwmmmmmmawmmm
belp you provide a rogimen of care, Mmm&mmmrwmmMN
cildren. Pleasa take the time to review the anclozed maseriul. We encounage you 1o ondor and make use of
the guideline publications. lt'yauvduhadditimnlcapiu,sinalemmofthuetormywtofit.uﬂﬂn
CDC National AIDS Hetline, 1-800-342-AIDS (2437). .Younwohuinmmplecupiw and more
information by writing to; :

AHCPR HIV Guidetine
National AIDS Cleuringhousc
P.0. Bax 6003
Rockvilla, MD 20845-6003

Sincerely,

A e

mdith Dempster, DNSo, NP-C, FNP, Prosidect
Americin Academy of Nurse Pragtitioners

301 227 8283:# 4/ 4
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regarding this fax, please call
Tel. (202) 785-3564
Fax (202) 785-3579
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MEMO TO: The First Lady
Hillary Rodham Clinton
THRU: Jennifer Klin¢
Office of the First Lady
FROM: David C. Harvey (){M’
Executive Director
SUBJ: Talking Points
Pediatric AIDS Foundation Benefit
DATE: September 21, 1994
CC: Carol H. Rasco
Patsy Fleming
BY FAX: 202-456-2878

Per my phone conversation with Jennifer Kline, attached are talking points

for the speech at the Pediatric AIDS Foundation benefit. Please contact me if 1
can provide any additional information.

I assume you have already covered remarks related to: (1) The White
House commitment to AIDS and budget increases for AIDS programs; (2) The
White House commitment to helping to provide compassionate care for those
individuals and families affected by HIV infection and AIDS and fighting
discrimination and stigma; (3) the relationship between AIDS and health care
reform; (4) The White Housc commitment to moving quickly to hire a new
national AIDS policy coordinator; and (S) rapidly growing AIDS cases among
African-American and Hispanic women who may unknowingly pass the virus to
their children if they become pregnant.

Talki ints

1. 1 am pleased to be hcre with you today to recognize the work of the
Pediatric AIDS Foundation. The Foundation funds vitally needed private
sector research to find a cure and find ways of blocking HIV transmission.

910 Seventcenth Straet NW, Suite 422, Washingion, 13C 20006 « 'It). (202) 785-3564 » Fax (202) 785-3579
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MEMO TO: The First Lady

Hillary Rodham Clinton
THRU: Jennifer Kline

Office of the First Lady

FROM: David C. Harvey DM—

Executive Director

SUBI: Talking Points
Pediatric AIDS Foundation Benefit
DATE: September 21, 1994
CC: Carol H. Rasco
Patsy Fleming
BY FAX: 202-456-2878

Per your request, attached are talking points that I quickly developed after
my phone conversation today with Jennifer Kline. The talking points are brief
and to the point. Please contact me if I can provide any additional information
on any of the issues mentioned.

I assume you have already covered remarks related to: (1) The White
House commitment to AIDS and budget increases for AIDS programs; (2) The
White House commitment to helping to provide compassionate care for those
individuals and families affected by HIV infection and AIDS and fighting
discrimination and stigma; (3) the relationship between AIDS and health care
reform; (4) The White House commitment to moving quickly to hire a new
national AIDS policy coordinator; and (5) rapidly growing AIDS cases among
African-American and Hispanic women who may unknowingly pass the virus to
their children if they become pregnant.

Talking Points
1. I am pleased to be here with you today to recognize the work of the

Pediatric AIDS Foundation. The Foundation funds vitally needed private
sector research to find a cure and find ways of blocking HIV transmission.

910 Scventeenth Saeet NW. Suite 422, Washington, DC 20006 - Tel. (202) 785-3564 « Fux (202) 785-3579
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2. I also know of the good work of the Foundation and I know of the Foundation’s yearly
"heroes" benefit that takes place in Los Angeles. All of you are heroes tonight who have
come to this event and have donated money for AIDS research. There is no bigger hero
that I wish to honor tonight than Elizabeth Glaser who fights with dignity, courage and
tenacity. Her work alone has helped so many."

3. I am also pleased to be here with you today following the wonderful news that for the
first time, we have made progress in blocking the transmission of the HIV virus. You
know better than I the results of a National Institutes of Health research study which has
shown that by offering the drug zidovudine — or AZT -- to pregnant women with HIV
infection, that the risk of HIV transmission from mother to child is dramatically reduced.
This news alone tells us that our investment in AIDS research is worth it.

4. The task before the federal agencies and The White House is to ensure that this lifesaving
treatment is offered to all women with HIV infection who want it. It will require
coordination berween the various agencies of the Department of Health & Human
Services to coordinate outreach, HIV counseling and testing, prenatal care, OB/GYN
services, and comprehensive care for women and young women with HIV infection who
are pregnant. And it will require the private sector to help us get the word out.

5. And [ also know that HIV disproportionately impacts the African-American and Hispanic
communities, especially women and children from these communities. We must be
sensitive to the cultural issues in providing access to this new promising treatment by
building trusting partnerships between providers of services and communities of color
where trust may be lacking.

6. And we must not rest on this study alone. NIH and the Pediatric AIDS Foundation must
continue to fund studies to assess the safety and efficacy of giving AZT to pregnant
wormnen and children over time, and we must carefully counsel women as to their options
regarding this new therapy to ensure that all women understand the risks and benefits of
this new promising therapy.

7. We must not rest on this study alone. NIH and the private sector must continue to study
how to block other routes of HIV transmission through funding vaccine research,
behavioral studies to determine what methods of outreach, counseling and testing
programs are effective, and other research programs so that we can prevent new HIV
infections among children, youth, women and men.

8. We must not rest on this study alone. New HIV infection rates among America’s youth
is unacceptable and a horrendous failure on our part. We must effectively educate and
care for our young people. New HIV infection rates among young gay men are
unacceptable and we must address the special needs of this neglected group.
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9. Finally, we must not rest on this study alone. In light of this promising new AZT
therapy, calls for mandatory HIV testing of all women is not justified. Offering HIV
counseling and testing, informed consent, and balanced information about the promising
results of AZT therapy for women who may be infected with HIV should be offered to
all as a standard medical routine.

10.  The real task before all of us today is to discover ways of preventing HIV infection in
the first place and to finally discover an absolute cure so that no one has to suffer from
diseases associated with HIV infection and AIDS.
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Pediatric AIDS

Acquired immune deficiency syndrome (AIDS) in children was first described in 1982 when it became apparent that this
then-mystzrious disease could be transmitted by blood transfusions or the blood products used to treat hemophilia. Perinatal
transmission from mothers infected through intravenous drug use or sexual contact was recognized at about the same time.
Initially, it was difficult to distinguish AIDS from the rare and equally puzzling congenital immunodeficiency diseases in children.

By 1984, the numbers of children with AIDS began to escalate, especially in New York City, Newark, and Miami. That vear,
the Division of Maternal and Child Health (now the Maternal and Child Health Bureau) cosponsored the first National Mecting on
Pediatric AIDS which concluded that AIDS did occur in children, that the number of children involved was undercounted in the
Centers for Disease Control and Prevention (CDC) surveillance system, and tl-at infected infants and children and their families
were subject to discrimination and sometimes barred from basic services.

In 1986, at a second National Pediatric AIDS Meeting, physicians and other health care workers, social workers, and
educators shared information about the clinical spectrum and treatment efforts. A new confidence resulted from the increasing
knowledge about the etiology and transmission of AIDS. Moreover, it was recognised that most existing approaches to the

* treatment of ¢hildren with special health needs were applicable to children with HIV infection.

A third national meeting in 1987, the Surgeon General’'s Workshop on Children with HIV Infection and Their Families.
focused on prevention of human immunodeficiency vitus (HIV) infection in children and on the difficulties of caring for children
already infected. In addition to summariging current knowledge about AIDS in children, workshop participants—who included
clinicai and'research physicians, health providers, economists, edueators, parents, members of the clergy, and media
representatives—presented 82 recommendations for future directions in research, prevention, and services. These
recommendatipns, contained in the workshop report, provide a useful framework for meeting some of the challenges presented by
HIV infection m children.

In 1988, qhe Pediatric AIDS Health Care Demonstration Program was initiated, with funds appropriated under the Pubiic
Health Service Act. In 1994, the program is permanently authorized under Title IV of the Ryan White Comprehensive AIDS
Resources Emergency {CARE) Act. The program is administered by the Maternal and Child Health Bureau, which now refers to it
as the Pediatri&Family HIV Health Care Demonstration Program, reflecting the fact that projects serve families, not just children,
that are infecfed with of at risk for HIV.

Incidencs of Pediatric AIDS

¢ AIDS is transmitted in several ways: from infected mothers to their infants; through exposure to infected body
Quids, primarily blood; and through sexual contact with an HIV-infected partner.

» 4,906 children with AIDS have been reported to CDC through September 1993. About one-third of these cases were
reported since 1990 with perinatal transmission the risk factor in 90 percent. The epidemic among children has
spread from large metropolitan areas to smaller cities and rural communities, particularly in the Southeastern
Lnited States.

= AIDS is already one of the leading causes of death for all children and the ninth leading cause of death among
children 1 to 4 years of age.

* 1,187 adolescents with AIDS ages 13-19 years and nearly 13,000 young adults with AIDS ages 2024 years have been
reported to the CDC through September 1993.

o AIDS is the sixth leading cause of death in young people between the ages of 15 and 24 years.

» Women are the fastest growing segment of the AIDS population. The number of women infected with HIV,
particularly within communities of color, continues to grow and spread beyond the Iarge urban epicenters to smalier
urban and rural settings.
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¢ 40,702 cases of AIDS in female adolescents and adult women have been reported to the CDC through September
1993. Almost cne-third of these cases (12,000) were reported in the past year. The majority of women are exposed
to HIV through heterosexual contacts. and sexual contact with drug users.

* AIDS is the fifth leading cause of death in women in the United States and the leading cause of death in New Jersey
and New York City.

