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Meeting with Dr. Koop on HIV Testing

Dr. Koop is coming in tomorrow to talk about HIV testing of pregnant women and

newborns. As you know, there are two major issues:

(1

(2)

Should women be required to be tested during pregnancy or should they be given
routine counseling and voluntary testing?

Given the new study indicating that HIV transmission from mother to child can be
dramatically reduced through the use of AZT during pregnancy, it is clear that®
pregnant women should know their HIV status. As you know, the Centers for
Disease Control (CDC) recommend routine HIV counseling and voluntary testing for
all pregnant women. (I have attached a summary of the CDC position.) Most
people, including (according to his staff) Dr. Koop, who have considered this issue
agree. The CDC and others support voluntary testing because: (1) in several studies,
it has proven effective; (2) unlike mandatory testing, it will not drive women from
seeking prenatal care; and (3) it helps establish a relationship of trust that is
necessary to ensure ongoing treatment.

Should testing of newborns be mandatory?

The more difficult question is whether newborns should be tested at birth.

The argument about mandatory testing of newborns began when Congressman
Ackerman introduced an amendment to "unblind” the CDC seroprevalence study.
The CDC study was designed to track the prevalence of HIV infection in women
(because a test of a baby indicates its mother’s HIV status). Because the study did
not match the babies tested with' their HIV test results. opponents charged that the
CDC was withholding data from mothers and babies who could get treatment if they
knew that they were HIV positive. The CDC responded by suspending the study for
further review.

Now, Congressmen Ackerman and Coburn intend to introduce an amendment that
would require all women who do not know their HIV status to have their infants
tested at birth. In other words. if voluntary counseling and testing did not work
during pregnancy, women would be forced to have their newborns tested. As you
can see from the attached op ed from yesterday’s New York Times, they firmly
believe that we must mandate testing to ensure that babies do not go untreated.

The CDC and many advocates (including the American Academy of Pediatrics and



the Pediatric AIDS Foundation) believe that voluntary rather than mandatory testing
is the best approach at birth as well as during pregnancy. (I have attached an article
by the American Academy of Pediatrics recommending voluntary testing at birth.)
They argue that, as during pregnancy, voluntary testing works better. Women must
continue to bring their babies for treatment and to get treatment themselves, and will
be more likely to do this if they have consented to testing.

Dr. Koop's staff did not know his views on mandatory newborn testing. (At the

Pediatric AIDS Foundation event, he did note that he thought the CDC study was

unethical.) Once you have heard his position, you may want to ask the following additional
questions:

()

(2)

(4)

cC.

What impact might mandatory testing of newborns have on the doctor-patient
relationship? Does he think that it will erode trust between doctors and patients so
much that women will not get treatment? Does this depend on whether the test is
mandated at birth or during pregnancy?

[f he supports mandatory testing at birth, does he think that testing should be
"purely" mandatory or that a woman should be allowed to "opt out" (i.e., be told that
this is done routinely but that she can refuse)?

[s HIV testing similar to other tests routinely performed at birth (e.g., syphilis, PKU)
or is HIV a completely different type of disease that requires different standards for

consent?

Does he think that confidentiality will be maintained if newborns are tested at birth?

Melanne Verveer

(5%
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CDC's Draft Guldelinas for RIV Counseling
and V nnt:ry {esting for Pregnant Women

r Disease Control am Prevention (CDC) has released draft guidelines that call
rofessionals to prmnde Hlj counseling and valuntary testing for all prognant
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transmissign by as much as two-thirds in some infected women and their babies. The results were
reported ir) tha New England Joutnal of Medicine in Nov 1994. In August, the Food und
Drug Admynisiration approved AZT use fot pregnant women gnd the U.S. Public Health Service
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Counselin iihuul Pregnant Women and Voluntary Testing Work

The combined strategy of H1V counseling for ell pregnant aad voluntary HIV testing is
smmunities. Voluntary téeting means that after 2 woman
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For spe nformation regarding the 0-76 Clinical Trial o any other IIIV/AIDS clinical !
trial, call the|dIDS Clinical Tridl Info Service (ACTLS) az 1-800-TRIALS A. For |
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preg n, call the HIV/A]H)S T Information Service (ATIS) az 1-800-448-0440.
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Perinatal Human Immunodeficiency Virus Testing

Provisional Committee on Pediatric AIDS

Continuing technologic and medical advances in
the detection, treatment, and prevention of pediatric
human immunodeficiency virus (HIV) infection re-
quire an ongoing assessment and review of recom-
mendations relating to pediatric HIV infection, in-
cluding issues that involve prenatal and perinatal
HIV ing and testing. '

Changes in the epidemiology of HIV infection in
women require that prenatal testing recommenda-
tions based on risk group and geographic prevalence
be reconsidered. The following factors support the
importance of the evaluation of HIV infection status
in reproductive-age women and newborns: the re-
cent finding that administration of zidovudine to
some HIV-infected pregnant women and their new-
borns significantly reduced perinatal transmission of
HIV,! the requirement that prophylaxis to prevent
Pneumocystis carinii pneumonia be initiated in the
first few months of life for maximal efficacy, im-
Eo_vvements in diagnostic confirmation of pediatric

infection in early infancy, and the recommenda-
tion that HIV-infected women should not breast-feed
their infants if safe alternatives are available.

CHANGING EPIDEMIOLOGY OF HIV INFECTION
IN WOMEN OF CHILDBEARING AGE

The annual proportionate increase in cases of ac-
quired immunodeficiency syndrome (AIDS) in
women currently ex that observed among
men.? Although in 1982 only 6% of newly diagnosed
AIDS cases involved women, in 1993 12.6% of new
cases were diagnosed in women. Currently, more
than 80% of women with AIDS are of childbearing
age, and the increasing rate of AIDS among adoles-
cent females portends a further increase among
women of childbearing age. The increase in the rate
of AIDS in women has been reflected by a similar
increase in children; more than 95% of cases in
children from birth to 4 years old are caused by
perinatal infection.

In addition to the increasing incidence of AIDS in
wormen, cases are no longer confined to urban areas
of the United States; currently, more than 25% of
women with AIDS are from smaller cities and rural
areas of the United States. Furthermore, behavioral
risk factors for HIV infection in women are shifting.
Since 1992, heterosexual contact has exceeded

The recommendations in this statement do not indicate an exclusive course
of treatment or procedure to be followed. Variations, taking into account
individual circumstances, may be appropriate.

FEDIATRICS (ISSN 0031 4005). Copyright © 1995 by the American Acad-
emy of Pediatnics.

intravenous drug use as the primary exposure cate-
gory in women with AIDS. A significant proportion
of HIV-infected women are not aware of their own or
partner’s risk for HIV infection. Evaluation of na-
tional data from publicly funded HIV counseling and
testing services 1989 to 1990 indicates that 35%
of women found to be HIV-infected do not report
risk factors that have been commonly associated
with HIV acquisition, such as intravenous drug use
orhavingmwithapamentlmownhighmskfor
HIV infection; 44% of black itive women did
not report these behaviors. Un sexual in-
tercourse may be the only high risk factor for HIV
acquisition for these women.

In gmmlﬁc areas with low HIV seroprevalence
among childbearing women, the ethnic distribution
of HIV infection in women may differ substantially
from that observed in areas of the country with high
HIV evalence. A recent report from San Diego
County indicated that 34% of mothers with perina-
tally infected infants were Caucasian.® Similar to the
data cited above, heterosexual contact was the only
risk factor for HIV infection in 43% of mothers.

Because surveillance of AIDS cases detects only
infected individuals who have progressed to end-
stage disease, use of AIDS case surveillance
to detect tion trends in HIV infection will
reflect the scope of the HIV epidemic 7 to 10 years
ago. However, anonymous antibody seropreva-
lence surveys provide estimates of HIV infection
trends that are ind ent of disease stage, and
depict more recent patterns of HIV infection in
women. Serosurveys indicate that HIV infection, like
AIDS, has become widespread among women of
childbearing age in nonurban areas of the country.®

It is evident that HIV infection in women has
spread beyond previously defined risk groups and
geographic areas.

USE OF ZIDOVUDINE TO REDUCE PERINATAL
HIV TRANSMISSION

The risk of perinatal HIV transmission can be re-
duced through the administration of zidovudine to
HIV-infected t women and their infants. In-
terim results have recently been from a
randomized, double-blind, placebo-controlled clini-
cal trial, AIDS Clinical Trial Group (ACTG) Protocol
076, that evaluated the use of zidovudine adminis-
tered during pregnancy, labor, and to the newborn to
reduce perinatal HIV transmission.! This trial en-
rolled HIV-infected pre t women with early
stage HIV disease ( count of 200 cells/mm?’ or
above at the time of entry into the study, who had
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received no antiretroviral therapy during their cur-
rent pregnancy and had no clinical indications for
antiretroviral therapy). Oral zidovudine was admin-
istered beginning between 14 and 34 weeks of ges-
tation and was continued for the remainder of the
pregnancy. During labor, a continuous intravenous
infusion of zidovudine was administered, followed
by the administration of oral zidovudine to the new-
born for 6 weeks. Analysis of data available through
December 1993 demonstrated a two-thirds reduction
in the estimated rates of HIV transmission at 18
months of age, from 25.5% in placebo recipients to
8.3% in those who received zidovudine; the differ-
ence between the two groups was highly statistically
significant (P = .00006). No significant short-term
side effects were observed from zidovudine use
other than mild, reversible anemia in the infants.
Although the short-term safety concerns a min-
imal for the mother and child, the study has not yet
provided information about the long-term risks for
mothers and infants (both infected and uninfected)
treated with the ACTG 076 zidovudine regimen.

Although the ACTG 076 zidovudine regimen may
not yield the same results in HIV-infected women
who are severely ill with low CD4 counts, those who
have been receiving zidovudine for an extended pe-
riod before , or those who present very
late for prenatal care, it is possible that zidovudine
may be associated with some reduction in transmis-
sion in such situations. A variety of other therapeutic
interventions to interrupt perinatal transmission of
HIV are currently or soon to be under evaluation.’
The US Public Health Service recently published rec-
ommendations regarding the use of zidovudine to
prevent perinatal transmission.® These recom-
mendations cover a variety of clinical situations that
commonly occur in clinical practice, and highlight
the factors to be considered by the woman and her
health care provider when making decisions regard-
ing use of zidovudine to prevent perinatal transmis-
sion. The health care provider and mother need to
discuss the potential benefits, unknown long-term
effects, and gaps in knowledge relating to the wom-
an’s specific clinical situation to ensure that the
woman can make informed decisions about her
treatment.

DIAGNOSIS AND MANAGEMENT OF PEDIATRIC
HIV INFECTION

Early identification of infected infants is essential
for adequate medical management. Pneumocystis
carinii pneumonia (PCP) is the most frequent r-
tunistic infection associated with pediatric in-
fection, occurs most commonly between 3 to 6
months of age, is the most common initial disease to
occur in infants and children with previously unrec-
ognized HIV infection, and is associated with high
mortality. Effective prophylaxis is available to pre-
vent PCP, and in March 1991, the US Public Health
Service issued guidelines for PCP prophylaxis in pe-
diatric HIV infection.’

Because of the age distribution of infants with
PCP,. PCP hylaxis should begin in the first
months of life, which requires recognition of the

304 PERINATAL HIV TESTING

infant’s HIV serostatus. PCP, however, continues to
be the ting manifestation of previously unrec-
ognized HIV infection in nearly half of reported PCP
cases.”? In these children, status was unknown
until the child developed PCP; this suggests that
early identification of patients requiring prophylaxis

is incomplete. To adequately prevent the complica-

tions of HIV disease, identification of an

child must be followed by the provision of a i
ate medical care. In addition, education of the par-
ents and other guardians ing the need for
close follow-up of these infants and instruction in
administration of medications is also
crucial for the }E:vmum of PCP and other
complications of infection.

Early identification of HIV-infected infants enables
app:xu‘ te modifications and additions to the rou-
tine schedule of pediatric immunizations; early mon-
itoring of nutritional status and implementation of
aggressive nutritional supplementation at early
stages of growth failure; initiation of antiretroviral
therapy; careful monitoring of immunologic and
neurologic/neuropsychologic function to evaluate
thene?for:hmgeinmﬁmtmvinl therapy and the
need for

special educational interventions; consider-
ation of other ndmve therapies, such as intrave-
nous immunoglobulin for the prevention of bacterial
infections; screening and treatment for tuberculosis;

appropriate management of communicable disease
exposures; and the provision of other needed
services." ¢

With virologic diagnostic techniques such as HIV
culture, polymerase chain reaction, and immune
complex-dissociated p24 antigen, diagnosis of HIV
infection can be made in almost 50% of infected
infants at birth and in more than 95% of infected
infants by 1 to 3 months of age.”? Unfortunately,
identification of HIV-infected infants at early stages
of disease in the United States appears to be rela-
tively poor; data from a population-based study in
Massachusetts indicate that only 35% to 65% of peri-
natally infected infants have been identified by the
health care system by 3 to 4 years of age.”?

BENEFITS OF HIV TESTING IN THE PRENATAL
ANT® NEWBORN PERIODS

There are now clear medical benefits for t
women to know their HIV serostatus. In addition to
the importance HIV testing has for early diagnosis
and treatment of women,' the availability of a treat-
ment capable of significantly reducing perinatal
transmission of HIV clearly provides an important
impetus for all pregnant women to know their HIV

serostatus during early pregnancy.

Knowledge os HI\?' serostatus ts infected
mothers to be counseled about the risk of HIV trans-
mission through breast-feeding. Because of the risk
of HIV transmission via breast milk,'*'* women in
the United States who are known to be HIV-infected
are advised not to breast-feed, since safe alternatives
to breast milk are available."’

While evaluation for HIV infection during
pregnancy offers potential preventive as well as
therapeutic benefits, when maternal serostatus is



unknown, HIV antibody testing of the newborn re-
mains important for therapeutic reasons. Knowledge
of neonatal HIV serostatus ts early evaluation
of the infant for HIV infection and immunologic
monitoring to evaluate the need for initiation of
pr;v_lphyh:cis, antiretroviral, and other therapies.

uman immunodeficiency virus infection in
women and children is often a ied by HIV
infection in other family members. Family members
should be offered the ity to undergo
evaluation to determine w they are HIV-in-
fected and ded a iate medical care and
follow-up if found to be infected.

RISKS OF HIV TESTING IN THE PRENATAL AND
NEWBORN PERIODS

Risks of prenatal/perinatal HIV testing include
those inherent to the identification of HIV infection
in any individual. Detection of HIV infection may be
associated with anxiety and depression. Other risks
include potential social stigmatization and discrimi-
nation. Also, because illicit intravenous drug use is
associated with HIV infection and may be used as a
basis to remove an infant from the mother’s care,
women who use illicit drugs may fear HIV testing. It
is possible if the benefits of HIV testing are not made
known to pregnant women, fear of the potential
negative consequences may deter some women from
seeking prenatal care, icularly if testing is per-
ceived as involuntary. However, in several settings
in which HIV counseling and volunn'g testing have
been routinely offered to all prenatal patients, no
measurable decrease in women seeking prenatal care
has been observed.

Human immunodeficiency virus seropositivity in
a newborn measures maternally derived HIV IgG
antibodies that, while not diagnostic of infection in
the infant, provide unequivocal evidence of infection
in the mother. Human immunodeficiency virus an-
tibody screening of the newborn indirectly evaluates
maternal HIV infection status, and therefore has the
same intrinsic risks as prenatal HIV testing.

