



























































between seeing patients at
Miriam’s AIDS clinic; trav-
eling around the country -
often to Washington, D.C,,
where he is chairman of
the National Institutes of
Health’s (NIH) AIDS
Program Advisory Com-
mittee; and overseeing
research projects on HIV
for the Brown University
AIDS Program (BRUNAP),
of which he is an associate
director.

BRUNAP is the cre-
ation of Dr. Kenneth Mayer,
associate professor of
medicine. Chief of infec-
tious diseases at Memorial
Hospital in Pawtucket and
a board member of the
American Foundation for
AIDS Research, Mayer
launched his medical career
in Boston just as HIV
began infecting gay men.
He came to Brownin 1983,
and in 1988 he established
the AIDS program to connect medical-
school faculty who were working with
HIV and AIDS on campus and at the
eight hospitals affiliated with Brown. That
interdisciplinary approach has allowed
the program to combine the expertise of
researchers, psychiatrists, gynecologists,
pediatricians, internists, and others.
“AIDS is a perfect paradigm for how
Brown works best,” Mayer says. “It pulls
people together. The whole is stronger
than the sum of the parts.”

BRUNAP is one of a handful of
research groups across the country that
are focusing on women with HIV and
AIDS. Of the joint projects conducted
under the BRUNAP umbrella, the
largest, currently, is the HIV Epidemiol-
ogy Research Study (HERS), an exami-
nation of the natural course of HIV and
AIDS in several hundred women in
Rhode Island and southeastern Massa-
chusetts. Funded by the CDC and NIH
at Brown and three other research sites,
the study is the first of its kind to con-
centrate exclusively on women.

For Donna Keegan, such research is
long overdue. During the epidemic’s
first few years in the United States, one
woman got AIDS for every twenty men
who fell ill. Now the national ratio is
one woman for every seven men, and in
poor urban areas such as the South

Bronx, in parts of the rural South, and
among teenagers, the male-female ratio
is closer to fifty-fifty. In Rhode Island,
according to state Department of Health
documents, one woman for every nine
men got AIDS before 1987; in 1992, the
ratio was one woman for every three men.

Many of these womeén contract HIV
through drug use, but more and more,
they are being infected by male sex part-
ners — husbands, boyfriends, johns -
who use or once used injection drugs.
The statistics are frightening: until 1988,
heterosexual transmission accounted for
22 percent of the female HIV cases in
Rhode Island and southeastern Massa-
chusetts that were monitored by Brown
doctors; since 1991, it has accounted
for 75 percent. Mayer predicts that the
majority of all new local HIV cases in
the next year will result from sex between
men and women. It's impossible to
know exactly how many women in the
region have HIV, but Carpenter estimates
that Brown doctors treat nine of every
ten. Most of them are poor.

Because Rhode Island’s population
is overwhelmingly white, Brown doc-
tors treat a smaller proportion of minor-
ity women than do most urban clinics
and hospitals, where three-quarters of the
patients are minorities, mainly African-
American and Latina. But minorities in
southeastern New England still contract
the virus at a disproportionately high
rate: they make up one-tenth of the pop-
ulation, but one-third of the HIV cases.

Women need not be promiscuous
to contract HIV. Those treated by Carpen-
ter who got the virus through hetero-
sexual sex “range from university pro-
fessors and business executives to women
on welfare,” he says. “They simply had,
at some time in the past, a relationship
with a man who was HIV-infected.”
Among women participating in the HERS
study who contracted the virus hetero-
sexually, the median number of sexual
partners in the past decade was two.

With such seemingly tame sexual
histories, women infected with the virus
often don’t know they’ve been at risk, so
they see no reason to seek testing. Some
may be aware of a partner’s risky habits,
but fears of HIV and how it will affect
their families keep them from getting
tested. Or, like Donna Keegan, they rely
on doctors who know so little about
the virus in women that they fail to
diagnose it early on.