The Pedistric/Family HIV Program

. The purpose of the Pedlatric/Family 111V Heallh Care Demonstration Program is to improve and expand the infrastructure of
comprehensive care services in order to increase the access of HIV/AIDS-affected women, infants, children, and youth %0 2
comprehengive, community-based, family-centered system of care. As a result of the transfer of the program to Title IV, the focus
of the program is further expanded to develop innovative models that link systems of comprehensive comrunity-based medical
and social services for the affected population with the National Institutes of Health and other clinical research trials. Funds
support innovative strategies and models to organize, arrange for, and deliver comprehensive services through integration into
ongoing systems of care and support from appropriate financing mechanisms. The service delivery systemns assure the delivery of
high-quality carc at the appropriate level, with an emphasis on ambulatory care services that may reduce unnecessary hospital
stays.

Three categories of projects have been funded: Pediatric AIDS Projects which provide or coordinate comprehensive, familv-

. centered health, social, and support services; Comprehensive Care Consortia with the unique requirement that private sector

. funding must match public funding; and National [ssues Projects which provide information, training, and tecbnical assistance to
expand national resource capacity and impact national program development.

In fiscal year 1993, 44 projects were funded in 20 States, the District of Columbia, and Puerto Rico for a total cost of $20.9
million. Thirty-nine of the projects funded were AIDS demonstrations, two were consortia, and three were on national issues.
Eighty-four percent of the projects’ clients are from poor, minority families with limited access to transportation and housing.
Currently, 39 percent are Nispanic and 43 percent are African American. In fiscal year 1994, the program is funded at $22 million.

Program Accomplishments

* The pediatric/family HIV projects have proven to be effective In their ability to organize and improve patient access
to a comprehensive gystem of services. Between 1991 and 1992, the pediatric/family HIV projects have increased the
unduplicated number of individual clients served by each project by 87 percent with a total of 28,738 clients served.

* The number of families served more than doubled each year between 1388 and 1990, indicating the program’s
commitment to maintenance of the family unit in the face of this devastating disease.

¢ Children in the majority of projects studied were able to participate in clinical trials that gave them access to state-
of-the-art treatments. Access to state-of-the-art treatment is provided in coordination with primary medical, social,
and family support services which are made available to family members of children served by all of the projects.

* The program has improved the capacity of health and soclal service professionals, community-based organizations,
and families to address the demand of the growing epidemic. In each project, individual grantees have made efforts
to strengthen provider capacity within their communities and States through education, training, and peer support.

e A recently completed National Issues Project grant has documented the cost of caring for children with HIV and
AIDS, and has proposed reimbursement methodology appropriate to pediatric AIDS financing.

* Projects are identifying HIV-positive pregnant women through outreach, counseling, and testing. These efforts have
resulted in earlier identification of both HIV-positive women and HIV-exposed newborns, with appropriate followup
Care.

* Two national resource centers have been funded by the program. The National Pediatric HIV Resaurce Center
provides information and technical assistance, and has developed curriculum for multidiscipiinary training
programs fur health administrators and care providers. The Institute for Family-Centered Care prowdes technical
assistance to support families affected by HIV and AIDS.

For further information, contact the chief, Hemaphilia and AIDS Services Branch, at (301) 443-9051. 1/94
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Tabie 4. Male adult/adolescent AIDS cases by exposure categoi'y andrac thnicity, reported
in 1983, and cumulative totals, through December 1993, United States

White, not Hispanic Black, not Hiapanie Hispanic .
Cumulative " Cumulative Cumu'ative
e 1993 totml 1983 total 1993 total
Cxposuie vutegory ’ No. (%)  No. (%) No. (%) No. (%) Na. (%) No. (%)
Mgn yvho have sex \_Ni!n men 32.18R (73) 31,617 (78) 10509 (36) 30448 (4)1) 6519 (43) 23,146 (48)
injecting drug use ° 4634 (11) 13483 . (8) 10961 (38) 32218 (37) 5.872 (38) 19,516 (38
Men who have sex with men and
inject drggs . ‘ 3206 (7) 12933 {( 8) 1.871  (8) 8,762 (8) 853 (6 3488 (7
Hemophilia/coagulation disorder 868 (2) 2480 (1) 110 (0) 270 (0) 770 23R (N
Hctcrozexual contact. W (2) 1,798 (1) 1,833 (8§ 4207 (5) 752 (8 1628 (3.
Sex with injecting drug user 267 Aars 744 2,356 &13 850
Sex with person with hemophilia 7 14 1 4 4 5
Sex with trangfusion recipient !
with HIV infuction _ 26 78 29 50 20 <2
Sex with Hiv-infected person, . '
rigk not spooificd {07 830 1,059 1.887 515 930
Receipt of bloog transfusion, . .
blood components, or tissue 408 (1) 2521 (1) 178 (1) 662 (1) 82 (1) /O N
Risk not reported or ioent_iﬁed‘ 1.886 (4) 4231 (3 3330 (12 7627 (9 1151 (R) 2,866 ' 5)
Total 43,887 (100) 169,080 (100) 28,792 (100) 18,301 (100) 50.942 (100)

88,192 (100)

Asian/PacHie Ialandor American thdian/Alasha Native -~ Cumuiative totais?
Cumulative - Cumuiative . Cumutative
1993 ~ total 1083 - total TN totat
Exposure category No. (%) No. (%) ~ Na. (%) No. (%) No. (%) No. (%)
Men who have sex with men 508 (77) 1,689 (80) 177 (63) 432 63) 409.963 (36) 193.652 (62)
Injecting drug use 33 (9 87 (4) 27 (10) 74 (11} 21,571 (24 B5.512 (21}
Man who have sex with men ana !
inject drugs 24 (4) 63 (3) 46 (18) 122 (18) 6098 (7, 2338 (7)
Hemophilis/ecaguiation dicorder 1?2 (29 W (2 8 (¥ 18 (3 1,089 (1) 3.058 (1)
Heterosexual contact: 218, (2) 29 (1) 8 (2 12 (29 37 (4 7679 (2)
Sex with inyecting drug user 6 12 1 5 1,232 3,793
Sex with gerson with hemoghiiia - - — —_ 12 28 -
Sax with transfusion recivier it
with HIV infection 1 2 —_ —_ 76 ‘81
Sex with HiV-infected parsnn,
risk not spacified g 15 5 7 1,987 3675
MNeceipt of blood transfuaiurn, i .
blood componerts, or tissue 13- (2) 73 (3 1 (0 5 (1) 686 (1) 3.660 (1)
Risk not raparted nr identified 58 (9) 48 (7 1€ () 25 (4) 6461 (7) 14.687 |5
Total - 685 (100) 2,135 (100) 281 (100) 688 (100) 89,165 (100) 311,573 (100)

*Saa Figure 7.

Zinciudas 541 mon whese racc/cthrieity is unknown.

Vol. 5, No. 4

HIV/AIDS Surveillance Report



18:32  ‘B202 690 7560

N

09/20/94 HHS NAPO

003037

Table 5. Female adult/adolescent AlDS cases by exposure category and race/ethnicity,
reported in 1993, and cumulative totals, through December 1983, United States
White. not Hispanic

Black, not Hispanic _ Hispanic
Cumulative Cumuiative Cumulative
1983 total 1993 lotal 1983 “total
Exposure category No. (%) Nu. (%l Na. (%) Ne. (% No %) No. . (%)
injecting drua use 1.889 (46} 4RIE  (a4) 420 ~ (4B) 12453 (52, i 458  14¢) 3_317 148
remaphilig/coagulaton disarcer 16 (0 . 81 {9 7 {0) L) 3G T
Heterosexual contact: 1.857  (38) 3810 (33 3138 (34 7813 (31 1474 (da 1T {4
Sex with injaclisg orug LSer 670 1.864 1,369 4432 762 23516
Sex with bisgxual maia a3 c60 193 456 . 8i 185
Ser with ~~-=~n with hemophiiia 56 154 39 21 d 0
Sex witr. .. Zfusion recipient '
with NIV inieetion 50 182 33 70 21 55
Sex with HIV-infected person.

risk not epocitied 35U 1.030 1.535 2,604 606 21
Recept of bleod transtusion.

BIcOA CAMNINENLS. OF tISSLE 235 { 6) 1428 (13) 187 {2) 659 (d 90 (3 W2 Q4
Risk 10t reported or identi‘ied”  4C6 {10 824 (7) 1459 (160 301  (13) 200 - 10 Sl (G
Total 4,103 (1 00) 11,050 (100} 9,220 (100) 23,810 (100) 3324 (100) 9086 (100

AsiarvPagcitio lelan-- .. <aty Indign/a{aska Native Cumuiative tcteng®
Cumulative Cumulative Cumyiative
1983 total 1993 total 1993 ot
Exposure category No. (%) No. (%) No. (%) No. (%) No. (%) )
Injecting drug use o7 (18) 3B (16) 18 (33) 54 (47)  7.827 (a7 2t ek 139
Hemophilia/coagulation disorder 1 {1 1 (0 .- - 7 (9 oo S)
Heterosexual contact: 64 (36) 108 (45) 24 (44) 37 (32 6253 (37T S8 (3%)
Sex with iryacting drug user 17 35 14 24 . 2.833 4 883
Sex with bisexual maie 15 30 1 3 522 * 32
Sax with parson with hemophilia — 2 2 2 ral 87
Sex with ransfusion recipien! -
with HIV infection 7 11 — —_ 111 20
Sea with MiV-infecteag person, .

rigk not spec.fied 15 32 v 8 2.716 i 668

Receipt of biooa ransfusian, .