THE ISSUE OF CONSENT FOR HIV TESTING

A relationship of respect and trust between
women and tie health care system is critically im-
portant to the identification of women who are HIV-
infected and their subsequent care and treatment.
Therefore, provision of education concerning the
benefits and possible risks of HIV testing is an
im t part of the of HIV testing.

entation that information about infec-
tion has been ided and that consent for testing
was obtained generally been accomplished by
individual counseling followed by written or oral
consent. Alternative, less resource intensive, accept-
able options to individualized counseling include
routine provision of education about HIV in written
or video form or in settings.

Some states have legal requirements for counsel-
ing followed by written consent for HIV testing.
Routinely used methods in medical practice to doc-
ument consent or refusal for medical ures
other than HIV testing include: 1) individualized

counseling followed by a signature that affirms con-
sent to testing; 2) provision of education followed by
a signature that either explicitly consents to or ex-
plicitly refuses testing; or 3) education followed by a
signature onlz to explicitly refuse the test. Each of
these m is an ethically acceptable way to
respect the individual’s decision whether or not to
be tested. Each method, however, has different
associated dimensions.

Individualized counseling in conjunction with ob-
taining a signature on an informed consent form
requires significant health care resources. Patient ed-
ucation in written form or group settings followed by
a signature of consent or refusal may ire less
intensive resources. In both of these m of con-
sent, the provider may directly recommend the test.
Routine patient education accompanied by a signa-
ture only to reject the test (right of refusal) implies
that the test is recommended by the health care pro-
fessional and therefore will be performed unless the

tient signs the form, and may also result in the

number of women being tested. Al
some believe that right of refusal consent is inher-
ently coercive, documentation of a iate patient
education and confidentiality reduce the likelihood
of such concern.

Because the results of ACTG 076 indicate that
zidovudine has the potential to reduce inatal
transmission of HIV, there is now a compelling rea-
son for universal ant HIV education and
routine testing with consent.. Whichever method of
obtaining consent is chosen, it is critically important
that appropriate education regarding infection
is provided to the individual before a decision
re%arding tesglng. - i

urrently, the percentage of pregnant women

ing evaluatyed for HIV infection is bly small.
Therefore, testing pro for HIV infection should _
undergo periodic evaluation regarding the propor-
tion of women tested. Those programs in
which a proportionately low number of women con-
sent to receive HIV testing should examine the rea-
sons for poor acceptance. Appropriate program
modifications may need to be made to ensure that
women understand the benefits of testing and feel
comfortable undergoing testing.

Because infant testing provides information im-

t to the well-being of the infant and also in-

tion regarding the infection status of the
mother, the health care ider is obligated to ed-
ucate the mother about infection and to obtain
consent using one of the methods described above
when HIV testing of the infant is contemplated.

The purpose of HIV testing is to en a woman
in continuing care for h and hgag:by, not to
label a woman as being infected. Compliance with
medical care is likely to be greatest when the patient
feels she has made an informed judgment regarding
HIV testing for herself or her infant. Routine HIV
education accompanied by offering HIV testing to all
pre?mnt women appears most likely to achieve this
goal. Women need to be given sufficient information
in a clear and understandable manner ;_cla]_v;pnciate
the benefits and risks of the proposed test and
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the consequences of accepting or rejecting testing for
herself and her infant. This is best

within the context of a professional relationship
between the woman and her health care provider.

CONCLUSION
Human immunodeficiency virus infection con-

tinues to spread among women of childbearing age
in the United States, and is occurring in rural as
well as urban areas. With the increasing heterosex-
ual spread of Weviously defined risk behav-
jors for HIV infection incompletely identi
women found to be infected. The predominant ris
behavior for HIV infection in many women is un-
protected sexual intercourse. Perinatal HIV infec-
tion has mirrored the increases in HIV infection in
women. With the availability of an intervention to
reduce perinatal transmission of HIV, there is clear
ratiomm universal education and routine HIV
testing of all women entering prenatal care. The
persisting occurrence of PCP in young infants de-
spite the availability of effective prophylactic reg-
imens indicates that the identification and treat-
ment of HIV infection in infants at an early age
remains inadequate. Testing programs for HIV an-
tibody must be confidential, voluntary, and accom-
ra.nied by cultural and ethnically appropriate in-

ormation regarding HIV infection. Such programs
should be universa%ly available.

RECOMMENDATIONS

1. On the basis of recent advances in therapy to
reduce the rate of perinatal HIV transmission
and the continued occurrence of life-threaten-
ing illness in young infants with unrecognized
HIV infection, the AAP recommends docu-
mented, routine HIV education, and routine
testing with consent, for all pregnant women in
the United States. Documented consent for ma-
ternal and/or newborn HIV testing may be ob-
tained in a variety of ways, including by right of
refusal (documented patient education, with
testing to take place unless rejected in writing
by the patient). The Academy supports utiliza-
tion of consent procedu~es that facilitate rapid
incorporation of HIV education and testing into
the routine medical care setting.

2. Routine education about HIV infection and test-
ing needs to be a part of a comprehensive pro-
gram of health care for women, particularly for
women of child-bearing age.

3. All testing programs for the detection of HIV
infection should periodically evaluate the pro-

rtion of women who refuse HIV testing fol-
owing HIV education. Those programs in
which a proportionately low number of women
;veoeive HIV testing should examine the reasons
or poor acceptance, with appropriate program
modifications made as neecre;g eh

4. For women who are seen by a health care pro-
fessional for the first time in labor and who
have either not received prenatal care or have
previously tested negative, but have not been
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tested for HIV infection during the current

cy, education about HIV infection and
maternal HIV testing are recommended during
the perinatal period.

5. For newborns whose mother’s HIV serostatus
was not determined during the recent -
nancy or the postpartum period, the inrn:tgs
health care provider should educate the
mother concerning the potential benefits of
HIV testing for her infant and the possible
risks and benefits to herself of knowing the
child’s serostatus and recommend HIV test-
ing for the newborn. '

* 6. In the absence of parental availability for con-

_sent to test the newborn for HIV antibody, pro-

cedures need to be established to facilitate the
rapid evaluation and testing of the infant.

7. The health care provider for the infant needs to
be informed of maternal HIV serostatus so that
appropriate care and testing of the infant can be
accomplished. Similarly, if the infant is found to
be seropositive when maternal serostatus is un-
known, the health care provider for the child
should ensure that information about the
serostatus and its significance be provided to
the mother and, with her consent, to her health
care provider. The mother should receive ap-
Eropﬁate referral to adult HIV-related services.

omprehensive, HIV-related medical services
should be accessible to all infected mothers,
their infants, and other family members.

9. The Academy supporfs legislation and public
policy directed toward eliminating any form of
discrimination based on HIV serostatus.
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AIDS Babies Deserve Helmw |

Hundreds of babies infected with the AIDS

. virus will continue to-go undetected and untreated

every year unless Congress or New York State deal
with this vexing public health problem. The State
Legislature, immobilized by a fierce clash between
those who want mandatory testing of all newborns
and those who prefer a voluntary approach, has

. been unable to agree on a solution. Congress,
. knocked off course when the same fierce clash
- stopped a Federal survey of infected babies, has yet
- to take action.

Both bodies have a responsibility to get on with

" the job. It is simply irresponsible to let newborn

babies go untreated while arguing over the mechan-
ics of how to help them.

The need for a vigorous response is clear.
Women are becoming infected with the AIDS virus
in rising numbers, and about 7,000 of them give birth
each year. Many pass the virus on to their babies,
either in the womb or during birth. Some 1,000 to
2,000 babies are infected this way each year, with
New York State alone accounting for roughly a
quarter of the total. Some of the infected babies are
detected through voluntary blood tests on the moth-
ers or their newborns. The rest go undetected and
untreated until they become sick, when it is too late
to offer them the best shot at a longer life.

Medical science knows quite well how to allevi-
ate this damage. The best solution by far is to
identify and treat the expectant mother before her
child is born. One of the few bright spots in the battle
against AIDS was the discovery last year that
treating a pregnant woman with the drug AZT can
greatly reduce the chances that she will pass the
AIDS virus on to her child, saving most of the babies
from infection.

Unfortunately, large numbers of women never
come near a clinic for prenatal care and many of
those who do come in for such care never get tested
for the AIDS virus. So a fallback solution is to
identify all infected newborns as early as possible,
through blood tests, so that they can be closely

Russia’s Rancorous

The unruly state of Russian politics was cap-
tured aptly the other.day on a television talk show
when Vladimir Zhirinovsky, the nationalist leader,
tossed a glass of orange juice in the face of a
reformist governor after he suggested Mr. Zhirinov-
sky had syphilis. Then there was the member of the
Russian Parliament who turned up in the Duma
chamber toting a toy gun to protest Government
bargaining with Chechen fighters as a loss of Rus-
sian honor. His fellow lawmakers agreed, approving
a nonbinding motion of no confiderce in the Govern-
ment of President Boris Yeltsin.

monitored and treated. Doctors have no way to cure
these infected babies, but they can ward off many of
the infections that typically kill them, thus prolong-
ing and improving the quality of their lives.

Although the medical solutions are in hand,
they are not in fact being broadly applied. In New
York State, for example, clinics try, with widely
disparate vigor and success, (0 get women to agree
to be tested during pregnancy or at birth and to
allow their babies to be tested. But surveys suggest
most of the infected babies are missed. A more
vigorous effort is clearly needed.

Unfortunately, the State Legislature may be
headed for another stalemate. The Senate has
passed’a bill to require mandatory testing of all
newborns and mount a more aggressive voluntary

_testing program aimed at pregnant women. The

new voluntary approach would make it harder and
less likely for women to decline testing. But the
Assembly has taken no action yet and has only four
days before adjournment. Its leaders have tradi-
tionally opposed mandatory testing but seem in-
clined to accept a more vigorous voluntary effort
for both pregnant women and newborns.

Either approach would be better than the status
quo. This page has long endorsed mandatory tests
for newborns on the ground that the health of the
baby is more important than any privacy risk to the
mother. But there is virtually no political appetite
for imposing mandatory tests on pregnant women,
so a strong voluntary approach is the only feasible
alternative.

The best solution would be a national policy
insuring that all infected babies are identified for
monitoring and treatment. Representative Gary
Ackerman, Democrat of New York, and Represent-
ative Tom Coburn, Republican of Oklahoma, will
unveil an amendment this week that would require
states, as a condition for receiving certain Federal
AIDS funds, to test all newborns whose risk of
infection has not been determined through volun-
tary testing of the expectant mother, That approach

would provide a needed incentive for the states to

identify and help these neglected babies.
Politics

tained period of political stability. So far neither
President Yeltsin nor the Parliament has shown the
steady leadership to provide it.

There is a need for responsible behavior in
Moscow. Instead of undermining each other, Mr.
Yeltsin and the Parliament should be working to-
gether to create an effective government, a stable
ruble and a civil ‘society where' public safety is
assured without sacrificing civil liberties. Instead of
skirmishing over the war in Chechnya, they should

be cooperating to end a misadventure that has cost
thousands of Chechen and Russian livee Tha nnlir;
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Talking points - Vaccines for Children

The Vaccines for Cchildren program is an important part of the
broader Childhood Immunization Initiative. The CII includes five
key strategies to improve preschool vaccination rates. These
include improving the guality and quantity of vaccination delivery
services; reducing vaccine costs; increasing awareness, community
participation and partnerships; improving the monitoring of disease
and vaccination coverage; and improving vaccines and vaccine use.

Improving preschool immunization rates is one of the Clinton
Administration's highest priorities. Since taking office, the
Clinton Administration has doubled funding, and guaranteed funds

for new vaccines. Legislation to launch a new Childhood
Immunization Initiative was introduced soon after President
Clinton's inauguration. A specific goal was set for 1996:

increasing vaccination levels for two-year-old children to 90
percent for the most critical doses. And a new program to provide

free vaccines to millions of poor and uninsured children was
instituted.

While child immunization rates have improved since the 1989~-1991
measles epidemic, VFC is a key part of the national strategy to
reach the one million American children whe are not fully
vaccinated by age two. A 1993 survey found that 33 percent of
pre-school children (average age 27 months) had not received a full
series of the three most critical vaccines (MMR, DTP and polio).
About 45 percent had not received the HIB vaccine, which protects
children against bacterial meningitis; and 84 percent had not been
vaccinated against Hepatitis B, which causes liver disease.

As an integral part of the CII, the Vaccines for Children progranm
focuses on making free vaccines more widely available, reducing
costs and missed opportunities for immunization. In the past ten
years, immunization costs have increased ten-fold: the private cost
of a full series of immunizations increased from about $27 in 1983
to $270 in 1994. A Spring 1992 survey by the American Academy of
Pediatrics showed that 43 percent of pediatricians had increased
their referrals to public clinics for vaccinations in the preceding
ten years, primarily because of costs.

Under the VFC program, vaccines will be provided free to children
who are enrolled in Medicaid or uninsured, and to native Americans
and Alaskan natives. That means that physicians will no longer have
to refer uninsured children to public clinics, a common practice
that means missed opportunities for immunizations and fragmented
care. And parents can choose which provider makes the most sense
for their child, because the difference in price between the two
settings ($270 and $129) won't be a factor.
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This will make a tremendous difference for nine million uninsured
American children. While Medicaid recipients can receive free
vaccines under current law, working families have not had the same
guarantee. Under VFC, more than one million infants and toddlers
without insurance will now be guaranteed free vaccines, and their
parents will pay only a modest administration fee. And because ten
percent of all American children don't have health insurance, VFC
will also help millions more older children who need follow-up
vaccines at age four and fifteen.

Under VFC, every eligible child will receive vaccinations, even if
parents cannot afford to pay the administration fee. Private
doctors will continue to serve their regular patients, even if the
parent or guardian cannot afford to pay the administration fee.
Other needy children will not be charged a fee in public clinics.

In addition, VFC will provide free vaccines to children with
limited insurance in rural health clinics and Federally Qualified
Health Centers. In these settings, additional children whose
insurance plans don't cover vaccinations will continue to be
eligible for free vaccines.

Funds for new vaccines will automatically be provided. Under VFC,
new childhood vaccines recommended by a federal advisory committee
will automatically be purchased by the federal government and
provided free to eligible children —— and budget constraints will
never again limit or delay federal purchase of new vaccines.

States will be able to save money by ordering vaccines at the
lower, government price. Because VFC will lower states' Medicaid
costs for vaccines, these savings can be used to keep clinics open
longer, or take other measures to increase immunization rates. And
more states will be guaranteed the lower CDC price for the vaccines
they do purchase.

Child immunization protects children and saves money. For example,
every deollar spent on the MMR (measles/mumps/rubella) vaccine saves
$21 in potential health care costs. For the DTP (diphtheria/
tetanus/pertussis) vaccine, the cost-benefit ratio is 30 to 1. And
for polio, it's 6 to 1.
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Questions and Answers on the VFC Program
6/15/95

Q:

The GAO has challenged CDC’'s assertion that the cost of
vaccines is a barrier to childhocod immunization. Is cost a
barrier or not?

Cost 1is a barrier because it contributes to delays in
achieving full immunization of preschool children with today’s
vaccines. The cost of the complete vaccine series has
increased ten-fold in the past 12 years. Since parents must
pay about $270 in vaccine costs and an additional amount in
administration fees for the series, those without adequate
insurance may not seek immunizations from their private
doctors, but from public health clinics where vaccine is free
or available at nominal cost. Having to make extra visits to
public clinics can result in delays and missed opportunities
for immunization.

Numerous surveys of practitioners and health departments have
also documented increased referrals of patients from their
primary care providers to public clinics, with cost as the
most important reason cited. A 1992 American Academy of
Pediatrics study revealed that 55 percent of pediatricians
refer some or all or their patients to a public provider for
immunizations. A 1992 North Carolina survey showed that 93
percent of phyeicians referred patients to health departments
for immunizations, and states such as New York have showed
similar trends.