Pelvic Inflammatory Disease and
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recurring vaginal infections are possible
symptoms of HIV, and BRUNAP gyne-
cologist Susan Cu-Uvin of Miriam Hos-
pital has found that women with HIV
are three times more likely to have
abnormal pap smears - which can indi-
cate the early stages of cervical cancer -
than women who do not carry the virus.
But when AIDS and HIV were first
defined by the Centers for Disease Con-
trol, very few women had developed
the disease, so official symptoms were
based on the male immune system.
Until the CDC updated its definition in
January, a gay man with one Kaposi’s
sarcoma lesion on his body would be
recorded as having AIDS, whilea woman
such as Donna Keegan, with cervical
cancer and years of other gynecological
illnesses, would not.

en don't have vaginas,”
states epidemiologist
Sally Zierler, associate pro-
fessor of medical science. “All the ques-
tions that have been asked about women's
experience with HIV have been in terms
of men’s experience. But that assumes
there’s nothing outside of men’s experi-
ence, which is simply not true.” Zierler,
an associate director of the Brown AIDS
program, isn’t just talking about medi-
cal symptoms. There’s a world of social
pressures that make women especially
vulnerable to the virus and its aftermath
that rarely, if ever, occur with men.

In most cultures, men are allowed
more sexual freedoms than women: if a
teenaged boy has sex with several part-
ners, he is considered macho; if a teen-
aged girl does the same, she is likely to
be branded a slut. Females are expected
to be “good,” to hide their sexuality, but
even if a woman stays monogamous,
she may not be safe from HIV. Women
are three times more likely to contract the
virus through heterosexual contact than
men, but they must depend on condoms
-and their partners’ willingness to wear
them - to prevent transmission. When
men dominate heterosexual relationships,
women may fear violence or abandon-
ment if they even suggest protecting
themselves from HIV. This is especially
true among women who have been
abused. “To say to a woman, ‘Here, use
a condom,’ is at the very least meaning-
less, and in many cases, it’s dangerous.

BROWN ALUMNI MONTHLY / 31

i o R

s A

-
















































DATE:

BETWEEN:

/53/29
/fﬂ%

February 24, 1994 w@ﬂ? [, 9%
Stewart Lorenzen, President *JJLJ
Hygienic Corporation

Akron, OH 44310-2575
(216)N 633-8460

Eugene M. Berk, CsSO
POS, HF2-404

Letters dated November 15, 1993 and February 14, 1994
addressed to Jocelyn Elders, MD, Surgeon General

Two letters addressed to the U.S. Surgeon General were
forwarded to this office by Linda Gangloff, Office of
Executive Secretariat after her discussion with me
regarding the device status of Mr. Lorenzen's dental dams.
I agreed to review his letters and obtain an answer to his
questions. After my review of the incoming I called Mr.
Lorenzen to expedite his request that we advise him as to
what FDA regulatory requirements would apply to dental
(oral) dams labeled for the prevention of sexually
transmitted diseases (STDs).

I explained that part of the delay in obtaining an answer
for him was that dental dams with STD claims could be used
for oral sex. Since oral sex is illegal in some
jurisdictions, I needed to have our General Counsel (GC)
office advise me as to the legality/liability of this
Center advising someone as to how to bring to market a
product the use of which may be illegal in certain
jurisdictions. I told him that our GC advised us that
such advice from this Center would not be inhibited due to
prohibitions against oral sex by specific state or local
governments.

I told the firm that dental dams labeled for the
prevention of STDs would be regulated as devices and would
require the firm to comply with the provision of 21 CFR
Part 807. I advised him for assistance and publications
involving registration, listing and premarket submissions
[510(k)s and PMAs] they could call DSMA. For specific
information regarding what type of information we would
like to see in a premarket submission, I gave him the
phone number for the Associate Director for OB/GYN and G/U
Devices.

Mr. Lorenzen thanked me and we cordially ended our
conversation.

Eugene M. Berk







































































































































































































