blood camponents. or ussue 13 (13) 59 (25) 3 (5 9 [ 8) £29 ) . : f
Risk 1wl repgrted or @entitied 12 (12 34 (14} 10 . (18) 4 (12) 2188 (W3 ¢« 3
Total 97 (100) 210 (100) 55 (100) 114 (100) 16,8248 (100)_ 4835 {(100)
'Sea Figuie 7.
2|ncludas 77 women v. -0se rade/ethnicity is unknown.
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Table 6. Pediatric AIDS cases by exposure category and race/ethnicity, reported
in 1993, and cumulative totals, through December 1993, United States

e

White, not Hispanic Black, not Hispanic Hispanic
Cumulative Cumulative Cumuiative
L 1993 total 1983 total 1993 total
Exposure category. - No. (%) No. (%) No. (%) No. (%) No. (%) Mo (%)
Harmopniliavcoagulation gisorder 17 {11 148 (14) 3 (n 37 11) LI A 32 (3
Mother with/ar niak ior MIV infection: 124 (83) 699 (68; 512 (96 2734 (95) 248 194y 167 19
Inygeting drug Lse ' 44 300 106 1.209 86 522
Sex with injecting drug user 23 136 72 413 5Z. 240
Sex with bisexual male 3 38 2 29 < 27
Sex with pe:- >~ ~ith hemophila ! 13 ! & — 3
Sax with liano.uSION 18CpIeNt :
with HIV infection — 5 t & ] v
Sex with HiV-infectea person. . ) .
risk not specified 4 53 63 224 32 85
Receigt of blood transtusion, _ ‘
blood componenits, oF tissue ] a2 12 58 7 26
Has HiV infectian, risk not soecilfed 32 1 195 789 &5 160
Receipt nt hinod trangfusion, bicad ) '
components, or tissue & (9 oy (16) 6 (V) 8 {3 g 13 Ti9
Risk not reported or identifiec’ R o (1) 11 (2) 3 (1) 4 1D AL
Total ' 150 (100) 1.021 (10U) 632 (100) 2,868 (100} 263 (100) 1 2A8Q (100)
AsiarvPacitic Islander American indian/Alaska Native Curmnulative totals?
Cumulative Cumulative Cumuiative
1983 - total 1893 - - total 1993 total
Exposure category No. (%) No. (%) No. (%) No. = (%). No. . (%) Ne. (%)
Hemophilia/¢oagulation aisorder - 3 (13 - 1 (6 23 (2 209 (4
Mother withvat fisk for MV intection: 3 (60) 11 (48) 3 (100) 18 (94) 885 93) . ¢ €37 (N
Injecting diug use 1 T3 2 7 302 2056
Scx with injectuy Urug user - 2 1 2 148 395
Sax with bisexua! male -— } - —_ 10 83
Sex with person with hemophilia — _ _ -— 2 22
Sex with transfusion recipient . .
with HIV infection - — - - < s
Sex with HiV-intected person,
risk not specified ! 2 — 2 112 2T
Recsipt of ood ransiusion, )
dicod companents, or tigsue - — - 25 ) il
Has MV infogtion. rigk not specilieu i — 4 254 © 68
Receipt of blood transtusion, biood . - _.
components, or hissue 2 (40) 9 (39, - - 29 i3) 33 6i
. Risk not repcried or identified — : - — - 17 % 1Y
Total 5 (100) 23 (100) 3 (100) 16 (100) 959 (100) 5223 (100)
'See Figure 7
2Includes 13 chiléren whose race/etrnicity is unknown.
vol. 5, No. 4 " HIV/AIDS Surveillance Seport
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ge 25, by sex and exposure category'
als through December 1993,

United States .
13.19 years nlg 20-24 yuurs old
Cumulative Cumuiaiive
o 1892 1983 total 1932 15923 -tctal
Male exposure category No. (%) No. (%) ~No (%) No. (%) No. (%) No. - (%)
Men wno have acx with men 23y Y (29) 338 /33) 747 (BB) 1.684 55 T8GR
injecung arug use 419 23 16) 72 (7} e (12 HE 2 126 113
Men who have sex with men ) i
and imject grugs K (4 10 )} a7 (4; 08 {10) 241 149 1208 v
Hemophiliag/coagulaticn disorder (48 186 (48) 468  (<4) 373 178 4 2
Hotcrosexual caistact. ¢ {8 1" (3) 2 (2 a7 14) 29 {4, - KT
Sex with injgctng drug user 2 ’ 5 11 19 45 148
Sex will pgrson witn nemophina - - - —_ - :
Sex with transfusion rdcipiant '
with HIV infartinn — - _ ' 2 -
Sex with HIV-infected person., '
risk not specified 3 6 11 ar L. ‘55
Receipt of bleod transfusion, '
blooa componants, or tis- ,(‘ 4 i 4) 14 {4} 45 {4) i {0} i1 :n QN
Risk no: reponted or identfigd 4 (4 30- (8 §8  (9) 38 15) (8 23 (3
Male subtata ' Q] (100} 387 (100 1070 {100) 1,130 (100) 2788 (100 84T 100
Female exposure categery
Injecting arug vse ' LR L 9 (9 9 (20 18 @n 326 (29) M e
Hemophilia/coagulation disorder - (0 5 (). 110 5 {0 T
Heterosexual contact: [T S 120 (&M 284 (62) Jate (sey 7t (3, Tess (4Y)
Sex with injecting orug user 21 ar 139 124 275 845
Sex with bisexual male - 10 13 i2 J8 124
Sax with person with hemopiilia ! 1 8 2 10 29
Sex wilh transfusion recipient
with HIV iulection - —_ 1 - z &
Sex with HiV.infectad person, '
rigk not specifind 14 a2 [T 72 246 431
Receipt of blood transiusion, . .
ninad comoonente, or issuc 4 ') R (6) 44 9 10 (3 19 (2 2 13
Risk not reported or deatifed 1 an 48 (29) g2 (N 3% (0 e (P 235 13
Femalc subtotal 59 (1Quj 221 (100} 484 (100 378 (1Q0) 1,124 a0, 253 oo
Total 157 588 1.554 1EOR 2,911 ‘- 090
'See Figure 7.
HIV/AIDS Surveillance Report 12 Yol 5. No. 4
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Table 8. AIDS cases by age at diagnhosis and exposure category, reported through Decemben
1993, United States

Men who have

Men who sex with men Hemophilia/
havs gex Injecting and inject coaguiation I leterpsuxual
R with men drug use drugs disorder _ contact
Age at diagnasis (years) No. (%) No. (%) No, (W) No. (%) No. (%)
Under 5 - - - 11 (0} ~
512 - _ - - 192 (8) -
13-19 358 (0) 17V (0) 47 {0) 473 (14} © 276 1y
20-24 7,015 (4 2.425 {3) 1.20!_) {5) 422 (') 174 (&)
2539 31,185 (16} 10,472 (12) 469 |ZC. 484 [(14) 4.418 {19)
30-34 46,384  (24) 21,325  (24) 6.703 (P9} 483 (14) 9.148  QR22)
35 39 T 41654 22) 24294  (28) 555 (24 391 (12} 4048 (O7)
40=44 . 28.530 (15) 16,221 (19) 2,993 113) 288 (9 2 865 (12)
45=49 _ {7041 (9) 6,988  (B) 1,300  (6) 222 (7) 1,708 (7)
50-54 9.725 {5) 3,081 . (3 508 (2) 1?7 {4) 1,182 {5y
55=59 5472 (3) 1,424 (2) PR} (M 83 {2) B13 { a)
60-64 28% (1) 573 (M) 7 {0 85 (3) 558 (2
65 or older 1,628 (1N 312 (0) 42 (0 104 (3) 608 (3)
Total 193,652 (100) 87,259 . (100) 23,36y (100) 3.342 (100) 23166 (100)
Mother
with/at risk Other/risk
Receipt of tar HIV not repurivd
: transfusion infection or identified’ Yotal
Age at diagnosis (years) No. (%) No. (%) ‘Ne, (%) Na. (%)
Under 5 147 (2) 4,027 (87) 6 (@) . 422t (N
812 : 182 (). 510 (13) ST (0) 1,007 (0
13=19 ' 89 (1) - - 140 {1) 1,554 {0)
2024 ' ' 166 . (3) - 909 (5) 13,890 (4)
25-29 434 (n — 2,894 (15) 54593 (15)
30-34 © 887 (W - 2547 (21) 84,857  (24)
35-39 612 (9) — 3373 (18) 79930 (22) -
40-44 577  (9) - 281 (13) 518717 (1)
48=49 : 66 (7 — 1,7 (9) 30278 (9
50-54 501 (8) - 1,296 {7} 16.380 { 5)
§8-59 539 { 8) - 959 (S 5,513 (3
. 60~64 684  (10) . — 639 (3 5446 (2
65 or older 1.547 (24) . -— 679 (4) 4,921 (1)
Totat? ' 6,510 (100) 4,627 {100) 19,238 (100) 361,164 (100)
'Sep Figure 7. .
Molals iciuge 2 PErsons wnose age at Alagnosis is unknown.
vol. 5., No. 4 13 HIV/AIDS Surveillance Report
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Table 9. AIDS cases by sax, age at dlagnosis, and race/ethnicity, reported through Decembe
19983, United States