The GAO has recommended that the VFC prcgram should be
targeted to certain population groups and areas referred to as
"pockete of need." Doesn’‘t this make sense?

We believe, and Congress has agreed, that the proper gocal of
Federal immunization efforts is to raise immunization levels
throughout the nation, and to put in place a sustainable
system that will ensure that immunization rates remain high.
The GAO conclusion assumes that "general immunization rates®
are not now a problem and will not be a problem in the future.

While child immunization rates have improved since the 1989%9-
1991 measles epidemic, VFC is a key part of a national
strategy to reach the one million American children under two
who are unvaccinated against one or more deadly diseases. A
1993 survey found that 28 percent of pre-school children
(average age 27 months) had not received a full series of the
three most critical vaccines (MMR, DTP and polio). About 40
percent had not received the HIB vaccine, which protects
children against bacterial meningitis; and 84 percent had not
been vaccinated against Hepatitis B, which causes liver
disease.
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Does the Administration oppose folding the Vaccines for Children (VFC) program
into a block grant?

The Clinton Administration has a very simple goal -- to improve preschool
immunization rates. Since taking office, the President has lead an aggressive
campaign to reach that goal, and we have made great progress. But we believe that
our current investment in children’s immunizations must be maintained. Childhood
immunizations are one of the most cost-effective public health investments we can
make -- they save lives and they save money. To take just one example, for every
dollar spent on the measles/mumps/rubella vaccine, we save $21 in health care costs.

We are more than willing to work with Congress to make changes to improve the
VFC program. But we are not willing to watch as Congress slashes funding for
childhood immunizations in just one more shortsighted attempt to cut the budget.

Is the Administration’s position that VFC must remain an entitlement?

Our position is clear. We believe that the federal budget should be balanced, but in
a way that makes sense. The President has laid out a proposal that retains coverage
under Medicaid while reducing spending and giving states more flexibility.

Medicaid is a critical health care program; it can certainly be improved,but not by
cutting it dramatically to balance the budget. The same applies to VFC. If we can
improve the way we are going about our childhood immunization efforts, we’re
certainly willing to work on it. But we must maintain poor and uninsured children’s
access to life saving and cost-effective vaccines.
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AIDS Babies Deserve Helﬁ)w

Hundreds of babies infected with the AIDS

+ virus will continue to go undetected and untreated

every year unless Congress or New York State deal
with this vexing public health problem. The State
Legislature, immobilized by a fierce clash between
those who want mandatory testing of all newborns
and those who prefer a voluntary approach, has

. been unable to agree on a solution. Congress,
. knocked off course when the same fierce clash
- stopped a Federal survey of infected babies, has yet
* to take action.

Both bodies have a responsibility to get on with
the job. It is simply irresponsible to let newborn
babies go untreated while arguing over the mechan-
ics of how to help them.

The need for a vigorous response is clear.
Women are becoming infected with the AIDS virus
in rising numbers, and about 7,000 of them give birth
each year. Many pass the virus on to their babies,
either in the womb or during birth. Some 1,000 to
2,000 babies are infected this way each year, with
New York State alone accounting for roughly a
quarter of the total. Some of the infected babies are
detected through voluntary blood tests on the moth-
ers or their newborns. The rest go undetected and
untreated until they become sick, when it is too late
to offer them the best shot at a longer life.

Medical science knows quite well how to allevi-
ate this damage. The best solution by far is to
identify and treat the expectant mother before her
child is born. One of the few bright spots in the battle
against AIDS was the discovery last year that
treating a pregnant woman with the drug AZT can
greatly reduce the chances that she will pass the
AIDS virus on to her child, saving most of the babies
from infection,

Unfortunately, large numbers of women never
come near a clinic for prenatal care and many of
those who do come in for such care never get tested
for the AIDS virus. So a fallback solution is to
identify all infected newborns as early as possible,
through blood tests, so that they can be closely

Russia’s Rancorous

The unruly state of Russian politics was cap-
tured aptly the other.day on a television talk show
when Viadimir Zhirinovsky, the nationalist leader,
tossed a glass of orange juice in the face of a
reformist governor after he suggested Mr. Zhirinov-
sky had syphilis. Then there was the member of the
Russian Parliament who turned up in the Duma
chamber toting a toy gun to protest Government
bargaining with Chechen fighters as a loss of Rus-
sian honor. His fellow lawmakers agreed, approving
a nonbinding motion of no confide~ce in the Govern-

monitored and treated. Doctors have no way to cure
these infected babies, but they can ward off many of

the infections that typically kill them, thus prolong- ¥

ing and improving the quality of their lives,

Although the medical solutions are in hand,
they are not in fact being broadly applied. In New
York State, for example, clinics try, with widely
disparate vigor and success, to get women to agree
to be tested during pregnancy or at birth and to
allow their babies to be tested. But surveys suggest
most of the infected babies are missed. A more
vigorous effort is clearly needed.

Unfortunately, the State Legislature may be
headed for another stalemate. The Senate has
passed’ a bill to require mandatory testing of all
newborns and mount a more aggressive voluntary

_testing program aimed at pregnant women. The

new voluntary approach would make it harder and
less likely for women to decline testing. But the
Assembly has taken no action yet and has only four
days before adjournment. Its leaders have tradi-
tionally opposed mandatory testing but seem in-
clined to accept a more vigorous voluntary effort
for both pregnant women and newborns.

Either approach would be better than the status
quo. This page has long endorsed mandatory tests
for newborns on the ground that the health of the
baby is more important than any privacy risk to the
mother. But there is virtually no political appetite
for imposing mandatory tests on pregnant women,
so a strong voluntary approach is the only feasible
alternative.

The best solution would be a national policy
insuring that all infected babies are identified for
monitoring and treatment. Representative Gary
Ackerman, Democrat of New York, and Represent-
ative Tom Coburn, Republican of Oklahoma, will
unveil an amendment this week that would require
states, as a condition for receiving certain Federal
AIDS funds, to test all newborns whose risk of
infection has not been determined through volun-
tary testing of the expectant mother. That approach

would provide a needed incentive for the states to ~

identify and help these neglected babies.
Politics

tained period of political stability. So far neither
President Yeltsin nor the Parliament has shown the
steady leadership to provide it.

There is a need for responsible behavior in
Moscow. Instead of undermining each other, Mr.
Yeltsin and the Parliament should be working to-
gether to create an effective government, a stable
ruble and a civil ‘'society where public safety is
assured without sacrificing civil liberties. Instead of

skirmishing over the war in Chechnya, they should
be cooperating to end a misadventure that has cost
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.S DEFARTMENT OF HEALTH AND HUMAN SERVICES

November 9, 1994 Contact: HHS Press Qffice

(202) 690-6343

WOMEN AND HIV/AIDS

The rapid growth of HIV/AIDS among women is a major public health problem. In 1992, the
total number of reported AIDS cascs among women was 6,295, In 1993, that figure jumped to
16,824, and since women represent the fastest growing population with the disease, the number
infected may be much higher. As a result of perinatal transmissions, AIDS is the leading cause
of death among Hispanic children and the second leading cause of death among African
American children. Recent research findings have shown that the buman immunodeficiency
virus (HIV) is more easily spread from men (0 women than from women to men.

The Department of Health and Human Services under the Clinton Administration has marshulled
its resources to respond to these troubling trends, protecting American women and their children.

The Role of the Department of Health and Human Services

‘The National Institutes of Health (NIH) have adopted a policy requiring the inclusion
of women and minority populations in all AIDS clinical trials involving human subjects.

NIH-sponsored clinical trials provided strong cvidence that use of AZT by HTV-positive
pregnant women dramatically reduced the rate of HIV transmission from mother to
infant.

The Food and Drug Administration expeditiously approved changes in labelling
indications for AZT to include treatment of HIV-infected pregnant women.

The Public Health Service published "Recouunendations on the Use of Zidovudine to
Reduce Perinatal Transmission of HIV" to assist women and their doctors in making
decisions about the use of AZT to prevent transmission of HIV.

The NIH created a Women'’s Interagency HIV Study to identify the nature and rate of
HIV disease progression in women.

The NIH has initiated a major research effort to develop female-controlled barrier
methods to prevent HIV transmission.
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Funding for the Ryan White CARE Act, which provides services to people with
HIV/AIDS, has risen 81.9 percent since 1993, providing funding for new services to
women and children,

The Centers for Disease Control and Prevention (CDC) launched a national AIDS
Preveation Marketing Initiative aimed at young adults (ages 18-25), featuring frank,
culturally-sensitive public service amnnouncements promoting both abstinence and
consistent and correct use of latex condoms.

AIDS Hotlines. The CDC have established two AIDS hotlines, providing general
information and treatment referrals to heaith care profcssionals and the general public.
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US DEPARTMENT OF HEALTH AND MUMAN SERVICES

November 9, 1994 Contact: HHS Press Office
(202) 690-6343

OLDER WOMEN

The Department of Health and Human Services, through a range of comprehensive programs and
services, is working to improve the qualiry of life for America’s older women. Women comprise 60
percent of today’s population aged 65 and over. By the year 2000, it is expected that there will be
five women for every two men over the age of 75. Compared to men, elderly women are three times
more likely to be widowed or living alone, spending more years and a larger percentage of their
lifetimes disabled, and residing in a mursing home. Flderly women are also two times more likely
than men o be living in poverty. Recognizing the evolving roles and concerns of women, the
Decpartment has devoted new resources to meeting the needs of women throughout their lifespans,

The Role of the Department of Health and Human Services

0 The Initiative on Older Women. This multi-million dollar initiative, launched in September
1994 by thc Administration on Aging, will increase government partnerships designed to
address the needs of older women; improve women’s capacity to contributc significantly to
society throughout their lives; and establish an Older Women's Policy and Resource Center
to educate older women at the grassroots level about issues such as income security, health,
housing, domestic violence, and caregiving and the importance of addressing these concerns.

0 The White House Conference on Aging, The 1995 White House Conference on Aging will
address long-term care, mutrition, and other issues related to the health of America’s older
women.

v Rescarch on Women's Health and Aging. The Administration's Fiscal Year 1995 budget
request included $1.8 billion for women’s health. $375 million was appropriated for research
on brcast cancer and additional funds will go to osteoporosis research, a disease for which
older women are particularly at risk. Grants totalling $1.5 million will also fund research on
conditions contributing to the loss of independence among older adults; menopause and health
in aging women; and elderly population redistribution across the United States.

0 The National Institutes of Health (NTH) Women’s Health Initiative. This initiative, the
largest clinical research study ever conducted, will examine the major causes of death and
disability in post-menopausal women: heart disease, breast and colon cancer, and 0steoporosis.
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Medicare. At age 65, almost all U.S. women become eligible for the Medicare program, and
six out of ten current Medicare beneficiaries are women. The department is also working with
consumer and provider organizations to distribute information on Medicare’s free annual flu
shots and lifetime pneumonia vaccinations to help prevent these life-threatening diseases.

Elder Abuse Prevention. The Administration on Aging and the Administration on Children
and Families are funding a three-year. study of the national incidence of clder abuse. In FY
1994, the Centers for Disease Control and Prevention also devoted $9.1 million w0 improve
data collection on violence against women, identity effective prevention strategies, and explore
ncw ways to iucrease public awareness. $10.3 million will be dedicated to similar efforts in
FY 1995.

Elder Nutrition. Recognizing that eighty-five percent of older individuals have a wutrition-
related condition or chronic disease, the Administration on Aging is also continuing to support
comumunity nutrition services. In 1993, the Department began a two-year, $2.4 million study
to evaluate the federal meals program, Last year, nutrition assistance funds totalled $469
million, and helped provide about 250 million meals for older persons.

Mammography Quality Standards Act. Annually, breast cancer affects 87,500 women over
the age of 65, accounting for 48 percent of all diagnosed breast cancers each year. Through
implementation of the 1992 Mammography Quality Standards Act, the Food and Drug
Administration will ensure high-quality and reliable mammography for all women.
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U.S DEPARTMENT OF HEALTH AND HUMAN SERVICES

November 9, 1994 Contact: HHS Press Office
(202) 690-6343

BREAST CANCER

Breast cancer is the most commonly diagnosed cancer and the second leading cause of cancer
deaths among American women, The lifetime risk of developing breast cancer today is one in
every eight women, up from one in every 20 women just two decades ago. Despite these
numbers, nearly half of women age 50 and older have not had 4 mammogram in the past two
years.

In December 1993, Secretary Donna E. Shalala convened an historic conference to establish a
National Action Plan on Breast Cancer, affirming the Administration’s commitment to addressing
breast cancer as a high priority concern. The conference was attended by 150 representatives
from advocacy groups, private industry, academia, and govetnment. Proceedings from this
conference will provide a framecwork for action iu three major areas: the delivery of health care,
the conduct of research, and the enactment of policy. To further the implementation of the
National Action Plan, three coordinating groups are continuing to work on a range of activities
and strategies.

The Role of the Department of Health aud Human Services

0 Comprehensive Clinical Guidelines. New guidelines on breast cancer were released
on October 19, 1994, clearly outlining the responsibilities of women and their doctors
in treating the disease. These guidelines were developed by a panel of private sector
experis and were distributed nationwide,

0 The Mammography Quality Standards Act. Effective October 1, 1994, this Act
(implemented by FDA) requires uniform safety certification for the roughly 12,000
mammography facilities nationwide, As we promote mammographies for women al risk,
this rigorous law requires facilities to hire capable technicians, usc quality film, and
employ skilled radiologists to interpret the results.

0 The National Breast and Cervical Cancer Early Detection Program. This program
received $68.7 million in federal grants during 1994. The goal of the program is to
reduce breast cancer deaths by 30 percent and cervical cancer deaths by morc than 90
percent through increased mammographies and Pap testing. In particular, this program
is designed to rcach women of racial and elwic minorities where mortality rates are
disproportionately high.
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0 Increased Funding for Research. A total of $375 million was appropriated in FY 1995,
more funds than under uny previous administration, @ further understanding of the
complexities of breast cancer. Achievements funded and accomplished by this
Administration include:

0 Isolation of BRCA1, a gene believed linked to breast cancer in the 1 of 200
women who have the gene. This discovery should lead to the development of a
test, identifying those women at risk for the inherited form of the cancer.

0 A smdy sponsored by the National Cancer Institute that found women who
exercise four hours a week can cut their risk of breast cancer by 50 to 60 pereent.

0 Imaging Technology. The Department is working with other federal agencies, including
NASA and the Defense Department, as well as private companies, to adapt high-tech
imaging and diagnostic equipment to the task of locaring malignant cancer in its earliest
stages.
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REPRODUCTIVE HEALTH

Through a series of executive and legislative proposals, the Clinton Administration has
helped ensure that women can make their own reproductive health decisions safely, with
accurate information and without interference. The Administration continues o emphasize
the need for comprehensive family planning services, including education to ensure patient
understanding of the consequences of unprotected sexual activity and adequate provision of
access to family planning and reproductive health services.

The Role of the Department of Health and Human Services

0 Improved Information and Access, On his second day in office, President Clinton
repealed the "Gag Rule" that restricted abortion counseling at federally funded family
planning clinics. Pregnant women can now receive full information about their
options at these clinics.

0 Equity and Choice. In the FY 1994 HHS appropriations bill, the Administration
made crucial changes 10 the so-called Hyde Amendment. These changes, renewed
this year, obligate states to pay for abortions for poor women whose pregnancies
result from rape or incest, or endanger the life of the mother.

0 Family Planning. In May 1993, the Food and Drug Administration approved the first
barrier contraceptive for women that also offers limited protection against sexually
transmitted diseases. Research continues on other woman-controlled barrier methods
for preventing transmission of the HIV virus and other sexually transmitted diseases.