White, not Black, not Asian/Pacific  American Indiarn/
Maie oo Hispanic Higpanic Hispanic Islander Alaska Native Total'
Age at diagnosis (years)  No. - (%) No. (%) No. (%) No. (%) Ne. (%) No.. (%)
Under 5 ' 348 (0) 1247 (1) 827 (1) g (0) 8 (1 2142 (1)
5-12 27 (O) 191 (Q) 158 (O 7 (0) 1 (0 N8 (N
13=-19 816 (® 430 (Q) 208 (Q) 11 (1) " (1 2) 1070 (Q)
20-24 5,096 {(3) 3582 (4 2142 (4) 79 (4) 3 {4) 10.947 (3
25-7 21604 (15) 12.901  (14) 1,43/ (16) 280 (1 142 (20) 46,53C¢ {i3)
30-34 39,628 (23) 20371 23) 12593 (24) - 461 (L% 182 (28) 73.349 (D)
35-39 37545 (9?7) 20762 123) 11,395 (22) 462 (21 13§ 1Y) 70,6438 (22}
1044 26,949 (16) 14313 (16) 7546 (15) 381 (18) 96 (14) 19,378 (15)
25-49 15948 (9) 7402 (8) 40R? (8) 22 (10 38 {3 27.733  (®)
5084 8541  (5) 4065 (8) 2,164  (4) 110 (5) 2 (3 14826 (5
55-59 4887 (3) 2301 (3 1242 (2 67 (3 10 (1) 3534 (3)
60 u4 T 2868 (2) 1237 (1) 649 (1) 24 (1) 0 (1) 4791 ()
653 or older 2417 (V) 828 (1) 478 (1) 38 (9 4 (1) 3870 1)
Male subtotal 169,675 (100)  89.830 (100) . 51,627 (100} - 2,151 (100) 697 {100) 314325 (100
Female
Age at diagnosis (yoars) L -
unger 5 337 (3) 12338 (%) 494 (5) 10 T (8) 2079 (4)
5-12 89 (1) 195 (1) ne (1 R (?) - 12 (%)
1319 04 (1) 300 (1) . 7 (1) 1 (0 1 (1) 434 (1)
20-24 724 (6) 1508 (&) 679 (7). .15 () - 13 (1) 2943 (A)
2529 2,031 (i8) 48 (17 . 1784 (19) 23 19) 24 - (20) 3063 17T
30-34 2.638 (23) 6084 (24) 2374 (25) 49 (20) 3/ (29) 11.208  24)
35-39 2,043 (18).. $531 (22) (1,838 (19) 4 (17 15 (12) 3450 (20)
4044 1,195 (10) 3.147  (12) 1,091 {11) 40 (18) 1 (9) 5463 1Q)
45-49 €658 (&) ~ 1314 (5 532  (Q) 20 (8) 8 (5 <538 (5}
B0-54 B (3 749 (3) 297  (3) 14 (6) 3 12) 1454 (3
55-3% 351 (3 428 () 1M (2 9 (4 2 {Q) 379 (D
a0—o4 270 () 278 (1) 82 (1) 12 (5) 3 {2) 655 (3
83 or older 650 (6) <83 (1) 100 (1) 16 (6) 1 (" 1 NE1 (2
Female subtoial 11,476 (100) 25,238 (100) reSToe00) 247 (100 129 {100) 48 828  (100)
Totai 181,159 114,888 £1,297 2.308 818 301,164
Inc!u =3 545 males, 86 females, and 1 person of unknewn sex wnose race/ethnicity IS HnknAwn,
liluees | male ang 1 temale whose age at diagnosis is unknown, and 1 person wnose sex is unknown.
HIV/AIDS Surveiliance Report 14 _ vol.5. No. 4
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Table 10. AIDS cases and annual rates per 100,000 population, by racefethnicity, age group,
and sex, reported in 1993, United States

Adufts/sdolasconts
' : Chliaren
: e Maleg Femalea Total <13 years Total
Race/sthnicity No. Rate No. Rate No. Rate No. Rate N9.  Rate
White, not Higpanic - 43,987 573 4,103 50 48.090 . 302 150 3.1 . 25.0
Black, not Hispanic 28792 288.2 - 9,220 - 73t 38,012 - 1622 532 7.2 38.544 1980
Hisparig _ 15301 1489 3324 322 8,628 895 263 3.6 18,888 672
AgiarvPacitic Islander 663 21.2 97 2.9 762 117 5 9.3 787 9.3
American lidiarvAlaska hatve 281 41.3 a8 77 336 240 3 0.6 339 179
Total' ' 80,165 075 16,824 184- 105,830  S0.1 vhy 19 106,049 408

'Includes 171 pamnne whose race/ethnidity i unkaewn and 1 Porsun wiiusu 39X IS yrKnown.

Table 11. AIDS cases by year of diagnosis and definition categary, diagnosed through
December 1993, United States ' ' .

. - Pertod of diagnosis .
Before Cumuistive
1990 1980 1991 : 1992 . 1993 ol
Definition category - Ne. {%) No. (%) No. (%) No. (%)  No. (%) . (%)
Pra-1987 definition 118,248 (78) 29.245 (63) 30.892 (88) 29717 (44) 13.020 {29} <8 22 (60)
1987 definition 29,554 (20} 13.869 (30) 1650 (30) 18,181 27 8,530 (9} 12 (34)
1993 detinition’ 2.267 (2) 2,988 { &) 7366 (13) 19.664 (29) 24,118 (53 ‘a0 13)
Pulmonary t ~erculosis 465 407 853 1.402 '1.055 <182
Revurren pneumonia . os 135 387 615 1 291
Invasive cervical cancer 23 11 26 54 . 46 154
Severo IV related
immunosuppressior” 1,694 2511 6,362 17,621 2412 10800
Total 147,069 (100) 46,102 (100) 54,766 (100) 67,562 (100) 45,665 (100) et 164 {100)

'Persons who maeet enly ‘e 1593 AIDS survellance casa definition and whoge dgate of diagnosis is before January 1393 wera c1ag™2een ‘er0LpeC-
tvely. Tha sum of ¢iagnoses listed for the four conditions under the 1993 defirition du No1 equai the 1993 cetinition to1al because 1O~ o6 30S have
more than nna diagnosie from the addod songitions of pulmonary tubwiculusin, recutiwnt pnaumonia, ana 'nvasive cervical cancer

Defined as CD4+ T-lymahocyte count of less than 200 ceils/uL or 8 CD4~ percentage less than 14 in pargons with 1ADOratory soh==a on of HIV
infection.

2
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f PHS Document, "Recommendations on the Use of
Zidovudine: to reduce HIV Transmission From Mother to Child" for
publication ino MMWR".

A. BACKGRCUND INFOXMATION

ernal /fetal tr mission of HIV

* Worldwide, it is estimated that 15,000 to 20,000 ehildraen,
110,00 women, and 1 million men are HIV infected but net yet
diagnosed with AIDS. Women are the fastest growing segment
ot the AIDS population, with 93% of the children with HIV
under the age of 13 who contracted the disease from their
mother, perinatally.

* In the U.S. serosurveys indicate that annually 7,000 HIV
infected women give birth. With a 20-30% transmieeion rate,
that adds up to 1,400 to 2,100 infected infants born each
year.

* By 1995, the number of mhildren of children that will be
orphaned by AIDS will be 24,600 under the age of 13, 21,000
between the ages of 13-17, and by the ycar 2000, that nwiber
will rise to more than 80,000. '

* Preventing HIV transmission among women is ideal, yet new
infections =rill oceur. Rafraining from breast feediuy
decreases the risk of mother te infant transmission in the
post parrum period, but not thc pre- or intra-parclum

. periods, '

* Prevention of transmission of HIV to the fetus, in utero or
intrapartum was the intent of elinical Lrial 076. There is
the pcssibility of transmission before birth or in the birth
process when the child is exposed .Lu cuplous amounts ot -he
mother’s blood and other body fluids which contain HIV.

ACTG- 07

* In Pebruary, 1994, The National Institutes of Health
rclcased preliminary results of clinical triai ACTG-076.
This trial was designed to evaluate the efficac , Safety aand
tolerance of zidouvudine (ZDV; also known as AZT) for the
prevention of maternal-fetal transmigsion of HIV. This study
was conducLed in 50 sites in the USA and 9 sites in France.

* There were 477 women and 364 infants enrolled in the study
at the time of the analysis of the data presented. A total
of 421 infauly have been born since the study began in 1991.
Of those, 364 infants had at least one culture result
available. o

’
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* The women involved in this study initiated ZDV treatment
between 14-34 weeks gestation, had received nc other
antizelLroviral treatment during the pregnancy, had CD4 level
greater that 200 cells/mm3 and had no clinical indications
for 2DV therapy prior to the pregnancy.

* Under this study, ZDV was given to HIV infected pregnant
women with limited or no prior history of antiretroviral
therapy. Jhese women ware between 14 to 34 weeks gestation.
zidovidine was given during this period and continued
throughout pregrancy and the labor period. The infant was
given 2DV for six weeks following delivery. Othar women
were given placebe regiments.

* ne results indicated a two-thirds reduction rate---8.3%
when both mother and infant received ZDv, compared to a rate
ot 25.5% among those who received a placebo.

* Even though there was a significant reduction, transmission
of HIV occurred despite ZDV therapy in 13 out of 180
infants. ' '

HS TASK PORCE

%* The Task Force entitled, "The Public Health Sexvice/Health
and Human Services Task Force on the Use of Zidovudine to
Prevent Perinatal HIV Transmission" has had its first
meeting on April 14, 1894. This panel convcned to discuss
implications of ACTG 076 for the woman and child, specific
treatment guideline issues, testing and counseling
parameters and propose timelines for the development of
recommendations and policies. '

* Specifically, NIH would devclop draft documénts regarding
treatment issues and begin evaluation of how on-going
natural higtory studics of HIV infection in wouen and
children could provide information regarding long term
effaects of thie thcrgpy. Thi ol , na

* CDC would draft a document pertaining to counseling and
testing igsuca for pregnant women, outline issues regarding
long term follow up registry for those infants exposed to

‘ ZDV in utero, and alsc begiu evaluation of how CDC funded
natural history studies could provide further information
/Agg& xcgarding the impact of Lhis therapy on women and children.
The status of this document is still under reviaw.
There will be a period for public comment once this document
has been drafted.

* HRSA is responsible for developing plans to implement the -
counseling, tesLinyg and clinical care recommendations. The

ON W&f}"w /
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implementaLivn of the clinical findings of 07¢ into broader
settings including Ryran White programs will reguire early
ideatification of HIV infected women. Status unknown at
presenc.

* FDA would review their process of labeling lndication
assegsment or ZDV for use in pregnancy. FDA indicated that
Burroughg-Wellcome has submitted an application for new
labeling indication for pregnant women after gestational

/ period of 14 weeks for reduction of HIV tranamission. Draft
of the responge has been sent to them for comment. The ACIG
076 review, the treatment draft guidelines, B-W application

(:3 and response document will be presented to the FDA Antiviral
Advisory Committee meeting on July 28, 1894. Durxing thie
meeting there will also be discussions of possible Phase IV
monitoring of long term effects on morhers and infants that
may be required of the company. August 24, 1994 il absolute
target date for completion of this process.

* \binugust, 1994 ig the target month for publicatibn of the
<ﬁ§ racommendations from this task force.

- ISSUES OF CONCERN:

* Indications for pregnant women and hex child - whou may be
potentially infected(25%) and potentially unaffected (75%)
is corfounding. Placement in follow up studles are
available for adolescent women and all infants, yet not for
the other mothere. Drovision of care wervices for the
mothers and their children will require increased allocation
of funds for thig population.

* The women in the study are already infected with HIV and
will develop life threatening diseases, which will increase
the orphan population in this country. What policies are
being considered to help with the foster care and adoption
eyetems in this country. This will require additional
funding streams to assist the social services agencies with
placement and financlal subsidy for these children.

* What are the long term risks of ZDV exposure in utero and
‘ early infaucy to the children--thoge who may have become
infected and those who would not have been infected anyway?

* What will the impact of ZDV use during pregnancy have on the
woman's abilily to use the therapy when it becomes indicated
for her own health?
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* What about Lhe infected child’s ability to use this therapy
when-indicated for his/her own health?

* ZDV wus given in several periods, ante-partum, intra-partum,
and post partum. There is no indication that if ZDV is
effective if administered in only one or two of these
periods. This is especially critical if the waman delivexs
outside the clinical setting.

* Who wilil pay for these women to receive ZDV if they are
unable to afford this therapy? Who will provide servicee
tor the child?

* In some communities thexe has been a push for policies

toward mandatory testing of all pregnant women without
. ragaxrd for their rights, based on the need to "save the

babies". This does a digsservica to the mothar, £athcr,
siblings and the baby who may not become infected anyway.
Counseling should be offerad in all gettinge. Thc woman
should be allowed to make her own decigion regarding her
future treatment optioms.

* There were no significant short term cffacts to either Lhe
mother or infant other than anemia in the infant which was
reversed shortly after treatment cndcd. 'The womzn will be
only be followed for 6 weeks after delivery and the
infants(both HTV+ and HIV-) followed up to 21 years after
perinatal exposure to ZDV.

Recommendations

* More extensive researxrch is needed to delermine the long term

' effects of zZDV therapy on the infants, some of whom do not
become infected with IIIV and those who do in spite of 2DV
therapy. Additional studies are indicated to determine the
‘efficacy and gafety of 2ZDV therapy for the mother. The
impact on the health and the progresgion of HIV disease in
the mothcr needs to be coasidered in subsequent studies.

* The implications of this study highlight the need to broaden
our ocutreach efforls to women of childbearing years to seek
HIV counseling and testing. Clinicians who provide services
to these women must be alerted to the need to counsel them
regarding the potential impact of ZDV therapy, benefits and
risks. IL is important to note that 8 out of every 100
babies in the study was HIV infected, even though the mother
and infantL had receivea 2Lv, '

* Por womel who participace in high risk behavior, ie.
injecting drugs and unprotected sex with someone whose HIV
status is uunknown, it ig imperative that they have access to
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adcquate counsellng, LeslLing and treatment regardless of
whether thev are pregnant or not. The righte of the woman
to adequate trealucent should not be abrogated to the rights
of thé-unborn child.

* Evaluatlon of Title IV programs demonstrate remarkable
success iu identifying Hiv positive youth and women,
retaining them and their newborn infants in comprehensive
care and supporting them to participate in early medical
treatment. Barly identification and follow up care for HIV
axposed infants by Title IV programs reduces morbidity ana
mortality through a coordinated, comprehensive medical,
social and ramily support programs.

* This document by itself i3 only a portion of the
recommendations needed to fully make this therapy availahie
for the women and children it targets. The American College
of Obstetrics and GKnecologv and the Academy of Pediarrics
ig also reviewing the data in order to make treatment
decisions regarding this therapy. It is therefare, critical
that thie document be approved for publication in order to
give heath care practicioners recommendations on the uge of
ZDV for BIV infected pregnant women, keeping in mind that
CDC, HRSA, HCFA and FDA have crucial ralesg in the -
implementation of these therapeutic quidelines.
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EXECUTIVE SUMMARY :1ABSTRACT 2CTG 076

A Phase III Randomized, Placeho-Controlled Trial to Evaluate the Bfficacy,
Safe*'y and Tolerance of Zidovudina (ZDV) for tha Preveati.cn of Maternal-Fetal .
Tramissian ’

BACKGROUND

‘Cumntly, there are apprmmacely 10- 20 gao Hrv-:.nfected children and
approximately 7,000 infants are born amnually to [IIV-infwcted women in tne
United States. It ig estimated that by the year 2000, 10 millica children
qlobally will have been infactod.

‘The vast mrRjinrity of HIV-infccted infants and children acguire the virus by
‘macernal-infant transmigsion; either in utero, during labor and delivery, or
postpartum via breactfacding. In the develuped world, antapartum and ‘
intrapartum routes account for nearly all of the cases. The risk of maternal-
infant KIV tranomiosiem in preguaul women hag Deen associated with advanced
disease stage, low CD4+ lymphocyte count, and high wviral burden.

. . :
Zidovudine (ZDV) has been demongtrated to be an effective treatment to
deorcasc viral burdeu and delay disease. progression for HIV-infected adults
and children. An uncontrolled purvey of some pregnant women treated with ZDV
for their owa wedical care reveaied no sidnificant untoward effect..

The wisk of materhal-intant transmission of HIV theoretically could be reduced
by ZDV treatment of pregnant wamgn. To test this hypothegis, in April, 1991,
« Phuse III randomized, double-blind, placebo-controlled clinical trial (ACTG
076) was initiated to evaluate whather ZDV therapy could reduce the risk of
macternal-retal transmission in HiV-infected pregnant women. An additiomal
study cbjective was to evaluate the safety of the ZDV regimen for motharx and
infants.

METEQDS

Eligible patients vere HIV-infected pregnant women (between 14 and 34 weeks
gestation) who had no antiretroviral treatment during the cu.tfoat pregnancy,
“had baseline CD4+ lymphocyte counts greater than 200 cells/mm, and had no
clinical indications for maternal antepartum 2ZDV thoxapy. The target sauwple
size was 748 wamen (636 fully assessable mother-infant pairs). This was
chosen g0 as to provide A0 percent power to dotect a reducricn iu Luw
probability of tranamisgsion to 20 percent for the 2DV group campared with 30
percent for thea placebs group, ucing a two sided, alpha=0.0% test. Women were
stratified according ro gestarional age (14-26 weeks; >26 weeks) and
randomized to rackive aither ZDV ov placcbo.
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ACTG 076
EXECTTIVRE SUMNARY : ABSTRACT

1he ZDV yegiman consisted of antepartum 2DV (100 mg p.o. five times daily)
plug intrapartum ZDV (IV loading dose, 2 mg/kg, followed by contifuous
intusiocsn, 1 mg/kg/hr, unril delivery) plus newborn ZDV (syrup, 2 mg/kg Q. 6 hr
for eix weeks beginning 8-i2 hours after birth). Pregnant women were ssen
frequently during pregmancy, through delivery, and for gix months postpartum,
and were carefully assessed for evidencs of druq toxicity, HIV dissase
progression, and fetal well-being. Infants were carefully memitored through
78 weeks of age for evidence of KIV infecticn and to asseer mafety. IV
infection status was deterxrmined by viral culture fraom the infants at birth, 12
weeks, and 78 weeks of life, and samples were obtainard for HIV sexslegy at 72
and 78 weeks. A protocol modification added am additionmal culture at 24
weeks. Infants were defined as HIV infecred for the primaxy analyoic based on
cne positive viral culture cbtained from peripheral blood.

On February 17, 1994, the ACTG Data and Safety Monitoring Board (DSMB)
reviewed the inmterim analysis based on information in the database as of
December 20, 1993, and cencluded that there was significant evidence of
treatment efficacy. On February 18, 1894, the Pediatric AIDS Cliuical Tzials
Group Executive Committee approved the DSMB recommendaticas to: (1) @iscon-
tigue new patienr enrollment; (3) offcxr open-label ZDV as puwr protocol regimen
to all individuals on the study; and (3) continue long term follow-up of all
infanrs participating im ACTC 076 to meaitar fou pussible development of
unknown late effects of the study treatment. '

RESULYS

Thirty-five NIAID spongored sites, 15 NICHD gponsored gites, and nine centers
ip Francc enyelled paticuts in ACTG 076, rour hundred seventy-seven women
vere enrclled as of the December 20, 1993 data cur-off. The median age wasg 25
years (range, 15-43), the median CD4+ lympnocyte count was 550 cells/mm’
(range, 200-1818), and 41 percent of women had CD4+ lymphocyte coumts between
200 and S00 cells/mm . The median gestational age at entry was 26 waeks.
Maternal demographics revealed a predominantly minority population: anly 19
percent were white/non-Hispanic. '

Four hundred twenty-one babies have heen born; 409 singletons and 6 sets of
twins. The median gestational age at delivery was 39 weeks (range, 27-43
weekg). Three sets of twins and 23 singletans were premature (<36 weeks
gestation). The median 1-minute Apgar score was 8 (rangs, 0-10), the median
S-minute Apgar was 9 (range, 5-10), and the median birth weight was 3160 grams
(range, 1040-5267 grams). Seven infants (1.7 percent) waighed <1500 gramc at
pirth, 14 (3.4 percent) weighed between 1500 and 2000 gramg, and 44 (10.7
percent]) weighed berween 2000 and 2RN0 grams.

Three hundred sixty-four birthr were included iz this intorim cfficacy
analysis, 180 in the 2DV group and 184 ian the placebo group. Two hundred
thirty-three infants had infarmation about HIV infgc:ian atatus as of 24 weaks
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ACTG 076
EXECUTIVE s@m&v:mm

of life, and 75 of thege had confirmaticn at 18 meaths. Thirteen babies in
the ZDV group and 40 in the placebo gzuup vere dsfined as HIV-infected. The
astimated percentages infected based on Kaplan-Meier analysis were 8.3 pexceat
(s.e.: 2.25 perceat) in the ZDV group and 2.5 percent (8,e.: 3.60 percent)
in the placebo group. The estimated absolute difference in percentage
infected batwoen the two yroups was 17.2 percaat, with 95 percent confidence
interval 8.9 to 25.5 perceat. This corregponded to a €7.5 relative reduction
in tranemispion riak. Tuis risk reduction is Righly statistically significant
(z=4.03; two-sided p=0.0000S6E). : -

Reported matermal and infant side effects were balanced between the two
rondomized groups, with cne @xception that hemoglobin levels were lower for
infants in the ZDV group. The meen decreage in hemoglobin was less than 1
g/41, did wut require transfusion, and resclved after completion of ZDV -
therapy.