0 RU-486. In keeping with a 1993 Presidential Memorandum, IIIIS has pursued the
testing of RU-486 within the United States. In May 1994, Secretary Donna E.
Shalala announced that the French pharmaceutical company Roussel Ucalf would
donate its United States patent rights for the drug to the Population Council, a not-for-
profit organization. Clinical trials are underway within a number of communities
throughout the country.

0 Improved Research., The Administration has ended a five-year moratorium on
federal funding of human fetal tissue transplantarion research., Through this research,
scientists hope to learn more about the reasons behind miscarriages and birth defects.

Zoos



11/09/94

17:17 T202 690 7203 HHS 0S/ES

Population and Development. As one of the leaders at the Cairo International
Conference on Population and Development, the U.S. helped ensure the adoption of a
comprehensive program emphasizing: commitnent to voluntary family planning as 2
crucial part of reproductive health care; commitment to gender equity through
improved education and development; and achievement of these goals in the context
of equitable sustainable development.
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Mandatory Testing of Pregnant Women

Learning one’s HIV status allows people the opportunity to seek early medical
interventions and the opportunity to provide referrals to social, legal and
psvchological services. It also provides and opportunity for personal risk assessment,
and education about HIV.

Recent research has shown that Zidovudine (ZDV)) treatment, when administered to
HiIV-infected women during pregnancy and to their newborns, significantly reduces
the rate of perinatal HIV transmission. Knowledge of one’s HIV status offers the
opportunity to offer ZDV treatment during pregnancy.

Knowledge of a mother’s HIV status would prevent possible HIV transmission
through breast feeding.

Knowledge of a mocher’s HIV status would allow prophylactic measures 10 be taken
to prevent the onset of opportuinstic infections such as Preumocystis carinii
pneumonia (PCP) in infants.

Mandatory testing of newborns and pregnant women would undermine the
establishment of a trusting rclationship between cach mother and the health care
system. This partnership, so critical to the proper care of both infant and mother, is
far less likely to occur if it begins with a peremptorv or imposing act,

The most important factor in a baby's care is her mother. Building a relationship
through counseling «nd consent enables health care providers to keep the baby
connected to the health care system.

Compliance with medical care is likely to be greatest when the patient feels she has
made an informed judgement regarding HIV testing for herself or her infant.

The best way to insure care for mothers and infants is to provide comprehensive,
supportive health care services, including counseling about HIV and yoluntary HIV
testing.

The overwhelming majority of women offered the opportunity to be tested voluntarily
will do so if they are assurcd that their confidentiality will be protected and that care
and services will be provided for the babies and themselves.

- Of over 3,500 women registered for prenatal care at Grady Memorial Hospital in
Atlanta, GA, 96 percent chose to be tested after being provided HIV counseling and
offered voluntary testing (Lindsey, 1989).
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- At the Harlem Hospital in New York City, 95 percent of women at the high-risk
pregnancy center voluntarily consented to HIV testing after counseling was offered by
hospital health care providers (personal communication).

. There is real concern that mandatory testing for HIV will discourage pregnant women
form seeking care. Mandatory testing has been shown 1o drive people away from the
health care system. This would result in a double tragedy--adversely affecting infants
of mothers who don’t have HIV, and denying the opportunity for HIV prevention to
infants of HIV positive mothers.

. The majority of HIV-infected women are from low-income communities of color, and
many of them have substance abuse histories. These factors, combined with the very
real problems of discrimination, domestic violence, fear of losing their children,
create barriers to accessing care that will only be exacerbated by mandatory testing

programs.

. Allocating funds for mandatory testing is a poor use of resources. Mandatory testing
is expensive and ineffective because it causes many people to avoid the system,
thereby increasing costs down the road.

B Resources should be put in providing prenatal care which includes counseling about
HIV and offers voluntary testing.



PEDIATRIC AIDS

The issue of whether HIV testing of pregnant women should be mandatory or
voluntary is extremely complicated. However, while there are strong arguments on
both sides, everyone has the same goal -- preventing babies from getting HIV
infection. The question is how best to do that.

The Pediatric AIDS Foundation Event

The point of your doing the Pediatric AIDS Foundation’s event is that while we are
arguing about these issues in Washington, we can save thousands of babies across
this country. That’s why the Pediatric AIDS Foundation’s PA campaign is so
important -- it’s about getting women to get tested now, so that they can get the
treatment they need to protect their health and the health of their children. The
Pediatric AIDS Foundation believes that the best way to prevent transmission from
mother to child is to encourage voluntary counseling and testing.

The CDC Stud

Nat Hentoff and Congressman Ackerman have the facts wrong. They argue that we
should disclose to mothers the results of blood tests taken as part of a longrunning
CDC study in order to prevent transmission of HIV infection from mother to child.

"Unblinding" the study (i.e., disclosing the results of the study to the mothers of the
newborns tested) amounts to mandatory HIV testing of women. However, it’s

important to separate the CDC study from the larger issue of mandatory v. voluntary
testing.

. The CDC study tests newborns’ blood in order to track HIV infection among
women. It has provided valuable statistical information and was ethically
acceptable at a time when no treatment could be offered to the infants tested.

. Now, however, treatment to prevent pneumonia is recommended for infants.
Therefore, most experts agree that the study should either be "unblinded" or
ended. On May 10, Secretary Shalala and Phil Lee asked the CDC to
suspend the study in order to determine whether it should be discontinued .

. Those who support unblinding the study argue that if we test newborns we
can know their HIV status and treat them immediately.



. Dr. Art Amman, the Director of Research of the Pediatric AIDS Foundation,
argues that the study should be discontinued and that the $10 million that is
spent on it each year should be used to pay for voluntary counseling and
testing and for treatment for pregnant women. He argues that continuing the
study and disclosing the results can at best temporarily postpone the illness of
some infants, while getting women tested and treated early in pregnancy can
actually prevent infection.

. We need a full discussion of the merits of both sides of this argument. But it
is clear that the CDC study is not the best point of intervention. Simply
waiting for babies to be born so that we can test their blood to determine that
they have contracted the virus from their mother is too little too late.

Voluntary v. Mandatory Testing

. The more difficult issue is whether women should be required or encouraged to be
tested earlier in pregnancy.

s Because of the recent NIH study, we know that treatment with AZT during

pregnancy can dramatically reduce the risk of transmission from mother to
child.

. This leads some to suggest that we should mandate testing for pregnant
women.

. PROS. This would clearly enable every pregnant woman who comes
for prenatal care to know her HIV status early enough to get life-
saving treatment.

. CONS. However, test results only prevent transmission if a woman
gets treatment. AZT treatment during and after pregnancy requires
cooperation between the doctor and the patient. There is evidence that
mandating testing drives women from getting any prenatal care for
fear that they will lose their children, homes and health insurance.

Again, because test results are meaningless without treatment,
mandatory testing also raises a host of issues about how we require it,
whether we require treatment as well as testing, and who pays for it
(e.g., if a woman finds out she is HIV-positive but her insurance
doesn’t cover AZT).



Finally, women’s groups (including NOW) and some AIDS advocacy
groups argue that mandatory testing is an invasion of the privacy of
the woman. For obvious reasons, I do not find this argument ar all
convincing. (In fact, I think it hurts.)

Others believe that the best way to get women to get the treatment they need
is through voluntary counseling and testing.

PROS. Studies in Atlanta, Miami and Harlem show that voluntary
testing works. About 95% of women chose to be tested after
receiving HIV counseling.

CONS. Voluntary testing does not guarantee that all women will be
tested and treated.
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Statement of Dr. Arthur Ammann
May 22, 1995

At last, there is some good news about AIDS: With appropriate care begun early in
pregnancy, an HIV-infected woman can significantly reduce the chance that her baby will be
born infected. This is the first time that a drug has been shown to be effective in preventing the
transmission of HIV.

It is important that people understand and appreciate this progress, because it comes in
the midst of a number of confused policy debates, some of which could do significant damage
to efforts to prevent and treat HIV infection. In this debate, the message must not be lost that
only routine voluntary prenatal testing with counseling provides the maximum benefit to pregnant
women and their infants.

A part of the debate is about the longrunning CDC study on the infection rate in
newborns around the Nation. This study gathers infants’ blood samples from which all
identifying information has been removed. It has provided valuable statstical information over
the years and was ethically acceptable during the era in which no treatment could be offered to
those infants. Once pneumonia prevention treatment was recommended for infants, however,
I believe that the study should have been discontinued as ethically unsound. While it was no
one's intent to do so, the removal of identification from the samples had the effect of withholding
potential treatment from these babies. For that reason, I believe that either the test results should
be given to the parent(s) of the child or that the seroprevalence study must be discontinued.

My first preference is for the study to be discontinued (as the Public Health Service has
done) and for the $10 million in funding that it consumes annually to be converted to programs
to provide routine, voluntary counseling and testing and AZT treatment to pregnant women. To
continue the seroprevalence study in its current form will only count infections in infants. To
continue the study with names attached will render the statistics questionable (since some women
may decline to parﬁcipam) and could at best help with temporarily postponing the illness of some
infants. This misses the mark. The goal of HIV testing should be to provide treatment for
mothers and infants to prevent HIV infection. Newborn testing does not pn:mde optimal health
care for either mother or infant.

Embarking on a program to routinely provide voluntary prenatal counseling and testing
and treatment can actually prevent pediatric AIDS—saving lives and saving dollars. I support the
Public Health Service's suspension of the study; now it must take the next logical step and devote
the freed-up funds to preventing pediatric HIV infection through counseling, testing, and
treatment of pregnant women.

I believe that voluntary testing programs for pregnant women will actually result in more
women being tested for HIV than any mandatory program. As with any disease, the trust and
cooperation between physician and patient are essential. The data are clear on voluntary
programs: From Harlem to Miami and in France and Italy as well, 93-96% of pregnant women
agree to be tested voluntarily.
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The dangers of mandatory programs are equally clear: From mandatory HIV testing for
marriage licenses to mandatory drug testing in drug treatment programs, people refuse to take
part in programs that they are afraid of. We lose what is needed—the long-term relationship
between patient and physician.

If we are to succeed in reducing HIV infection among babies, we must educate women
and doctors alike to believe in the efficacy of the new treatment and in each other. Without such
education and trust, no program can succeed.

I believe that mandatory testing for newborns is a blind alley. We will ourselves into
believing that we are doing our best to help the infant when we are not. If we are really
interested in preventing HIV infection in infants—in saving their lives--we must put all our efforts
into routine, voluntary prepatal testing. If we can succeed in a program to provide routine
voluntary testing to pregnant women, we will not need to test their newborns.

It should be obvious also that no testing program will be effective in accomplishing any
goal if treatment is not available. The treatment needed during pregnancy to prevent HIV
infection is far beyond the personal means of most women with HIV. Only if the Federal
government maintains its commitment t0 making therapies available to women of little or
moderate means will our efforts be successful. And only if we provide health care and
counseling for women before, during, and after pregnancy will we have a significant impact on
this disease.

Finally, let me add that the effort to prevent HIV infection in newborns is only one aspect
of HIV prevention., Clearly the most effective way of preventing babies from being infected is
to prevent their parents from being infected. Routine voluntary prenatal HIV testing provides
an opportunity for counseling and education. We must continue and strengthen our efforts to
prevent transmission among adults.
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METRO MATTERS
Joyce Purnick

When AIDS ‘Testing Collides With Confidentiality

the Clinton Administration last week suspend-

ed a seven-year program to test newborns
anonymously for the A1DS virus. The move,
which thwarted legislation to open the test results
to mothers, was made by top Administration offi-
cials in Washington despite some disagreement
at the Centers for Disease Control and Preven-
tion in Atlanta and it even surprised those who
support it,

Somehow, skeptics saw the never-subtle signs
of politics at work, especially since the testing
program had been at the center of a furious battle
between those who favor telling mothers the test
results so that infants can be treated and those
who argue that mandatory testing would stigma-
tize women and scare many away from health
care.

IN an announcement that stunned Washington,

Donna E. Shalala, Secretary of Health and Hu-
man Services, says the decision was not political
at all. “There really are profound ethical ques-
tions involved," she said in a telephone interview
this week. ‘““Sometimes you do something for one
purpose and it has unintended consequences.”

In this case, the Government found itself in pos-
session of sensitive information about thousands
of Americans. It knew that 7,000 of the 2.5 million
babies tested every year showed evidence of in-
fection by H.L.V,, the virus that causes AIDS, in
their blood. But their mothers did not know be-
cause the tests were “‘blind.”’ Some critics even
drew parallels to the infamous Tuskegee experi-
ments, in which the United States Public Health
Service denied treatment for syphilis to more
than 400 black men, to study the effects of the dis-
ease.,

“ E thought there was a serious ques-
tion about collecting information
about which we didn’t inform par-

ents," said Ms. Shalala. There would seem to be a
simple solution: inform the parents, as Repre-

sentative Gary Ackerman of Queens proposed in
the bill he now has to rewrite, as is already done
routinely for a number of diseases, ranging from
syphilis to sickle cell anemia.

Nothing involving AIDS is that simple, howev-
er. Approximately 75 percent of the infants who
test positive do not have the virus that causes
AIDS; they temporarily carry their mother’s
antibodies. But every mother whose baby tests
positive is infected with the virus. Which means
that testing the baby is really testing the mother,
and this is where politics and policy intersect.

“That’s the horror of the way we treat AIDS in
this country,"” said Assemblywoman Nettie

There would seem to be a
simple solution: inform
the parents. But nothing
involving AIDS is simple.

Mayersohn of Queens, who has been pushing a
mandatory testing and notification bill for New
York State for three years. “You can't tamper
with confidentiality laws because there is such
strong opposition from AIDS activists.”' The test-
ing in New York, part of the Federal program,
will continue with state funds for now, so her bill
is still viable. But while it has support from Gov.
George E. Pataki and the State Senate, and the
Assemblywoman says it has enough votes to pass

in the Assembly, it is still bottled up in committee.

Only the Speaker, Sheldon Silver, can free it. And
Mr. Silver, subject to the same lobbying pres-
sures so strong in Washington, isn't talking.

fication include some of the most powerful

lobbies in the country — advocates for
people with AIDS, gay groups, civil libertarians
and women and abortion rights proponents. They
contend that mandatory testing programs would
violate a woman'’s right to confidentiality, and
would discourage many from seeking medical
care. Most instead favor mandatory counseling
for pregnant women, aimed at persuading them
to take a voluntary AIDS test. ““This population is
so frightened you may scare people away,” said
Ms. Shalala.

OPPONENTS to mandatory testing and noti-

So far, though, counseling has only rarely prov-
en effective, and the evidence that mandatory
testing drives women away from health care is
ambiguous. Medical professionals are on both
sides of that question, but all seem to agree on one
point: that prenatal care is crucial because new
studies suggest that taking the drug AZT during
pregnancy and in delivery can sharply reduce the
transmission of H.I.V. from a mother to her baby.

But what about the women who do not seek pre-
natal care?

In those cases, doctors can prolong the lives of
infants born with the virus — if they know the
child is infected. Moreover, the many infants who
test positive but are not infected can still contract
the virus from their mother’s milk. If a mother
knows in time that she has the virus, she can
avoid breast-feeding.

Ms. Shalala, glossing over some of the finer
points of the debate, says her objective is to see to
it that all pregnant women in the country get pre-
natal care and testing, and every bit of informa-
tion available about their babies. **Why would we
withhold information from a mother?" the Secre-
tary asks. “‘We should tell them."" But, under the
policy now in effect, only if they want to know.

PHOTOCOPY
PRESERVATION



I JACK ANDERSON and MICHAEL BINSTEIN I

i . s

United Nations Faces a ‘China Problem’

UNITED NATIONS
he United Nations, which will celebrate its
50th anniversary in October, could soon be
dealt a world-class public relations disaster

by one of its most obstinate members.

The People’s Republic of China ranks among the
worst human rights violators in the world. Yet two
months before the anniversary celebration, China
will host the United Nations’ fourth international
conference on women. Already, the specter of
holding a women's conference in a country where
infanticide is still common has drawn complaints from
international women's advocates.

The irony is also not lost on top U.N. officials,
some of whom have complained privately for years
about the tendency of the United Nations to kowtow
to Chinese demands. While U.N. officials often feel
no qualms about rebuffing American demands, hardly
anybody says no to China.

“I've advised [the secretary general] that he has to
get tougher on China, and he believes he’s going to
have to soon,” a close aide to Secretary General
Boutros Boutros-Ghali told us.

The current “China problem,” as it is called here,
came about after China begged U.N. officials to host
the event several years ago, thinking it would boost
its international prestige and visibility. While
international Olyinpic officials turned down China's
request to host the Olympics in 2000, U.N. officials
obliged. Today, however, both China and the United
Nations privately rue the decision.

Chinese officials have raised international
eyebrows by moving to exclude several groups from
the conference: Representatives from Tibet and
Taiwan, lesbian organizations and others whom the
government considers politically unsavory have thus
far been denied seats at the table.

Yet the surprising thing is not that these groups
are being ostracized by China; it’s that U.N. officials
thought it appropriate in the first place to let China
host a conference aimed at improving human rights
for women around the globe. This is a country that
once engaged in heinous foot-binding and legal
concubinage, and is not yet out of the dark ages when
it comes to women'’s rights.

At the moment, behind-the-scenes bickering
centers on the conference site for representatives
from non-governmental organizations (NGOs).
Traditionally, these groups help official

representatives from each country with information
and support. Some NGO representatives serve on
official delegations as well,

Banning NGO representatives from China would
be akin to having denied the Sierra Club a place at
the table at the Rio de Janeiro environmental simmit
in 1992, China agreed to admit the groups, but now
has conveniently discovered the central Beijing
stadium where they were to meet is
unsound. Thus, the NGOs have been shuttled to a
tourist area far from the main conference.

“By selecting a site that keeps women and their
governments apart, the Chinese government is
preventing either méeting from succeeding,”

complained one letter from the Manila-based
Women's Media Circle Foundation to Boutros-Ghali,

Conference planners in New York have told our
associate Dale Van Atta that the Chinese are also
trying to come up with “red-tape reasons” why a few
antiabortion NGO groups cannot attend. The Chinese
practice abortion routinely as part of the
government'’s effort to control population growth.

As the conference date draws closer, complaints
about China’s human rights record will likely become
more strident. Yet another recent episode is a telling
reminder of China’s thin-skinned ways of dealing with
dissent.

Ian Williams, respected chief of the U.N.
Correspondents Association, was invited to address
the General Assembly’s Committee on Information
May 5. He used the closed-door occasion to chide the
world body for refusing to allow a prominent Chinese
dissident to address the association and for revoking
the credentials of two Taiwanese journalists.

Williams's invective drew quick rebuke from
Chinese officials, who protested May 8 that Williams
“abused the hospitality of the member states,” adding
that his actions “constitute a gross interference in
the internal affairs” of China. Unfortunately, the
concept of free speech has yet to enter the
vocabulary of China’s U.N. representatives.

Perhaps the embarrassing appeasement of China,
as typified by the upcoming women’s conference, will
help remind world leaders that after 50 years of
service, the United Nations has yet to live up to its
own lofty ideals.
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Yet, Rep. Gary Ackerman (D-N.Y.)—with a 100
percent ACLU rating—introduced a bill, “The
Newborn Infant HIV Notification Act,” that com-
pels ‘any state requiring infants’ HIV tests to
disclose the results to the mother. The bill would
_apply to the anonymous tests that have been
funded and conducted in 45 states by the Centers
for Disease Control since 1988, for epidemiological

E
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makes Pat Buchanan sound like a lyrical moderate.
Also on board is Nita Lowey (D-N.Y.), a leader of
‘pro~choice issues in the House, and Bill McCollum
(R-Fla.) whose ACLU rating has been zero.

Asthel.illhegmtogather momentum, Acker-




Indeed, a recent poll by New York's Hispanic
Fedération—an umbrella organization of many
Latino groups—revealed that two-thirds of those
polled support mandatory HIV testing and disclo-
sure for everyone, not only infants.

Gary Ackerman refused to withdraw his bill. He
told ‘me that the head of the CDC said he might .

gether rather than disclose the results.
~ Earlier, when the conversation was focusing on
increasing criticism—from various quarters—of
the CDC'’s “blind test,” Ackerman felt that the man
from the CDC appeared to be most troubled by the
analogy between its study and the Tuskegee “ex-

ent ”

From 1932 to 1972, some 400 illiterate black
men with syphilis were observed—but not treat-
ed—'byPubthalﬂnSewwephymmnsastbey

ted and eventually died, having been told
only that they had “bad blood.”

The Tuskegee reference entered the HIV-infant
test debate through Dr. Arthur Ammann, a distin-
guished professor of pediatrics at the University of
California. In Jim Dwyer’s column, Ammann, refer-
ring‘to the CDC’s anonymous testing of infants for
HIV, said: “The maintenance of anonymous test
mmltsatatunewlnnt:mtnmtmﬂmhm
mruﬂyanﬂaﬂewiﬂbemﬂedmmyas
analogous to the Tuskegee ‘experiment.’ ”

Sggidenly, on May 10, the CDC announced it was
immediately suspending its HIV testing for new-
boms throughout the country. Instead it would
focus on encouraging women to engage in volun-
tary HIV-testing during and before pregnancy.
(CDC was silent on the fate of the sizable number
of women who do not appear for any prenatal
treatment or counseling.)

Rep. Ackerman intends to get a majority of
Congress to mandate that the CDC resume the
tests—and from now on disclose the results as well

m:' counseling. Meanwhile, the Ameri-

y of Pediatrics is “shocked and dis-
mayed” at CDC's total abandonment of its epidemi-
ological tracking tests. Those were the first to
show the extent of AIDS among women.

The CDC could have continued the tracking,
added disclosure of results, and been free of the
taint ‘of the Tuskegee “experiment.” But instead
the politicized CDC has chosen to fold—extricating
itself from accountability.
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METRO MATTERS
Joyce Purnick

When AIDS Testing Collides With Confidentiality

N an announcement that stunned Washington,

the Clinton Administration last week suspend-

ed a seven-year program to test newborns
anonymously for the AIDS virus. The move,
which thwarted legislation to open the test results
to mothers, was made by top Administration offi-
cials in Washington despite some disagreement
at the Centers for Disease Control and Preven-
tion in Atlanta and it even surprised those who
support it.

Somehow, skeptics saw the never-subtle signs
of politics at work, especially since the testing
program had been at the center of a furious battle
between those who favor telling mothers the test
results so that infants can be treated and those
who argue that mandatory testing would stigma-
tize women and scare many away from health
care.

Donna E. Shalala, Secretary of Health and Hu-
man Services, says the decision was not political
at all. ““There really are profound ethical ques-
tions involved," she said in a telephone interview
this week. *'Sometimes you do something for one
purpose and it has unintended consequences."

In this case, the Government found itself in pos-
session of sensitive information about thousands
of Americans. It knew that 7,000 of the 2.5 million
babies tested every year showed evidence of in- *
fection by H,1.V,, the virus that causes AIDS, in
their blood. But their mothers did not know be-
cause the tests were “blind.”” Some critics even
drew parallels to the infamous Tuskegee experi-
ments, in which the United States Public Health
Service denied treatment for syphilis to more
than 400 black men, to study the effects of the dis-
ease.

- E thought there was a serious ques-
tion about collecting information
about which we didn’t inform par-

ents,” said Ms. Shalala. There would seem tobe a
simple solution: inform the parents, as Repre-

sentative Gary Ackerman of Queens proposed in
the bill he now has to rewrite, as is already done
routinely for a number of diseases, ranging from

~ syphilis to sickle cell anemia.

Nothing involving AIDS is that simple, howev-
er. Approximately 75 percent of the infants who
test positive do not have the virus that causes
AIDS; they temporarily carry their mother’s
antibodies. But every mother whose baby tests
positive is infected with the virus. Which means
that testing the baby is really testing the mother,
and this is where politics and policy intersect.

““That's the horror of the way we treat AIDS in
this country,’ said Assemblywoman Nettie

There would seem to be a
simple solution: inform
the parents. But nothing
involving AIDS is simple.

Mayersohn of Queens, who has been pushing a
mandatory testing and notification bill for New
York State for three years. ““You can't tamper
with confidentiality laws because there is such
strong opposition from AIDS activists." The test-
ing in New York, part of the Federal program,
will continue with state funds for now, so her bill
is still viable. But while it has support from Gov.
George E. Pataki and the State Senate, and the
Assemblywoman says it has enough votes to pass

in the Assembly, it is still bottled up in committee.

Only the Speaker, Sheldon Silver, can free it. And
Mr. Silver, subject to the same lobbying pres-
sures so strong in Washington, isn't talking.

PPONENTS to mandatory testing and noti-
fication include some of the most powerful
lobbies in the country — advocates for

people with AIDS, gay groups, civil libertarians
and women and abortion rights proponents. They
contend that mandatory testing programs would
violate a woman's right to confidentiality, and
would discourage many from seeking medical
care, Most instead favor mandatory counseling
for pregnant women, aimed at persuading them
to take a voluntary AIDS test. “This population is
so frightened you may scare people away," said
Ms. Shalala.

So far, though, counseling has only rarely prov-
en effective, and the evidence that mandatory
testing drives women away from health care is
ambiguous. Medical professionals are on both
sides of that question, but all seem to agree on one
point: that prenatal care is crucial because new
studies suggest that taking the drug AZT during
pregnancy and in delivery can sharply reduce the
transmission of H.I.V. from a mother to her baby.

But what about the women who do not seek pre-
_natal care?
| Inthose cases, doctors can prolong the lives of
| infants born with the virus — if they know the
{child is infected. Moreover, the many infants who
test positive but are not infected can still contract
the virus from their mother's milk. If a mother
knows in time that she has the virus, she can
avoid breast-feeding.

Ms. Shalala, glossing over some of the finer
points of the debate, says her objective is to see to
it that all pregnant women in the country get pre-
natal care and testing, and every bit of informa-
tion available about their babies. **Why would we
withhold information from a mother?"" the Secre-
tary asks. *‘We should tell them.” But, under the
policy now in effect, only if they want to know.
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N an announcement that stunned Washington,
the Clinton Administration last week suspend-
ed a seven-year program to test newborns

anonymously for the AIDS virus. The move,
which thwarted legislation to open the test results
to mothers, was made by top Administration offi-
cials in Washington despite some disagreement
at the Centers for Disease Control and Preven-
tion in Atlanta and it even surprised those who
support it.

Somehow, skeptics saw the never-subtle signs
of politics at work, especially since the testing
program had been at the center of a furious battle
between those who favor telling mothers the test
results so that infants can be treated and those
who argue that mandatory testing would stigma-
tize women and scare many away from health
care.

Donna E. Shalala, Secretary of Health and Hu-
man Services, says the decision was not political
at all. “There really are profound ethical ques-
tions involved,” she said in a telephone interview
this week. ‘‘Sometimes you do something for one
purpose and it has unintended con: g."”

In this case, the Government found itself in pos-
session of sensitive information about thousands
of Americans. It knew that 7,000 of the 2.5 million
babies tested every year showed evidence of in- °
fection by H.1.V., the virus that causes AIDS, in
their blood. But their mothers did not know be-
cause the tests were "'blind.” Some critics even
drew parallels to the infamous Tuskegee experi-
ments, in which the United States Public Health
Service denied treatment for syphilis to more
than 400 black men, to study the effects of the dis-
ease.

- thought there was a serious ques-
tion about collecting information
about which we didn’t inform par-

ents,” said Ms. Shalala. There would seem tobe a

simple solution: inform the parents, as Repre-

METRO MATTERS
Joyce Purnick

sentative Gary Ackerman of Queens proposed in
the bill he now has to rewrite, as is already done
routinely for a number of diseases, ranging from

" syphilis to sickle cell anemia.

Nothing involving AIDS is that simple, howev-
er. Approximately 75 percent of the infants who
test positive do not have the virus that causes
AIDS; they temporarily carry their mother’s
antibodies. But every mother whose baby tests
positive is infected with the virus. Which means
that testing the baby is really testing the mother,
and this is where politics and policy intersect.

““That’s the horror of the way we treat AIDS in
this country,"” said Assemblywoman Nettie

There would seem to be a
simple solution: inform
the parents. But nothing
involving AIDS is simple.

Mayersohn of Queens, who has been pushing a
mandatory testing and notification bill for New
York State for three years. ‘‘You can’t tamper
with confidentiality laws because there is such
strong opposttion from AIDS activists." The test-
ing in New York, part of the Federal program,
will continue with state funds for now, so her bill
is still viable. But while it has support from Gov.
George E. Pataki and the State Senate, and the
Assemblywoman says it has enough votes to pass

in the Assembly, it is still bottled up in committee.

Only the Speaker, Sheldon Silver, can free it. And
Mr. Silver, subject to the same lobbying pres-
sures so strong in Washington, isn't talking.

When AIDS Testing Collides With Confidentiality

PPONENTS to mandatory testing and noti-
fication include some of the most powerful
lobbies in the country — advocates for

people with AIDS, gay groups, civil libertarians
and women and abortion rights proponents. They
contend that mandatory testing programs would
violate a woman's right to confidentiality, and
would discourage many from seeking medical
care. Most instead favor mandatory counseling
for pregnant women, aimed at persuading them
to take a voluntary AIDS test. “‘This population is
so frightened you may scare people away,'" said
Ms. Shalala. .

So far, though, counseling has only rarely prov-
en effective, and the evidence that mandatory
testing drives women away from health care is
ambiguous. Medical professionals are on both
sides of that question, but all seem to agree on one
point: that prenatal care is crucial because new
studies suggest that taking the drug AZT during
pregnancy and in delivery can sharply reduce the
transmission of H.I.V. from a mother to her baby.

But what about the women who do not seek pre-
_natal care?
] In those cases, doctors can prolong the lives of
iinlamsbomwithmevims—mheyknowthe
{ child is infected. Moreover, the many infants who
test positive but are not infected can still contract
the virus from their mother's milk. If a mother
knows in time that she has the virus, she can
avoid breast-feeding.

Ms. Shalala, glossing over some of the finer
points of the debate, says her objective is to see to
it that all pregnant women in the country get pre-
natal care and testing, and every bit of informa-
tion available about their babies. ' Why would we
withhold information from a mother?"' the Secre-
tary asks. “We should tell them.” But, under the
policy now in effect, only if they want to know.



Nat Hentoff
Another
“Tuskegee’”

After winning a Pulitzer Prize for commentary
!]ﬁs:_;gear, Jim Dwyer of Newsday was: being

interviewed on the New York affiliate of National

Public Radio. The host, Brian Lehrer, was puz-
zded—indeed disturbed—that part of Dwyer’s
prizé was due to a series of columns exposing the
fact that although New York State—like 44 oth-
ers—has been testing all. newborns for various

conditions, it does not disclose an infant’s HIV
statys to either the mother or her doctor. It is a.

“blind” test.

Dwyer considers this failure to inform—with
subsequent illnesses and early death for thousands
of children who could have been treated—outra-
geous. The interviewer, however, said to Dwyer:
“You're considered a liberal columnist, but on the

Wies?gdmfants,ywtmkﬂ:emmewauve |

position.” tliy ; £ e ¥
Such presumably liberal organizations as
ACLU, the National Organization for Women and

the Gay Men’s Health Crisis do indignantly oppose |

the, unblinding of the test as an invasion of the
m:diﬂndﬂd whose own infection will be
revgaled if the 's is. Therefore, all privacy is
somehow endangered.