CONCLUSIONS

A treatment regimen consisting of ZDV given to the mother both antepartum and
intrapartum, as well as to the newborn during the first *gix wveeks of life,
significantly reduced the risk of mateynal-infant tranemirrion of HIV for
women with baseline CD4+ lymphocyte counts >200 CQlls/mu?. FPurther follow-up
of mothers and infants is being conducted to determina if thoxe are amy lale
adverse effects of thig treatment regimen. Any decision to ingritute therapy
regimens for the prevention cf matarnal -feral erancmigoion must be made after
careful consideration of the potential unknown long term risks.

February 20, 1994
pistributed with Site TaAstructions

Prepared by:

Ricbard D. Gelber, Fh.D.
Pavel Kirelev, Ph.D.

Edward Connor, M.D.

Rhoda Sperling, M.D.

John Moye, M.D.

Mary Culnane, M.3., C.R.N.P,
Bethann Cunningham, M.S.
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PR.INLIPLES FOR IMPLEMENTATION OF EXPANDED HIV COUNSELING AND
©: TFSTING AND ACTG 076 FOR HRSA PROGRAMS

IIRSA Cuustituent Meeting, September 19-20, 1994

e—

TTI{RSA’S Working Group on Prevention of Perinatal Transmission of HIV met in
Washington, D.C. on May 25, 1994 1o initiate discussion of the impact of recently
announced findings of the ACTG 076 randomized clinical trial of Zidovudine (ZDV)
for the reduction of HIV transmission from infected mothers to their infants. As the
first of the two HRS A-sponsored meetings to address the clinical, psychosocial, ethical,
financial and legal implications of the study, the meeting hronght together women with

HIV, providers, advocates, ethicists, and policy makers to explore issues and concerns
in an open forum.

The fullowing recommendations were made by this Working Group. These principles |
form the basis for the discussions of implementation strategies for the September 19-
20, 1994 meeting. :

o Expanded HIV counseling and testing should be made available in all settings that
provide carc to womien, Existing programs serving women in high, medium and low
seroprevalence areas will need to plan and prioritize this service and other service
obligations. depending on space, staff and financial resources. Testing should only be
performed after women give specific informed consent. Informed consent should
include a clear, simple presentation of the benefits of early intervention services to
woman (and infants, if applicable). Counselors should be aware of local resources
and services for women with HIV and arrange for ongoing care when posmve
serostatus resuits are given.

(o} Information on the n‘sks and benefits of Zidovudine use during pregnancy (results of
076) should be made availablc to all pregnant women in clear, simple language to
enable women to make informed choices. PHS should develop a culturally sensitive
protocol for presenting the risks and benefits to women.

o Providers of bealth care and services for women should make the Q76 protocol
available to women who choose this option, either on site or by referral. - It should Uc
clear to all women that their ongoing care will not be influenced by their decision.
The prutucol iy cumplicated; it requires coordination of care among primary care,
obstetric, hospital/delivery and pediatric health professwnal This will not occur by
chance. It must be developed at the time the 076 protocol is initiated. Staffing,
equipment and supply requirements for all component need to be enunctated.
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C All women and infants treated according to ACTG 076 protocol should receive loag-
tenmfullow up care. Infection status for all infants should be documented using
ava.thble technology. Results should be recorded in a standard database so outcomes

of tho’ACTG 076 protocol in counnuily, as opposed 10 research, scttmgs can be
documented.

Growth and development of infants with and without HIV infection should be
documented in longitudinal client databases. Long term clinical outcomes should be
documented for mothers_ including, where feasible, viral genotype and phenotype.

©  Implementation of recommendations regarding ACTG 076 will require substantial

: community planning and education. Resources should he made available for
community planning to develop and coordinate appropriate services and follow-up
care for women and families. This will/could involve Medicaid, Medicare, DOD,

DVA, SAMSHA, CDC, state and locally funded providers and programs as well as
HRSA-funded ones.

0 Health care services for women need to be expanded including reproductive health,
suhstance abuse treatment and relapse prevention services. :

© Caregivery wust be sensitive to the high level of distrust and tear that many
dlsenfranchlscd and minority populations have toward health care providers.

Cultumlly appropriate interventions and provider training must be developed to
increase trust, utilization of services and compliance with care.

Training should be provided for health care workers on: 1) diagnosis and
management of HIV disease in women; and 2) counseling and testing for women
(issues such as cultural sensitivity; explanations/education for women in simple, clzar
language: risks and benefits of AZT use during pregnancy; referrals to care and
support services and long term care need to be addressed). Without a significant
effort devoted to training hcalth professionals who provide vare 10 women, expanded
availability of zidovudine for the reduction of perinatal transmission will not occur.
Policy discussion and planning should include representation of women with HIV.

O

0 Women with HIV should be considered an important source for community outreach
education, policy and planning.
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We acknowledge the generosity of the momen who participated in the focus
group. By sharing their time, their experiences, and their perspectives they

“have given us important insights aboul these complex issues. We thank
them. o '
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Preliminary Report

Al

e

INTRODUCTION

The Institute for Family-Centered Care, with support from the Maternal and
Child Health Bureau, HRSA, U.S. Public Hea..a Service, convened 4 group of 15
women from ten states to discuss issues related to ACTG 076. All of the
participants were HIV infected. The group included Afri~=n-American,
Ilispanic, #nd Caucasian women. Several of the women had histories of
substance abuse. The group included mothers of infected children. some of
whom had died; mothers of affected children; a woman who was pregnant; and
younger women who had not yet had children. In prcparation for the meeting,
participants received written material about ACTG 076.

The day-long meeting was audio taped with permission from the participants.
In addition, three recorders kept notes during the meeting. 4 full report will be
developed within the next month for dissemination to policy makers, care .
providers, and consumers. This report provides a brief summary 6f the main
themes and issues that were addressed at the meeting and presents
recommendations based on the discussion. :

Overview of the day. The meeting began with a general description of the
clinical trial process and a presentation of the specific 076 research by Dr.
Marilyn Crain, the pediatric princpal investigator for ACLG trials at the
University of Alabama at Birmingham and Director of the Family Clinic, a Ryan
White Title IV program, jointly sponsored by the University of Alabama,
Department of Pediatrics and the Children’s Hospital of Alabama. Dr. Crain's
presentation was essential to the later discussion of issues related to 076.
Participants had ample time to ask questions and to express their concerns about
both the design of the specific trial and clinical trials in general. The oppostunit,
to receive thorough, unbia->d information from a physician who had
participated in the study enabled participants to develop a clear understanding
of the actual research and also fostered a sense of trust, respect, and candor
withiu the group. _ ' :

It should be noted that several of the women initially stated they were opposed
to AZT treatment of any kind. This is extremely important becausc it reflcets the
anti-AZT bias that exists in many communities. After talking with the other
participants and Dr. Crain over the course of the day, however, these women
seemed willing to evaluate the 076 treatment with a more open mind. This
highlights how critically important it is to ensure that women have
opportunities to receive accurate information in an unhurried, supportive
atmosphere. Not only does it enhance their ability to make informed choices for
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themselves. and then' chlldren, it algo fosters more collaborative, trusting
relatxonshi' $ with providers.
g. .
. After Dr. Crain’s presentation, a structured focus group was conducted.
Participants were asked the following questions:

Focus Group Questions

1. Given Dr. Crain’s overview of the ACTG 076 research and results, wnat
issues or questions come to mind?

- What questions might you and other women have when deciding if you
would take the kind of treatment described by Dr. Crain?

2. Who do you think should receive information about the results of 076?
- What kind of information should be given?

- Who should present the information and how should they present it, so
that women will fully understand the unphcahons for themse]ves and their
mfants"

- Are there specxal considerations in informing teen-age girls and younger
women about the results of 0767 ,

3. Pleasc describe what you think would be the jdeal setting and approach to
HIV counseling and testing for women.

- Are there special considerations in prov:dmg counsehng and testing to
‘teen-age girls and younger women?

4. If a woman is tested and finds she is HIV positive, please describe what
counseling, treatments, services, and other suppuris should be available to
her.

5. This focus group has helped us learn abont your perspectives on ACTG 076.
What other methods could be used to gather information on these issues
trom a broad group of women ?

At the end of the day, participants voted their :esponses by secret ballot to the
following four questions:
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* Shouid all pregnant women be offered testing, after appropriate pre-test
cou ng with post-test support, regardless of perceived HIV risk?

. .Sho' 158 there be mandatory. testing of all pregnant women?
« Should there be mandatory testing of all women ages 13-50?
» Should HIV infected pregnant women be required to take the 076 treatment?

. The full report of the focus group will include a summary of the participants’
responses to all of the questions. What is presented here is a discussion of the
main themes and issues that emerged dunng the day, their implications for the
implementation of ACTG 076, and a brief set of recommendations based on thc
wumen'’s observations, perspectives, and experiences.

ISSUES AND IMPLICATIONS

Women’s Attitudes About Health Care Providers and thes Health Care
System. An overriding theme of the meeting was the participants’ pervasive
mistrust nf health care providers, both within the research community and
within the care system. The women expressed a profound degree of suspirion
about AZT aund about the design of the 076 study, as well as a'deep mistrust
about how the 076 findings might be implemented. As onc woman said, “When
the report came out it scared me, because I know the doctors will now be ready
to make recommendations about how to Lreat all women.” Another said, “Now
women who are infected will be pressured to take AZT, just as they have heen
pressured lu have abortions.” Yet another expressed her concern this way,
“What is the ‘snowball’ effect of this one trial? Will women who won't
participate be found ‘unfit’~ will it be used to blackmail women?” This wariness
and skepticism about providers’ attitudes toward HIV infected women was
prevalent throughout the discussion.