'\




Yet, Rep. Gary Ackerman (D-N.Y.)—with a 100
percent ACLU rating—introduced a bill, “The
NewbmnlnfantHIVNouﬁcauonAct that com-
pels any state requiring infants’ HIV t to
@ﬁ&%whugmm TEEEG%E

o anonymous tests that have been

" funded and conducted in 45 states by the Centers
for Disease Control since 1988, for epadenuologlcal ,

Ackermanakeadyhadzzoco-spmsors—nme
than half the House—and the ideological range is
. extfaordinary. Ardent liberal Pat Schroeder (D-

Colo.) is allied with Robert Dornan (R-Calif.) who

SWEET LAND
OF LIBERTY

I T e e ]
makes Pat Buchanan sound like a Iyrical moderate.
Also on board is Nita Lowey (D-N.Y.), a leader of
prochoice issues in the House, and Bill McCollum

(R-Fla.) whose ACLU rating has been zero.

As the bill began to gather momentum, Acker-
manwasvuted,hetoldme by Dr. David Satcher,
hﬂddﬂ:eCDC and Patricia Fleming, the White

director of AIDS policy. The visitors wanted
Ackerman to abandon his bill. One of their argu-

'mentsmthstxfmothu_sm_m_m:d_nwhmr.
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sure for everyone, not only infants.
G'afryﬁckerman

refused to withdraw his bill. He
told ‘me that the head of the CDC said he might .

then consider withdrawing the “blind” tests alto-
gether rather than disclose the results.

~Earlier, when the conversation was focusing on
increasing criticism—from various quarters—of
the CDC's “blind test,” Ackerman felt that the man

gmbedprofessorofpedmhmattheUmvemtyoi’
. California. In Jim Dwyer’s column, Ammann, refer-
mé‘fotheCDC'sanmymmswsbngoimfantsfor

( was silent on the fate of the s number |

of women who do not appear for any prenatal
treatment or counseling.)

Rep. Ackerman intends to get a majority of
Congress to mandate that the CDC resume the
teﬁ—andﬁ'omnowondlschsetheremltsaswe]]

Ay e forcmmsT:Iiﬁ.Meanwhﬂe the Ameri-

ademy of Pediatrics is “shocked and dis-
at CDC's totalabandmnnmt of its epidemi-

WW

ﬁcmmmmﬂwmdm
added disclosure of results, and been free of the
taint ‘of the Tuskegee “experiment.” But instead
the politicized CDC has chosen to fold—extricating
itself from accountability.
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Subject: Current Issues Concerning HIV dnd Pregnant Women:

1) CDC’=s HIV Survey in Childbear@ng Women and
2) Counseling and Testing Guidelines

-

Background

At the reguest of Leon Panetta, the following briefly discusses
two issues concerning HIV and pregnant women which are receiving

media attenticn: CDC’s childbcaring women survey and its
counseling and testing guidelines. Alt Qggh related, they ghould
1) Newborn Screening Survey

The CDC’s HIV Survey in Childbearing Women, begun in 1988
during the Reagan Administration and carried on through the
Bush Administration, was conducted in 45 states, District of
columbia, Puerto Rico, and the Virgin Islands, al a cost of
10.5 million dollars annually. As a blinded (identity of
patient not known to researchers) population-based survey,
it monitored the HIV epidemic among childbearing women and
their newborn children by testing the blood of the newborns.
The survey played an important role in our ability to track
the expansion of the epidemic in women and children
specifically and heterosexuals indirectly (a fact sheet is
attached). This survey was begun and conducted before
knowledge of an effective treatment for HIV positive
pregnant women. -

2) Counseling and Testing Guidelines

Over almost two years, there has been a clinical trial
testing the effectiveness of administering AZT to pregnant
women to prevent perinatal transmission of HIV (076 drug
trials). Successful results were reported in February.
1994, disclosing that by taking AZT during pregnancy and
childbirth, asymptomatic HIV positive women could reduce the
risk of transmission to their children by as much as two-
thirds. In August, 1994, CDC issued a report recommending
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that all HIV posilive pregnant women be offered treatment
with AZT to prevent perinatal transmission. In February of
1835, CDC issued preliminary guidelines for physicians to
apply these research findings. The guidelines call for
counseling all pregnant women to be tested for HIV and
advise doctors to explain the potential benefits and risks
of AZT treatment to those women who are HIV positive. These
have been praised by medical and public health '
professionals, including the American College of Obstetrics
and Gynecclogy, the American Academy of Pediatrics, and Dr.
Art Ammann of the Pediatrics AIDS Foundation.

'he preliminary guidelines are expected to be made final in
June. .

T e Crit

Since the results of the AZT drug trials, critics of the
childbearing women survey, including Congressman Gary
Ackerman (D-NY), have proclaimed this survey unethical, as
HIV positive newborns are "going home without vital medical
care because mothers are unaware of their child’s HIV
status." Congressman Ackerman introduced a bill with 220
co-spongors to mandate the notification of patients of the
testing results from the survey. The specter of the
Tuskegee study has been raised by Dr. Art Ammann and
columnist Nat Hentoff,

Action by EHHS

On May 11, 1995, Dr. Phil Lee, Assistant Secretary for
Health, asked State Health Directors to suspend

the Survey of Childbearing Women until the completion of a
consultative process with the states, CDC Advisory Committee
of Prevention of HIV Infection, National HIV/AIDS
crganizallons and other interested parties (letter
attached). The consultative effort will make
recommendations to the CDC and the Bublic Health Service on
sliategies to: (1) ensure that all pregnant women are
offered HIV counseling and testing and that they and their
child are entered into a continuum of medical and support
services; (2) fully evaluate the implementation and
effectiveness of the Counseling and Testing Guidelines; and
(3) continue to monitor trends in HIV infection in women.
Finally, the consultative effort will address the ethics
debate over blinded surveys and distinguish the purpose of
surveys from more systemic efforts to identify and enter
individuals into care.
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KEY ISSUES
S Ethical Concerns with Survey:

Although the CDC Investigational Review Board (IRB) cleared
the survey, as have many state IRB’s, and the general
acceptance of blinded surveillance techniques world wide
(WHO/IOM STUDY '94), there is still reason to warrant a
thorough evaluation of ethical concerns around blinded
surveillance procedures.

2. Civil Liberties Issue vs Public Health Strategy (regarding
the survey) :

Many woman’s groups and representatives of HTV infected
women argue that public concerns with the survey are focused
on issues around the infant and not the mother; therefore,
the issue becomes an either/or sgituation: the woman’s right
to refuse testing vs society’s interest in knowing about the
infant. Casting the iseue in this light ignores the most
effective public health gtrategy we know: voluntary
"identification of ag many HIV positive pregnant women as
possible and entering the woman (and eventually the child)
into a continuum of medical and cupport scrviccs as defined
in the CDC/PHS Counseling and Testing Guidelines.

We presently believe that voluntary identification of HIV
infected women will result in the greatest AZT use during
gestation, delivery and postpartum in the newborn. Mandatory
Lealing of women runs the risk of alienating the mother from
the health care system and she, in most instances, is the
primary care giver for herself and the child.

= N Rigk of Mandatory Testing due to Surivey and Guidelines:

I'he Ackerman bill has rekindled discussions around the need
for mandatory testing of pregnant women and their newborn
infants. The discussion has focused on the new
recommendations from the CDC on AZT use during pregnancy and
the use of trimethoprim/gulfamethoxazocle (Septra/Bactrim)
for prophylaxis of PCP infection in infants born to HIV
positive mothers. This has also resgulted in a re-hash of
issues around universal testing, partner notification and
name reporting. The concern is that the Ackerman bill, if
it comee to a vote, may precipitate House floor diescussions
that gquickly turn to the larger concerns around mandatory
universal testing with name reporting.

We continue to believe that testingishould remain voluntary.
(Proe and cons of mandatory testing are attached)
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Etrateqgy
The CDC/PHS consultation process will happen within the next
5 weeks. It will consist of two pathways--one looking at

monitoring the HIV epidemic (both the mechanics of the
survey, need, recommended changes to meet the stated
manydales) ; and a second pathway looking at issues of
implemantation across PHS agencies, states, and the private
sector. The CDC will take the lead.on the issues
surrounding surveillance, and the office of HIV/AIDS Policy
will take the lead on implementaticn. We will then analy:ze
the recommendations from the consultant meetings and design
a joint strategy for immediate impléementation. We are
confident we will be ready to complete this process and
initiate a comprehensive Federal approach by the beginning
of the next fiscal year (October '95).

Attachments
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IV/AIDS

information on...

The HIV Survey in Childbeqring Women

The HIV Survey in Childbearing Women is an ongoing, national effort begun in 1988. CDC
conducts the survey to track HIV infection in women, to provide information for planning health
care resource needs, and to better target services and care to two groups increasingly affected

by AIDS-women and children. In fiscal year 1994, the survey cost approximately $10.5
million.

How are the findings used?

This survey provides the most accurate picture of the prevalence of HIV infection amung
women delivering infants nationwide, and allows CDC to estimate the prevalence of HIV
infection in the much larger population of all American women. Because infection in the
mother indicates HIV exposure to the infant, the survey is also a basis from which 10 estimate
the number of children born with HIV each year. This information is critical for planning,

delivering, and evaluating public health programs designed to prevent HIV infection in all
women and in children.

"

What are the findings?

In 1993 (the most recent year for which complete data are available), an estimated 7,000
HIV-infected women gave birth in the United States, or about 1 in every 625 women giving
birth. HIV can be passed from mother to child during pregnancy, labor, and Jdelivery
("perinatal transmission”) and by breastfeeding. Although all infants born to infected women
initially show a positive HIV antibody test, not all are truly infected. The mother-ta-child

transmission rale is 15%-30%, which translates 1o about 1,000-2,000 HiV-infected infants
born in America in 1993.

What does an HIV-positive test result mean?

A positive HIV antibody test result reflects infection in the mother;, but not necessarily the
infant, because maternal antibodies to HIV are passed to the baby even when the virus is not.
Infants' HIV status must be determined through careful follow up, which includes using
specialized diagnostic tests and monitoring for clinical signs and symptoms of HIV infection.
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Why are the personal identifiers removed (why is the study blinded)?

Blinded testing is the maost accurate way to track HIV prevalence in childbearing women across
the country. The survey's public health goal is to elicit much-needed information about a//
American women delivering babies and their infants, not to pinpoint specific cases of HIV
infection. It is not a diagnostic tool for individual women or infants. CDC has issued draft
guidelines for health care providers to address individual pregnant women's needs.

Would unblinding the survey prevent infants from being infected?

No. The best way to prevent HIV infection in infants is to prevent HIV infection in women. To
reduce perinatal HIV transmission, women must be offered HIV counseling and voluntary
testing before or early during pregnancy. If a woman is infected with HIV, she should consult
with her health care provider and weigh the risks and benefits of 1aking AZT as early as the
14U week of pregnancy, and certainly wel/ before the birth of her child. Knowing about HIV

infection during pregnancy allows the woman and her health care providers to plan better and
to coordinate with pediatric care for the infanlt.

Identifying infants by name in the current metabolic screegning program (unblinding the survey)
would be the same as mandatory testing of women, which CDC does not support. It would ¢

not accomplish public health or medical goals, and it would not be in accordance with the CDC
draft guidelines.

Where is the survey conducted?

CDC is conducting the survey in collaboration with the health departments of 45 states, the
District of Columbia, Puerto Rico, and the Virgin Islands. The five states not conducting the
survey are ldaho, Nebraska, North Dakota,' South Dakota, and Vermont.

How are the data collected?

The survey uses |eftover blood from routine newborn metgbolic screening. After all personal
identifying information is permanently separated from the blood, it is tested for HIV antibody.
Limited demogrephic data, including the month and county of birth, are abstracted from the

metabolic screening form, and in some states, the mother's age group and race/ethnicity are

also collected. State health departments compile the survey results and periodically transfer
the data to CDC. . :

How is HIV antbody testing performed?

Laboratory testing for the survey is conducted in state public health laboratories using standard
enzyme immunoassay (EIA) and Western blot methods specially adapted to dried blood

specimens collected on filter paper. All laboratories participate in a special CDC quality
assurance program.
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How are the data from the survey reported?

State health departments periodically report results from ithe survey in health department
newsletters or press releases. CDC recently published a summary of survey data in the
National HIV Serosurveillance Summary, Results through 1992 (single copies available from the
CDC National AIDS Clearinghouse, 1-800-458-5231).

What do CDC's draft guidelines for pregnant women caﬂj for?

CDC's draft guidelines call upon medical professionals to, counsel all pregnant women about
HIV and 1o offer voluntary testing. The draft guidelines were developed to help women learn
before or during pregnancy if they are infecled, enabling them to seek and receive the care
they need for themselves and for reducing the chances df transmitting HIV to their infants. A

notice of the public comment period for the draft guidelines appears in the February 23, 19395,
Federal Register.

Studies show thiat when her health care provider talks with a pregnant woman about the test
and what it means for her and her baby, most women choose to be tested and then be treated
as 1their doctor recommends. For example, in an innar- crty hospital in Atlanta, Georgia, 96% of

women chose to be tested after being provided HIV counseling and offered HIV testing as part
of prenatal care.

What does the Public Health Service recornmend regarding use of AZT in pregnancy?

Based on the findings of ACTG 076, the Public Health Service published recommendations in
the MMWR (Vol. 43, No. RR-11, August 5, 1994). They are designed to provide a basis for
discussion between an HIV-infected pregnant woman and her health care provider about the
use of AZT 1o reduce perinatal HIV transmission. The document provides recommendations
regarding the use of AZT to reduce the risk of perinatal HIV transmission for women whose

clinical situation meets the entry criteria for ACTG Protocol 076 as well as for HIV-infected
pregnant women with differing clinical situations.

HIV-infected women should be informed of the substantial benefit and short-term safety of AZT
administered during pregnancy and the neonatal period observed in the ACTG Protocol 076.
However, they must also be informed that the long-term risks of AZT therapy to themselves
and their children are unknown. A woman's decision 10 use AZT to reduce the risk of HIV

transmission to her infant should be based on a balance of the benefits and potential risks of
the regimen to herself and her child.
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Issuance of the proposed PHS Recommendations for HIV counseling
and voluntary testing of pregnant women and their infants, and
provision of preventative therapy is a high public health
priority. These efforts, coupled with forthcoming
recommendations for prevention and treatment of opportunistic
infections in infants, add new urgency to encouraging all
pregnant women to learn their HIV status and access appropriate
care for themselves and preventive efforts for their newborns.

In light of these new prevention and tredtment opportunities, I
am requesting that you suspend the Survey of Childbearing Women
until we have completed a consultative process with the Statecs,
CDC Advisory Committee of Prevention of HIV Infection and
interested parties. It is my hope that we can work together to
develop a strategy that takes full advantiage of the opportunities
to prevent HIV transmission and slow the course of disease
" progression in these populations as outlined in PHS

Recommendations for HIV Counseling and Testing for Pregnant

3 Women.

Within the next few weeks, the Director of the Centers for
Disease Control and Prevention will begin a process, assisted by
external expert consultants, to consider the advisability and
feasibility of developing appropriate surveillance mechanisms in
the context of implementing prenatal counseling and testing
recommendations and advise CDC and the Public Health Service on a
plan to :(1) ensure that all pregnant women are offered HIV
counseling and testing and that they and their child are entered
into a continuum of medical and support services; (2) fully
evaluate the implementation and effectiveness of the guidelines;
(3) continue to monitor trends in HIV infection in women; and (4)
assess the advisability and feasibility of developing appropriate
surveillance mechanics for these purposes. Participation in this
process by public health officials, private providers, medical
and ethical experts, providers caring for women and children with
HIV disease, and communities affected by HIV would be most
helpful to eusuring widespread implementation of the Committee’s
findings and recommendations. ,
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I am confident that thim consultativc process can provide a
strong foundation for determining how best to achieve these
ocals. It is my expectation that we will continue to meet the
mportant goals held by CNC and State hcalth departments of
preventing the spread of the HIV epidemic and monitoring its
movement in the country.

Sincerely,

r : P
Ph Mee, ‘M.D.
As tant /[Secretary for Health
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Mandatory Testing of Pregnant Women

. Learning one’s HIV status allows people the opportunity to seek early medical
interventions and the opportunity to provide referrals to social, legal and
psycholougical scrvices. It also provides and opportunity for personal risk assessment,
and education about HIV.

. Recent rescarch has shown that Zidovudine (ZDV) treatment, wpen. administered to
HIV-infected women during pregnancy and to their newborns, significantly reduces
the ratc of perinatal HIV transmission. Knowledge of one’s HIV status offers the
opportunity to offer ZDV treatment during pregnancy.

. Knowledge of a mother's HIV status would prevent possible H1V transmission
through breast feeding.

. Knowledge of a mother’s HIV status would allow prophylactic measures to be taken
to prevent the onset of opportuinstic infections such as Pnewmnocystis carinii
pneumonia (PCP) in infants.

. Mandatory testing of newborns and pregnant women would undermine the .
establishment of a trusting relationship between each mother and the health care
system. This partnership, so critical to the proper care of both infant and mother, is
far less likely to occur if it begins with a peremptory or imposing act.

. The most important factor in a baby’s care is her mother. Building a relationship
through counscling and consent enables health care providers to Keep the baby
connected to the health care system.

Compliance with medical care is likely to be greatest when the patient feels she has
made an informed judgement regarding HIV testing for herself or her infant.

The best way to insure care for mothers and infants is to provide comprehensive,

supportive health care services, including counseling about HIV and voluntary HIV
testing.

1he overwhelming majority of women offered the opportunity to be tested voluntarily

will do so if they are assured that their confidentiality will be protected and that care
and services will be provided for the habies and themselves:

- Of over 3,500 women registered for prenatal care at Grady Memorial Hospital in
Adanua, GA, 96 percent chose o be tested after being provided HIV counselhing and
offered voluntary testing (Lindsey, 1989). :
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- At the Harlem Hospital in New York City, 95 percent of women at the high-risk
pregnancy center voluntarily couscuted 10 HIV testing aftcr counseling was offemd by
hospital health care providers (personal communication).

. There is real concern that mandatory testing for H‘IV will discourage pregnant women
form secking care. Mandatory testing has been shown to drive people away from the
health care system. This would rcsult in a double tragedy --adversely affecting infants
of mothers who don’t have HIV, and denying the opportunity for HIV prevention to
infants of HIV positive mothers.

- The majority of HIV-infected women are from low-<income communities of color, and
wany of them have substancc abusc histories. These factors, combined with the very
real problems of discrimination, domestic violence, fear of losing their children,
create barriers to accessing care that will only be exacerbated by mandatory testing
programs. _

» Allocating funds for mandatory testing is a poor usé of resources. Mandatory testing
is expensive and ineffective because it causes many: people to avoid the system,
thereby increasing costs down the road.

Resources should be put in providing prenatal care which includes counseling about
IIIV and offcrs voluntary testing.
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METRO MATTERS.
Joyece Purnick

When AIDS Testing Collides With Confidentiality

N an snnourcement thal stunned W ashingion,
the Clinton Adminisiration last week suspend-.
ueluwm- T program 1o test pewborms
mmusms.'rb-muu,
mmmumwruummumu

o motvers, was made by wp Adminiscration off-

cials in Washinglon despite some disagreement
#f the Centers for Discase Control and Preven-
tion in Allanta and it even surprised those who
support L

Somehow, skeptics saw the never-sublle signs
of politucs at work, especially since Lhe Lesting
prvgs s had been ot the conter of & furious bartle
between those who (avor slling mothers the text
results 5o (hat infants can be ireated and those
who argue that mandatory testing would Eigma-
uze women and scare many away from haalth
care.

Donna E. Shalala, Secretary of Health and Hu-
man Services, says the deciswon was not pahitical
atall. "There really are profound ethical goes-
tons nvolved,” she saxd in a lelephone interview
this week “Sometimes you do something for ope
purpose and it has uniniendsd consequences. '

In this case, the Governmeni found hself in pos-
acszion of pener v informateon atwerr Ihaticands
of Americans. It knew that 7,000 of the 2.5 raillion
babies lesied every year showed evidence of in-
fection by H.1.V,, the virus that causes AIDS, in
Lheir blood. But their molhers did nol know be-
CAuse Lpe 18S1S WerT “Dlind.  Suiire o s cven
drew paralieis o the infamous Tutkegee exparn.
menis, in whieh the United States Public Health
Scrvice denved 1reatment (or syphilis to more

than 400 black men, to study the effects of the dis-
caLw

- thought there was 8 seTious ques-
ton about collecung infermation
sbout which =e dwan’it mlorm par-

cnis”’ s810 Ms. Shalala There would seem o be a

simpie wolulion ' inform U parents. as Repre-

mmmnﬁMnﬂmm
the bill be now has 1o rewrite, as is slready dogre
..,m."""”"”:.:u"“"“"n o R
w cell nremia.
MNh’Al'maltmh-&\l-
er. Approximaiely 75 percemt of de infants wio
test positive do not have e virus that causes.
AlDS; dhey carry wweir mocer's!
mmmmrymﬁ-r wirpse baby tams
positive is infectad with the virus. Which
Dhal testing ihe baby (s really tesiling the mother,
and this is where politics and policy intersecy
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THE SECRETARY OF HEALTH AND HUMAN SERVICES
WASHINGTON, D.C. 20201

May 26, 1995

MEMORANDUM FOR THE PRESIDENT AND THE FIRST LADY

A._’-
FROM: Donna E. Shaiaia‘D——; &
Patricia S. Fleming, National AIDS Policy Director %‘L J / é‘“’y

SUBJECT: HIV TESTING OF PREGNANT WOMEN AND NEWBORN INFANTS
Background

Recent scientific advances in the treatment of infants with HIV infection and in the
prevention of perinatal transmission of HIV resulting from the AIDS Clinical Trials Group
076 (ACTG 076) have raised a series of public policy issues. Legislation by Rep. Gary
Ackerman (D-NY) to "unblind" an HIV survey of childbearing women has also increased the
political tension around these issues. The central policy questions raised by this science are:

L] Should a blinded epidemiological survey of HIV in childbearing women be continued,
discontinued, or "unblinded"?

® Should the Federal government impose mandatory testing on pregnant women or
newborns?

In the last 15 months, the Department of Health and Human Services has responded
aggressively to the scientific advances represented by ACTG 076 by issuing additional
recommendations regarding HIV testing and treatment of pregnant women and newborn
infants. It has also recently suspended the ongoing survey of childbearing women. With the
survey suspended, HHS will shortly begin a consultative process with states, affected groups,
medical professionals, and ethicists to deal with these issues.

I ACTG 076 Results

In February 1994, researchers funded by the National Institutes of Health (NIH) reported the
results of ACTG 076, which found that the use of AZT by an asymptomatic HIV-positive
woman during pregnancy, labor, and childbirth and by the newborn for six weeks following
birth can reduce the risk of perinatal HIV transmission by as much as 67% (from an average
of 25% to 8%). This is the first time we have been able to block transmission of HIV with a
drug.
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II Testing and Treatment of Pregnant Women

Pre-ACTG 076: As early as December 1985, guidelines issued by the Centers for Disease
Control and Prevention (CDC) recommended that at-risk pregnant women and their partners
should be counseled about HIV and offered a test. In 1987, CDC advised that at-risk women
of child-bearing age should be counseled and voluntarily tested in order to discourage those
who are HIV-infected from becoming pregnant.

Post-ACTG 076: Following the release of ACTG 076, CDC consulted with outside experts
and developed a new set of guidelines for all pregnant women. The new guidelines
recommend that doctors counsel pregnant women to accept voluntary HIV testing. Doctors
should offer pregnant women who are HIV-positive treatment with AZT to lower the risk of
transmission to their babies. The guidelines also recommend that women who have not
received prenatal care or do not know their HIV-status at delivery, should be counseled and
offered voluntary testing for themselves and their newborns before leaving the hospital.
These draft guidelines, which drew strong support from medical, public health, and ethics
groups, will be issued in final form in June.

I Testing and Treatment of Newborns

Since all babies carry their mothers’ antibodies at birth, a test of a newborn simply reflects
the mother’s HIV-status -- not the newborn’s own HIV-status. However, recent advances
make it possible to effectively treat such babies to prevent certain AIDS-related conditions.

Until recently, CDC recommended that only those HIV-positive newborns with suppressed
immune systems be treated with antibiotics to prevent Pneumocystis carinii pneumonia
(PCP), a nearly always fatal opportunistic infection for babies with AIDS. In April 1995,
CDC greatly expanded those guidelines to recommend treating all babies born to HIV-
positive women with antibiotics beginning at 4-to-6 weeks for perinatally-exposed infants and
continuing treatment through 12 months for HIV-infected infants.

It is critical to note that neither mandatory testing of newborns nor the unblinding of the
CDC survey would prevent even one case of perinatal transmission of HIV, since to block
transmission AZT must be administered during pregnancy and childbirth. Focusing on
testing newborns would be too little, too late to save infants from HIV and AIDS.

IV CDC Survey of HIV in Childbearing Women

Beginning in 1988, during the Reagan Administration, CDC, in cooperation with state and
territorial health departments in 45 states, DC, Puerto Rico, and the Virgin Islands,
conducted an epidemiological survey of childbearing women in the U.S. to determine the
prevalence of HIV infection in that population. The current cost of the survey is $10.5
million a year.
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The survey uses leftover blood taken from approximately 45% of newborns during routine
"heel stick" tests for genetic conditions. About 2.5 million babies are tested each year out of
a total of 4.5 million babies born in the U.S. No additional blood is taken for this survey.
To obtain the most accurate and unbiased scientific data and to conform with scientific and
ethical review requirements and informed consent statutes, the results are "blinded," thus the
women cannot be informed of the results. In fact, all identifiers are separated from the
sample before an HIV test is run.

The CDC survey has been approved by numerous ethical review boards. Anonymous,
unlinked testing has been accepted as a standard for monitoring the HIV epidemic by the —
World Health Organization. It would not be feasible to "unblind" this survey without first
obtaining informed, written consent from the mothers. Such a change would fundamentally
alter the survey, changing it from a surveillance tool to a testing program. Since some
women would refuse testing because of their concern about a record of their infection, such
an approach would skew the results and render the survey epidemiologically much less useful
for monitoring the epidemic.

The survey has provided useful data on the prevalence of HIV among childbearing women
and among women in general. CDC has found that an estimated 7,000 HIV-positive women
give birth in the U.S. each year and that an estimated 2,000 of those babies remain HIV-
positive themselves. The survey has been used to plan research, prevention, and care
programs at the state, local, and federal levels.

However, the results of ACTG 076 and the resulting importance of testing women before or
early in pregnancy, as well as the new guidelines for treatment of infants with PCP
prophylaxis, dictated that this survey be reexamined. Thus, on May 11, with the
concurrence of Secretary Shalala, Dr. Phil Lee, Assistant Secretary for Health, asked State
Health Directors to suspend testing under the Survey of Childbearing Women and to join the
PHS in a consultative process on the best way to proceed on monitoring the epidemic in
women and infants, preventing perinatal transmission, and assuring care for HIV-positive
pregnant women and newborns.

CDC and PHS officials currently are finalizing plans for a consultative process that will
include Federal. state, and local health officials, medical and public health experts, medical
CULLISS, alld emoers O atiected populations. The process wili focus on tour issues:
Counseling and testing of pregnant women; testing of newborns; treatment of HIV-infected
women and infants; and monitoring of HIV in women and children. This process should be
underway by July 1.

Vv The Ackerman Bill

The CDC survey has spurred a great deal of public debate, primarily around legislation by
Rep. Gary Ackerman (D-NY) that would require states that conduct HIV testing of newborns
to notify the mother or legal guardian of the test results.
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The Ackerman bill was first introduced in 1994, shortly after the release of the ACTG 076
findings, but saw no action that year. Congressman Ackerman has reintroduced the bill
(H.R.1289), and now ktus 220 cosponsors (including 160 Democrats) ranging across the
political spectrum. Mr Ackerman has been very successful in gaining support for his bill, in
part, due to the fact that he began his efforts before the CDC guidelines on counseling and
testing were issued. Therefore, members of Congress who were not comfortable with his
approach had nothing to be "for." Many members were approached on the floor before they
had a chance to study the bill or consult their staff. :

Mr. Ackerman has some misunderstandings about his legislation. While he says it would
“save babies," the reality is the testing of newborns comes too late to prevent HIV
transmission. It would, however, allow for PCP prophylaxis and warn HIV-infected women
not to breast feed.

In reality, the Ackerman bill is a de facro proposal for mandatory testing of childbearing
women. If it were to become law, the CDC surveillance study would be out of compliance
with state statutes regarding informed consent. And it still would not prevent a single case
of perinatal transmission of HIV.

Mr. Ackerman has modeled his bill on one by New York State Assemblywoman Nettie
Mayersohn. Following a heated debate in 1994, New York agreed to establish guidelines for
routine counseling and voluntary testing of pregnant women, much like those recently issued
by CDC. Early results show a promising rise in the number of women being tested.

A% § Mandatory v Voluntary HIV Testing

Throughout the AIDS epidemic, public health officials have pursued a policy of routine
counseling and voluntary testing for HIV. The Federal government and the states have made
a small number of exceptions to that policy (military recruits and active duty personnel, some
Federal prisoners, Job Corps applicants, immigrants, and blood donors). In all other cases,
our goal is to pull people toward testing, not to drive them away from it.

A voluntary approach is critical for HIV-positive pregnant women. The treatment required
to prevent HIV transmission requires the woman to take AZT during pregnancy and
citidbirin, and 0 administer e drug oraily to her child three umes a day tor six weeks atter
birth. To ensure success. we need maximum cooperation from the mother.

Evidence suggests that mandatory testing would severely damage the likelihood of
cooperation by the mother. Indeed, there is strong evidence that routine counseling and
voluntary HIV testing of pregnant women can be highly successful. For example, Atlanta’s
Grady Memorial Hospital has a 96 percent success rate in getting pregnant women to
volunteer for an HIV test. Similar results have been reported at public hospitals in Miami,
Los Angeles, and New York. Among the women who have tested HIV-positive, a very high
percentage agree to AZT treatment.
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Conversely, there are several examples where the use of mandatory testing has had negative
effects. They include:

& Efforts to impose mandatory drug testing are reported to have resulted in a sharp
decline in the number of people seeking care. For women, the reason most
frequently cited was a fear that they would lose custody of their children.

L] In 1989, Illinois imposed mandatory HIV testing for marriage license applicants and
saw a sharp increase in the number of couples crossing state lines to be married. The
state repealed the law in 1991.

The use of routine counseling and voluntary testing has been supported by all of the major
professional organizations in the country, including the American Academy of Pediatrics,
American College of Obstetrics and Gynecology, the American Nurses Association, the
Association of State and Territorial Health Officers, the American Public Health Association,
and the Pediatric AIDS Foundation.

vl Additional Actions

In addition to the steps described above, HHS has taken other actions to respond to the
results of ACTG 076. They include the following.

L] The Food and Drug Administration has changed its labeling instructions for AZT to
allow its use in pregnant women and newborns.