Among the specific questions that were raised about the 076 findings were:

¢ What are the long term cffccts of AZT on the babies in the study?

¢ Whatabout the design of the study — “If you change any part of the puzzle,
does it change the results?”

» [s there any follow-up care for the women? Are there any follow up studies
on the women?

. I.f women participate in 076 trcatment will they jeopardize a later

portunity to take AZT when their own health might benefit from it?

. Wlll the treaunent work for more than one pregnancy?

* Why is there such a great hurry to implement 076 treatment when there arc
still so many unanswered questions? '

o. Can a woman trust her health provider to have the wowan’s best interest in
mind when making recommendations?




09/20/94  18:44 202 690 7580 ﬁHS NAPO

@o024.037

 If it turns out that AZT really works will it be made available to all women?
. Who will pay for it? ' : -
A number of the participants stuted Lhat the 076 study pitted their rights as .
women against the rights of their babies. One woman described the difficult
choice 076 presents to women this way, “It’s very important to me that my child
not be born with this virus, but I also have to think about if I want to have a
child and then not be around to be there for the child. Do I want to have a baby
and then » vear after taking AZT my imunune system shuts down and I die
within the year, and then not be able to be there for my child?” '

Others expressed anger at being considered “vessels.” One woman poignantly
said, “It seems that women — as real, thinking, responsible, contributing adults
~ were overlooked.” Another said, “It seems like In the whole study women
were ignored.” However, participants also pointed out that if providers -
continued to ignore the rights and concerns of women they and their babies
would be lost to: treatment. “Unless you're going o strap us down, you need our
cooperation. If you don't care about me, I don’* care ahaut you. You need to be
partners with women 1n order to get ttus care tu the baby.” Another pa.uu.pant
;:ledgd, “If you don't take care of the mother, she won't be there in the future for
aby.” :

Many of the women, especially those with a history of substance abuse,
expressed concern that women will be coerced inlo agreeing to the 076
treatment. A number of the women said they were fearful that refusal to take
AZT could result in a referral to child protective services. There was real
concern that 076 might be used as a way to take their children away.

Finally, the participants expressed concern abuut how information about 076
will be conveyed to women. These concer=- z3zin stemmed from the women'’s
suspicions of providers — that providers would not give complete or accurate
information, that they would not provide information in ways that women
could understand, and that they would not support women in making
informed choices for themselves.

implications: It is clear that many of the participants in the focus
group feel powerless and undervalued by the medical community.
They describe having limited input in decisions affecting their own
care and no input in policy and program dccisions affecting
women’s health care in general. The resulting mistrust of providers
has major implications for the acceptance ot the ACTG 076 findings
by HIV infected women. Tt is incumbent upon health care providers
to establish trusting relationships with these women, to develop
forums where information can be shared, and to provide the
necessary practical and emotional supports for women to make
inforrned decisions about their treatment options.

4
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Iniormatlon and Informed Docismn-Making Although the participants
had congerns and questions about the 076 research, there was strong agreement
thai information about the trial and its results should be made widely available.

~ In response to a question about vrho should receive infurmation about {76, the

~ women said: “women, women, women”; all HIV positive women; all women
of ch:.ldbearmg age; all women; OB/GYNSs: pediatricians; male partners;
wornon's families and other supports; the ACLU; community-based
orysmizations; the media; anyone connected with family plannmv adolescents;
ana goards of Education.

Similarly, when asked wliat kind of information shnuld be made available, the
women said, “Every little thing that is known.” They urged that complete
_udormation about the study — the specific results as well as the unanswered
questions — be giver to women in understandable teruis. They emphasized that
both the pros and the cons of the treatment must be presented, and that the
- main facts of the study should be presented with neutrality and clarity.

Participants pownted out that the way the information is presented is as
important as what is presented. They urged that information be offered in
understandable terms, in many languages, by people women can relate to, and
in places wherc women typically get and exchange information (markets,
churches, schools). Some suggested a national media campaign, others an 800
number that women could call to get information on 076 (perhaps as part of the
existing 1-800-TRIALS-A hotline).

There was agrccment in the group that the information will have the greatest
impact if it is separated from HIV, and presented as part of women'’s health care
in general. Several women said that information zbout 076 would be
overwheiming if given as part of HIV counscling and tesling - “You can't
concentrate on the diagnosis of HIV and this information at the same time."
(see section on counseling and testing for additional comments).

The participants were unanimous in the belief that every woman should have
the right to decide for herself about the 076 *rcatment. They vuted 15 - 0 against
mandatory 076 treatment for HIV infected pregnant women. They urged health
care providers to give women wmplete, comprehensible information about 076
and then to support them in making their own decision regarding treatment.
They recommended that consent forms be carefu!ly developed in collaboration
with women who are HIV infected and be written in understandable ways.

The participants cautioned that the power dynamics between providers and
women - especially younger women, women who do not speak English, and
women with a history of substance abuse — make it very difficult for women to
meke their own decisions. In addition, they warned that women who put “blind
trust” in health care providers may have their rights to informed decision
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making “greatly compromised.” Providers, they said, must take responmbﬂlty
for pres ”‘L‘mg the pros and the cons of the 076 study. One participant suid,
“Many v aren't going to think it through. They’re going to reach out for
hope. We already feel guilty, and we’ll be made to feel even more guilty for not
taking AZT. The doctors must give us ﬂ'w mfm'mafmn about hoth tha risks and
the beneﬁts " : :

The participants’ ardent belief in a woman's right to make decisions about her
Own ‘reatment is reflected in the statements they wrote when asked, “If you
could tell policy makers one thing related to 076, what would it be?”

Among their responses were the following:

* “Give the public education on 076. Let the women make the final

decision.”

* “As an HIV infected woman, I feel that 076 and ity results are very
overwhelming, but at the same time I feel it is too inconclusive. Please
leave this choice to me. Educate me and help me to make an educated
decision.”

o Al HIV infected pregnant women should be ﬁilly informed un the
- results of the 076 study and given the option of taking AZT during theu

pregnancy.”
. "Gwe all women the understanding and the choice to decide ”

» “Please recognize me as a human being, who wants to make the right
decision based on my needs, wants, abilities, and freedom of choice. I am
not a vessel, I am not a disease, I am not an “undesirable.” I have _
strengths, abilities, desires, and rights. Let me love, help me to grow and be
as productive as possible, for as long as possible. Acknowledge und respect
me, we both lose when you ignore or dismiss me. Thank you for
listening.” .

Implications: It is essential that information about ACTG 076 be
widely disseminated and presented in an accessible, uubiased form.
Because of the mistrust that many women have of the health care
system, it will be especially important to build in ample time and
opportunities for women who are HIV infected to leam about 076,
to express their concerns, and to have their questions answered.
Women must be supported in the decisions they make about the
076 treatment. Any suggestion of mandated 076 treatment will drive
women away from the care system.
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Counsellng and Tostlng The participants provided a wealth of information
about cow ..-,: ling and testing. Their stories provided powerful testimony about

itation of receiving a positive test result. After learning her d1agnosm,

fi sald, “I found out and I don't remember driving home that day.”

Another said, “I warted to kﬂl myself.” And another, “I learncd I was positive
and I ran away for four years.” Still another spoke of relapsing upon learning
the diagnosis and using crack for another y2ar and a half before returning to the
care system.

These stories point out how critical a supportive counseling and testing system
can be in linking women to comprehensive care. Unfortunately, however, the
storics thc women told of receiving their test results were largely negative. 1
was tested in a private doctor’s office. I heard the results over the phone at work.
It’s been over a year and I'm still waiting to hear from him again.” Another
woman descrihed her experience this way, “When I came back for the results no
one spoke to me, they just walked me down a long hall deep in the basement. I
knew something wasn’t right.”

These stories demonstrate that in many instances current approaches to
counseling and testing are not working well and, in fact, often drive women
away from the system instead of bringing them in during this highly stressful
time. These stories also point out that the time of diagnosis, even if handled in
the most supportive manner, is a very difficult time to have to make complex
decisions (e:g. about 076 treatment) — “You're asking the brain to be clear at a
time when it can’t.”

Approaches to counseling and testing. for women must be improved. The
participants in the focus group provided eloquent descriptions of how the
testing process could be more humane and supportive. Their comments again
reflected their desire to be treated respectfully by providers and to have their
psychosocial and emotional needs acknowledged and supported. Among the
spcecifics offcred by the women in the focus group were:

Provide testing in sites where women get other health care services.
The testing site should be pretty, bright, and cheerful.
The people who are doing the testing should be women. They should come
from the same community and speak the same language as the people being
tested. They should be warm, caring, and non-judgmental.

* HIV positive women should be available for support when the test results
are given.
Because teens learn and relate dxfferently, peer counselors should be used.

¢ Both the pre-test and post-test session should be at least two hours. There
should be an interim meeting during the tir.e the woman is waiting for the
results to build rapport and continuity and ensure support.

* Give important information about care and support during pre-test phase
since some women don't return for post-test follow up.
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. Use ,wume between the pre and post test meetmgs to educate people. Offer

. m cducational session on HIV.

« Givetiformation about resources, care, and support at the time of diagnosis.

o Make sure people doing testing have been properly.trained.

Testing sites must be linked to services ~ “If you can’t treat, you shouldn’t
test.”

» Drovide a psychosocial assessment and several counseling sessions prior to
testing to determine if woman will be able to handle positive results.

e Link mental health services, substance abuse treatment, and peer support to

- counseling and testing.

e Provide a range of test sites, from regular health clinics to anonymous test
siles.

* There should be a stronger link between HIV education and prevention
efforts and testing.

o If the woman tests negative, take the opportunity to reinforce =<k reduction
education — “Some people think if they test negative once, they’ 1l always be .
negative — like an inununization,”

» Shorten time between having blood drawn and getting results — “We have
one hour service for photographs, why not one hour service for an HIV
test?”

* Women need to be there for other women durmg the testmg process -
“We're all family.”