L] The Health Care Financing Administration has instructed states to include perinatal
use of AZT in their Medicaid drug formularies.

L NIH is funding research to follow the women and infants involved in ACTG 076 to
determine the long-term effects of AZT treatment during pregnancy and childbirth.

° The Agency for Health Care Policy and Research is developing materials for
consumers explaining perinatal transmission and AZT’s role in reducing transmission.

VIII Conclusion

HHS’s approach of counseling and voluntary testing for all pregnant women is a sound
public health approach to preventing perinatal transmission of HIV. It has been
demonstrated to be effective in getting women tested and to ensure that they cooperate with
the full course of treatment for themselves and their newborns. We believe some thoughtful
questions have been raised about continuing the CDC Survey of Childbearing Women. The
upcoming consultation should produce several viable alternatives to the suspended survey that
will allow us to continue vital surveillance of the epidemic and direct Federal resources
where they will do the most good.
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- All pregnant women should be of-
fered a test to see if they are infected
with the virus that causes AIDS, the
federal Public Health Service recom-

mends 1n new es published to-

y.
“The guidelines, released by the
Centers for Disease Control and Pre-
vention (CDC), call for routine prena-
tal counseling about the human immu-
nodeficiency virus (HIV) and
voluntary testing for the 4 million

American women who become preg-
nant each vear, o
The Public Health Service devel-
oped the guidelines after recent stud-
ies showed that treatment of HIV-in-
ted pregnant women with the drug
T sharply reduced the transmission
f the virus to their babies—a finding
at CDC Director David Satcher
called “an unprecedented break-
through in HIV prevention” in a state-
ment yesterday. The findings were
published late last year in the New

England Journal of Medicine,

@ “We believe this should really be
the standard of care for pregnant
women in the United States,” said
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: prevention for the CDC. “This should
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The CDC is encouraging insurers
and the federal Medicaid program to
cover the cost of the tests.

The new recommendations mark a
shift in policy for the Public Health
Service, which had previously recom-
mended testing for women at high

- risk of infection, such as intravenous
CD drug users and prostitutes.

Last year's study found that HIV-

infected pregnant women who take
h AZT (also known as zidovudine) can
° reduce the chances of transmittin

sults, the therapy should begin by the
14th week of pregnancy and continue
through labor and delivery; the drug
should also be administered to the in-
SR fant for the first six weeks of life.
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The CDC estimates that as many as
2,000 HIV-infected babies are born
See HIV, A8,Col. 1
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Ryan White Care Act of 1990, a five-
year program funding AIDS treat-
ment, is working its way through the
legislative process. A coalition that in-
cludes some AIDS organizations and
religious groups is pushing to have the
legislation include mandatory HIV
testing of all newborn babies. Without

HIV, From Al

each year in the United States, and
that 7,000 HIV-infected American
women give birth each year.

Through December 1994, the CDC
had reported 58,428 cases of AIDS
among adult and adolescent women,
and the numbers are rising faster
among women than men. Women
made up only 7 percent of all AIDS
cases in 1985 but a t r 18

rcent of all cases by 1994. AIDS is

the fourth-leading cause of death
G vomen between the 3765 o125

and 44.

According 'to CDC figures, African
American and Hispanic women ac-
count for 75 percent of all AIDS cases
reported among American women, al-
though they make up only 21 percent
of the population of American women.

The guidelines also suggest that
women who do not receive prenatal
care should be offered HIV testing for
themselves or their babies after birth.
The long-term effects of AZT therapy

. on mothers and children are not yet

known; the CDC said it is continuing
to monitor patients for long-term side
effects, but stressed that “a woman
should make a personal decision about
taking AZT only after she discusses
the benefits and potential risks for
herself and her chiid with her neaith
care provider.”

The CDC announcement comes at
a time when a multimillion-dollar gov-
ernment program that provides test-
ing and treatment for poor HIV-infec-
ted people is up for renewal in
Congress. Reauthorization of the

reauthorization, the program will be
abolished in September.

“There is massive bipartisan sup-
port for reauthorizing Ryan White,"
said Mike Collins, spokesman for the
House Commerce Committee, which

. is currently considering the bill.

For several years, the CDC has
tested a national sample of newborn
infants for HIV. A positive test meas-
ures antibodies to the virus in a baby’'s
blood and is evidence that the mother
is infected—but not necessarily the
baby. The testing was conducted sole-
ly to track the progress of the disease
within the population and was per-
formed anonymously. In May, the De-
partment of Health and Human Ser-
vices announced that it would
discontinue the blind testing program.

The new recommendations call for
women's test results to be kept confi-
dential unless state law prohibits it.
Studies have shown that most women
who have received HIV counseling
choose to be tested for the disease; in
one inner-city Atlanta hospital, 96
percent of pregnant women who re-

] ing ask be tested.

A prominent AIDS activist said that
the new proposals don't go far
enough. Shepherd Smith, president of
Americans for a Sound AIDS/HIV Pol-
icy, said that the CDC “got it back-
wards” and argued that testing shouid
be mandatory. -

The recommendations are being
published in today's Morbidity and
Mortality Weekly Report. Such rec-
ommendations are generally influen-
tial in setting the standard for medical
practice in the United States.




DRAFT

DEPARTMENT OF HEALTH AND HUMAN SERVICES 7/24 /6' -

PROPOSAL

This proposal provides the framework for a comprehensive federal
response to the issues of maternal and newborn testing for HIV.
The key issues are: 1) early identification of HIV-infected
pregnant women so that preventive AZT therapy can be offered;

2) early identification of HIV-exposed newborns so that
prophylactic treatment for infections may be started; and 3) a
surveillance capacity that can evaluate how effectively PHS
guidelines are implemented by health providers, and tracks the
epidemic’s movement among women and children.

COMPONENTS

2 4 Aggressive implementation of PHS guidelines for counseling
and testing among all PHS agencies. PHS programs serve the
majority of women at highest risk for HIV infection.
Extensive outreach to States and private providers to
support uptake and implementation of the recommendations.

IX. Discretionary grant program to assist States with
highest incidence of HIV+ childbearing women to implement
the guidelines. House and Senate proposals provide $10
million for 3-5 years.

III. Design a protocol for health care providers to follow when
confronted with a mother who refuses testing for her
infant. A clear sequence of steps to be taken that
attempts to address and resolve mother’s reasons for
refusal, while providing clinicians a clear endpoint at
which it is reasonable to request a court order if
necessary. This supports engaging mothers who ultimately
must provide treatments, and protects children’s needs.

IV Maximal involvement of Medicaid to support reimbursement
for counseling, testing and drug therapies.

Vs Modified surveillance tool to assess the extent of the HIV
epidemic among childbearing women and infants, and
evaluate implementation of PHS recommendations. CDC is
designing this tool now. If it involves blinded testing

of infants, parallel offering of counseling and testing
to mothers must be assured.




HHS ACTIVITIES ON COUNSELING AND TESTING OF HIV+ PREGNANT

WOMEN AND IMPLEMENTATION OF ACTG 076

oR-Ne!

Contact: Melissa
Sheppard
(404) 639-0956

and Providers

Consumers

AGENCY AUDIENCE MEDIUM/ CURRENT DUE DATE
PRODUCT ACTIVITY
Consumer C&T Guidelines for | Distribution to Published July 7
Advocacy Groups Pregnant Women Providers and

Consumer/Media C&T Fact Sheet Released to Media | February 1995
and Public
Consumer Evaluation of RFP to assess May 1995
Effectiveness acceptance of CT
and ZDV therapy
Consumer/Pregnant | PSA/Brochure with | Released at WH by | May 11, 1995
Women Pediatric AIDS Glasser/Hilary
Foundation Clinton

Prepared by:JMessore:OHAP:690-5560 Updated 7/21/95




HHS ACTIVITIES ON COUNSELING AND TESTING OF HIV+ PREGNANT

WOMEN AND IMPLEMENTATION OF ACTG 076

AGENCY AUDIENCE MEDIUM/ CURRENT DUE DATE
PRODUCT ACTIVITY
Health Care Co-op Agreement | Funded June 1995
Professionals with Georgetown
U to provide
information on CT
pregnant women to
medical schools
(train the trainer
program)
C Community Discussion on 076 | Workshop held Completed
Planning Groups and CT guidelines during March March 1995
D meeting
C
Community Fact sheet for Epidemiology, Completed
Planning Groups community risk-behaviors,
planning group co- | treatment,
chairs/CBOs prevention info

Prepared by:JMessore:OHAP:690-5560 Updated 7/21/95




HHS ACTIVITIES ON COUNSELING AND TESTING OF HIV+ PREGNANT
WOMEN AND IMPLEMENTATION OF ACTG 076

AGENCY

CDC

Contact:
Melissa Sheppard
(404) 639-0956

AUDIENCE MEDIUM/ CURRENT DUE DATE
PRODUCT ACTIVITY

Consumer Perinatal Assess effect ZDV | Ongoing
Transmission TX on perinatal
studies transmission

Consumer International Eval. practical Ongoing
Clinical Trials interventions for

developing
countries

Prepared by:JMessore:OHAP:690-5560) Updated 7/21/95




HHS ACTIVITIES ON COUNSELING AND TESTING OF HIV+ PREGNANT
WOMEN AND IMPLEMENTATION OF ACTG 076

AGENCY AUDIENCE MEDIUM/ CURRENT DUE DATE
PRODUCT ACTIVITY
A Consumer Consumer Guide Draft pilot tested in | September 1995
on ZDV Therapy - | 400 women by
H development of Columbia U. As
product result of pilot,
C brochure shortened
and recirculated for
P additional review
and comment.
Consumer 4 Targeted Pieces | In revision -shorten | September 1995
Consumer Consumer Guide Final Product September 1995
on ZDV Therapy Distribution
(with other PHS Consumer Video Tapes 10 3 of 5 shot September 1995
Agencies) minutes each
Consumer PSAs in progress September 1995
Consumer Audio Tapes In progress September 1995

Prepared by:JMessore:OHAP:690-5560 Updated 7/21/95




HHS ACTIVITIES ON COUNSELING AND TESTING OF HIV+ PREGNANT
WOMEN AND IMPLEMENTATION OF ACTG 076

AGENCY

Contact: Peter
Garrett

(301) 594-1364 x
173

AUDIENCE MEDIUM/ CURRENT DUE DATE
PRODUCT ACTIVITY
Consumer/Provider | Distribution Plan Developing Plan September 1995
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HHS ACTIVITIES ON COUNSELING AND TESTING OF HIV+ PREGNANT

WOMEN AND IMPLEMENTATION OF ACTG 076

AGENCY AUDIENCE MEDIUM/ CURRENT DUE DATE
PRODUCT ACTIVITY
H State Medicaid Letter re covering Done December 1994
Directors AZT for HIV+
C pregnant women
Contact: Samuel State Medicaid Distribute AHCPR | In progress July 1995
Shaker, MD Directors Consumer
(202) 690-5727 Guidelines

Prepared by:JMessore:OHAP:690-5560 Updated 7/21/95




HHS ACTIVITIES ON COUNSELING AND TESTING OF HIV+ PREGNANT

WOMEN AND IMPLEMENTATION OF ACTG 076

(301) 443-4588

plan

AGENCY AUDIENCE MEDIUM/ CURRENT DUE DATE
PRODUCT ACTIVITY
Providers Letter to Grantees | Completed June 1994
on results of 076
Providers Letter to grantees Completed January 1995
to offer C&T and
offer ACTG 076
H Providers Program Advisory | Draft released for Comments due to
on ZDV therapy in | public comment HRSA by 8/10
R HRSA programs
Providers Technical Develop. Ongoing
Assistance to implementation
States and Title I strategies
EMSs
Contact: Russell Consumers/ Bureau specific Bureaus planning Ongoing
Gerber, MD Providers implementation process in progress

Prepared by J:Messore:OHAP:(202)690-5560 Updated 7/21/95




HHS ACTIVITIES ON COUNSELING AND TESTING OF HIV+ PREGNANT

WOMEN AND IMPLEMENTATION OF ACTG 076

AGENCY AUDIENCE MEDIUM/ CURRENT DUE DATE
PRODUCT ACTIVITY
Providers AETC Provider Being developed by | Field test -
Guide AETC and September 1995
Columbia U
Providers AETC National All AETC's have June 1995
Plan for training plans filed with
providers HRSA - some
revisions in
progress
H Providers AETC International | Completed June 1995
State of the Art
R Clinical Conference
Call on 076
S implementation
A
Contact: Russell | Grantees Annul Meeting Completed June 1995
Gerber, MD (BHRD) RWCA Title I and
(301) 443-4588 Title II - Plenary
and Workshops on
076
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HHS ACTIVITIES ON COUNSELING AND TESTING OF HIV+ PREGNANT

WOMEN AND IMPLEMENTATION OF ACTG 076

AGENCY AUDIENCE MEDIUM/ CURRENT DUE DATE
PRODUCT ACTIVITY
Grantees SPNS Project for Funded June 1995
(BHRD) Comprehensive
Care Services for
Women including
ACTG 076
H Grantees AMCHP Survey of | Draft Survey went | September 1995
(MCHB) State DOH on out 3/95 - Report
R guidance for C&T | being reviewed by
and provision of MCHB and HRSA.
S care for ACTG 076
A
Contact: Russell | Grantees Publish Newsletter | Under development | June 1995
Gerber, MD (BPHC) notifying grantees
(301) 443-4588 about 076
Grantees WIN-Women's Funded June, 1995
(MCHB) Initiative for HIV
Care and Reduction
of Perinatal HIV
transmission
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HHS ACTIVITIES ON COUNSELING AND TESTING OF HIV+ PREGNANT

WOMEN AND IMPLEMENTATION OF ACTG 076

I
H
S

Contact: Emmett
Chase (505) 837-
4116

076 results and Tx
recommendation -
ACOG input on
recs.

Offering Treatment
to all HIV+ preg.
women

AGENCY AUDIENCE MEDIUM/ CURRENT DUE DATE
PRODUCT ACTIVITY
IHS Providers Distributed info on
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HHS ACTIVITIES ON COUNSELING AND TESTING OF HIV+ PREGNANT

WOMEN AND IMPLEMENTATION OF ACTG 076

term follow-up of
infants in 076
ACTG

AGENCY AUDIENCE MEDIUM/ CURRENT DUE DATE
PRODUCT ACTIVITY
N Providers Treatment Done August 1994
Consumers Guidelines
Providers Publication ACTG | Done November 1994
076 results
Contact: Robert Providers Technical Assist. to | Ongoing
Eisinger, Ph.D. Consumers medical orgs. and e.g. AAP-3/95
(301) 402-8655 consumer grps. Soc. Clin Trials-
8/95
(with other PHS Consumer US/ International Evaluation of Ongoing and
Agencies) Clinical Trials prevention planned trials
interventions
Providers International HIV Investigator Summer 1995
Consumers Prevention Proj. meeting
Consumers Prospective long Ongoing
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WOMEN AND IMPLEMENTATION OF ACTG 076

AGENCY AUDIENCE MEDIUM/ CURRENT DUE DATE

PRODUCT ACTIVITY

N Consumers Prospective studies Ongoing
for follow-up of

I adult women in

ACTG 076 for 3

H yrs post delivery

12
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WOMEN AND IMPLEMENTATION OF ACTG 076

Plans

discuss
implementation
plans

AGENCY AUDIENCE MEDIUM/ CURRENT DUE DATE
PRODUCT ACTIVITY
S Providers Letter to Grantees | Recommendations | August 1995
being developed to
A ensure referral for
counseling and
M testing for pregnant
women
Contact: Barbara
Garcia
(301) 443-5305
Pregnant/ Residential Ongoing
Postpartum Substance Abuse
Women Treatment Prog.
Providers Implementation Internal meetings to | Ongoing
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