Implicit in all the suggestions about an ideal counseling and testing system was
the need for psycholngical support and an immediate connection to a care
system. Participants stressed that special care must be taken with younger
women and adolescents who are especially vulnerable and who may have very
few social supports. HIV education and information about testing for teens
should be provided by young people in the community.

The women also stressed that more pubiic education about HIV was needed to
reduce the sligma around HIV. With less stigma, more women would come for

~ testing. One participant’s comment reflects the degree of stigma still associated
with HIV, “It's better to go out as a drug addict than as an HIV positive woman.
There's more acceptance in society of drug abuse.”

Fin.ally, in respunse tu three questions about universally offered /mandated
testing for women the participants answered:

Should all pregnant women be offered testing, after appropriate pre-test
counseling with post-test support, regardlas of perceived HIV risk?
Yes-13 No-2

Should there be mandatory testing of all pregnant women?
' Yes -4 No-11
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Should there be mandatory testing of all women 13-50"
Y%\? No - 12 o

lmplicatlons Because of the overwhelming emational impact of

- receiving a positive test result, many of the participants felt it would
be extremely difficult to make an informed choice about the 076
treatment at that time. Therefore, opportunities for testing must be
made more available to women during routine health care
encounters and as part of pre-conception care. In.addition, the
testing process needs to be humanized, and the psychosocial aspects
of receiving a posilive ‘diagnosis must be comprehenawely
addressed.

'CONCLUSIONS AND RECOMMENDATIONS

The focus group prov‘ded a tremendens am’,cs) . ‘ormation ...  ~en’s
‘opinions about ACTG 076 and related issues including information
dissemination, counseling and testing, and the components of a comprehensive
care system for women with HIV infection. The participants’ perspectives and
comments provide important guidance on how information about 076 can be
effectively communicated and how women can and should be supported in
making care and treatment decisions for themselves and their children.

The following recommendations are based on the information, concerns, and
experiences shared by the women in the focus group discussion. -

¢ There is a high degree of suspicion among women about the medical
© community and about the efficacy of anuretroviral treatments. As a result,
policy makers and clinicians must allow ample time for women to become
informed about the study and ensure that there are opportunities for them
to discuss their concerns. Without this kind of supportive, educational
framework, many women will not consider the 076 treatment.

¢ All women have a fundamental right to complete, unbiased information
about 076 so they can make a fully informed decision about accepting or
declining treatment. No woman should ever be explicitly or implicitly
coerced into treatment.

 The devastatmg impact of a posmve HIV test result can potentially
comproniise a preghant woman’s abilily to make an informed decision about
076 treatment. Therefore, there must be increased efforts to offer supportive,
- appropriate HIV testing to women as part of general health care and during

o prer‘nnreph'nn care.
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* Because of the enormous emotional burden of receiving an HIV diagnosis,
all HIV counseling and lesting for women must be linked to mental heaith
services, peer support, substance abuse services, and comprehensive health
care. Without these kinds of supports women will be lost to care and
treatment. :

» Too often, women (and other cunsumers) have been excluded from

' participation in the health care decisions that affect their lives. In the future,
these consumers must be at the table when all research and clinical decisions
are being made. This kind of collaboration will foster trusi hetween the
recipients of care and the providers of care and ensure that decisions are
made in the best interest of those living with HIV.

Wtile the information in this report pertains primarily to the ACTG 076, the
observations and experiences of the women reflect problems in the overall

. health care system. Their very powerful commentary about the lack of trust they
have in providers and in the health care system goes far beyond HIV and AIDS.
Similar!- *heir rlear, well-articulated vision of how the care system czuld be
restructured to be more respectful and more responsive to the needs of women,
children, and families applies to all settings where health care is delivered.

One participant in the focus group said, “When making pulicy chices, you
must include HIV positive women and adolescents in the entire decision
making process, from beginning to end.” By incorporating her perspectives and
experiences, and the perspectives and experiences of other women in policy and
program development, the system of care will be improved. The principles of
collaborative planning and decision making are essential {0 designing an
effective, humane health care system, in HIV care and in care for all the nation’s
citizens. : : _ :

For copies of the full report, contact: Institute for Family-Centered Care, 5715 Bent Branch
Road, Bethesda, MD 20816, (301)320-2656.

The Insttute for Family-Centered Care provides essential leadership on family-
centered issues. It serves as a central resource for policy makers, program planners,
direct service providers, design professionals and family members. The Institute
geeks to increase understanding and practice of family-centered care through
resource development, information dissemination, policy and research initiatives,
training, and technical assistance. . '

10
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" Executiva Committes and |
'U.S. Public Health Service Task Force

On June 8, 1994, the U.5. Public Health Service convenead a workshop In Bethesds,
Maryland, to dovolop recomrmendations fui the use of Zidovudine to reduce the risk
for perinatal transmission of human . nn.unodeficiency virus (HIV), The recent results

of AINS Clinical Trials Group Protocol 076, & con' Llled clinicul trial spongored by the

National Inatitutes of Haalth in collaboration with the National Institute of Heatth and

Medical Research and tha Nationsl Agency of Rasoarch on A'™S In Franue, indicate -

that zidovuding administered 10 a selected group of HIV-inleuted women and their
infants can reduce the risk for perinatal tranamiggion of HIV by approximately twe-

thirds. The implications of these results for use of zidovudine in HiV-infected pregnant -

wornen and neonates ware discussad st the w--"chep. Ths fnllawing pessods partici-
pated in the workshop and either served as the Executive Committee writing group
that developed the recommendatiuns or were mambers of the U.S. Public Health
Service ask Force on the Use of Zidovudine to Reduce Perlnatal HIV Transmission.
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San Juan, PR
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Mary J 0¥YSullivan, M.D.
University of Miami
Miami, FL

Salliea M. Parryman
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BOX3. Bummary Clinical oituotions and recummendations fo. use oledovudlm'
to reduce ponnatal HIV. . angmission '

| L Pregnant HiV-iniected women with CD4+ T-lymphacyte counts 2200/l
who are at 14 34 weeks of geslation and who have no clinical indications
for ZDV and no ivistory of extensive {>& months) prior antiretroviral therapy.

Hecommendation: _
The health-care provider should recommend the full ACTG Protocol 076
regimen to ail Hiv-intacted pregnant wsmen in this category. This recom-
mendation shouid be presented to the pregnant woman in the context of a
risk-benelit Jisgussion: a reduced risk of transmission can be expected, but
the long-term adverse congequences o' the regimen are not known. The de-
cigion about thir regimen should Ly made by thy .....18n after ducussmn
with her heaith care providor

L Pregnai. HiV-infected women who are et »34 wnks of untatwn, who

have no history of extensive (6 months} prior antiretroviral therapy. and
who do not require ZDV for their own health.

Recommendation:
The hesith-cars _provider should recommend I.ha full ACTG Protocal 076
ragimen in the context of a. risk-hanefit discussion with the pregnant |
waman. The woman should be informed that ZDV therapy. may be less ef-
fective than that observed in ACTG Protocol 078, bﬂ(‘.ﬂuu the regimen is
.being initiated late in tha thivd trimester.

L

. Pregnant l-llv-lnleotod women with CDd+ ‘r-lymphooyto counts <200/ul
who are at 14-34 weeks of gestation, who have no other dlinical Indications
for ZDV, and who have no history of extonsive {0 mon(lu) prior unﬂ--
retroviral therapy.

Recommendation: '

The health-care provider should recommend lnmataon of antenatal ZDV
therapy to the woutan fur e uwn health banefit. | he intrapartum and neo-
r~tal components of .. ACTG Protocol 076 regimen shouid bs
rgcommaended un.il further information Lecumes avaliabley This recom- |
mendation should be presentad in the context of a risk-bendfit discussion
with tha pregnant woman.

IV. Pregnant HiIV-infected women who have s history of axtensive {(»6 months)
ZOV therapy and ~r other antiretroviral therapy before pregnancy.

. Racommendation:
Because data are insufficient to extrapolate the potontial efficacy of the
ACTQ Protoco! 078 ragimen for this population of waman, ths health-care
provider should congider recommending the ACTG Protocol 076 regimen

*Theoe rceammendations du 1ul 1eprvsent approval oy the Food and Drug Administration
(FDA) or approved 'abeling for the particular product or indications in question.
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BOX 3. Summary: Clinical situationa and recommendations for use of zldovbdino
to reduce perinatal HIV transmission (Continued)

on 8 case-by-case basis after a discussion of the risks and benafits with the
pregnant woman. Issues to be discussed include har elinical and immu-
nologic stability on ZDV theiupy, the likaiihood sha is infectad with a

ZDV-resistant HIV strain, and, if relevant, t+ reasons for her current 1xe of

an aiternative antiretroviral agent {e.g., lack of response to or intolerance of
ZDV therapy). Consultation with experts in HIV infaction r 1y be warranted.

The lical\li-care provider should make the ACTG Protocu, 78 regimen avail-

abie to the woman, although its affectivenesy may vary depending on her
clinical stetus. .

: Prognaht HIV-infected women who have not raceivad antepartum anti

retroviral therapy snd who ara in labor.

Recommendation; ) _
For women with HIV infection who are in labgr and who have not received
the antepartum component of the ACTG Protocol 076 regimun (vither be-

causa of lack of prenatal care or because they did not wish to.receive -

antepartum therapy), the health-rare provider should dicouss the benefils
and potential risks of the intrapartum and heonatal components of the
ACTG Protocol 076 regimen and offer ZDV therapy when the clinical situ
ation permits. '

Intams v)vho are born to HiV-infected women who have recelved no intra-
partum ZDV thevapy.

Recommendation: :

Ir wie clinical situation permits and If ZDV therapy can be in.iated within 24
hours of birth, "¢ »eaith-care provider shoutd offer the ACTG Protocol 076
postpartum compunwnt of 6 waeks of neonatal ZUV therapy for the infant in
the context of a risk-Denefit discussion with the mather. Data from animal
prophylaxis studica indicate that, if ZDV iy auministered, therapy should be
initiated as soon as poss:ble .vithin hours) after dslivery. If therapy cannot
hagin until the infant is »24 hourc of agc ond the mother did nut receive
therapy during labor, no data support offering therapy to the infant.
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