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June 26, 1995

Representative Thomas J. Bliley Jr.
U.S. House of Representatives

2241 Rayburn House Office Building
Washingion, DC 20515

Dear Representative Bliley:

The American Academy of Pediatrics (AAP) was pleased to testify on May 11, 1995,
before the Subcommittee on Health and Environment on HIV testing of women and
infants, This is an extraordinarily complex and passionatc debuate -- one that has been
discussed extensively by the membership and leadership of our national organization,
which represents over 48,000 physicians. As Congress further contemplates this issue, it
is essential they undersiand the medical, as well as the social and behavioral components
of any legislative action.

The HIV/AIDS epidemic is increasing in women of childbearing age and spreading
beyond previously defined risk groups and geographic areas. This increase has been
reflected by a similar increase in children.

There are now clear medical benefits of knowing the HIV status of pregnant women and

~hewborns. Treatments are currently available to significantly reduce the HIV

transmission from mother to infant (zidovudine/AZT.) In fact, the study results which
documented the value of AZT in pregnancy can save up to 1000 lives annually and
represents the most important medical breakthrough in recent years. In addition, the lives
of the small percentage of infants not protected by the AZT treatment can be prolonged
infants by initiating medical care within the first months of life in order to reduce
infections such as pneurnocystis carinii pneumonia (PCP).

It is essential that Members of Congress understand that both AZT and PCP medical
treatments [or women and children require intensive, daily/regular, and prolonged
dosages of medication. Compliance with medical care is likely to be preatest when the
patient is tully informed and feels she has made an educated judgment regarding HIV
testing for herself or her infant. A relationship of respect and trust between women and
the health care system is critically important to the identification of women and infants
who are [11V-infected and their subscquent care and treatment.

To comprehensively and compassionately address HIV infection in women and
infants, it is recommended that all pregnant women receive HIV education and
counseling and that they be routincly tested with consent, as part of their part of
their prenatal care. For newborns whose mother’s HIV status is unknown at
birth, it is recommended that they be tested with the consent of their mother.
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Testing programs must be confidential, voluntary and accompanied by cultural and ethnically
appropriate information regarding HIV infection.

We support utilization of consent procedures that facilitate rapid incorporation of HIV education
and testing for women, and infants in the routine medical care setting. Consent may be obtained

in a variety of ways and may include documented patient education, with testing to take place
unless rejected in writing by the patient.

We caution Congress against imposing unrealistic and negative restrictions on women and infants.
We ask that you consider these recommendations as the debate over HIV testing continues in

Congress.

Sincerely,

/nge Lorerel , UD
George D. Comerci, MD

President

w



TO: Hillary Rodham Clinton
FROM: Jennifer Klein f.x.

DATE: 6/5/95

RE: Letter to Editor on HIV Testing

The 25% that Dr. Arons refers to is the actual rate ot transmission from mother to
child. If a woman is HIV positive, there is a 25% chance that her baby will be infected.
However, almost all babies born to HIV positive mothers test positive at birth because they
still have maternal antibodies. Therefore, the initial result is not an accurate test of the HIV
status of the baby.

The sentence that you underlined seems to suggest that all states or health care
providers be required to offer HIV counseling and testing. The American College of
Obstetrics and Gynecology will release guidelines in September that make voluntary
counseling and testing the "standard of care" for all pregnant women. This, according to
physicians, will effectively serve as a mandate because doctors fear that they will be held
libel in a malpractice suit if they do not follow professional guidelines.

ce: Maggie Williams



TO: Hillary Rodham Clinton

FROM: Jennifer Klein g
DATE: 6/28/95
RE: HIV Testing of Pregnant Women and Newborns

Attached please find a memo from Patsy Fleming about the Coburn amendment that
we discussed yesterday. 1 wanted to highlight two things. First, Patsy notes that the Public
Health Service meeting on July 11 and 12 is expected to address "what policies are
appropriate when neither the mother nor the newborn has been tested voluntarily." Second,
the attached letter from the National Governors Association (NGA) points out that the
Coburn amendment is overly broad given the geographic concentration of AIDS.

According to the NGA, between 1993 and 1994, 63% of all pediatric AIDS cases occurred
in only three states; 89% of cases occurred in 15 states.

These two facts give us a solid foundation for pursuing mandatory testing of

newborns in "high risk" areas. Jeff Levi in our AIDS office agrees that this is an accepted
public health approach. We are working together to develop a strategy.

cc: Melanne Verveer
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Editor:

“Colombia Marvels at Drug
pin: A Chain-Saw Killer, Too?"’
/s article, June 21): You miss a

* point when you turn to Henry

aiza Ceballos’s role with the army
ad police in what has become

«nown as the Trujillo massacre, the

murder of 107 people in 1990,
These officers were. ‘‘corrupt.”
"But Maj. Alirio Uruefia, who witness-
es say dismembered his victims with
a chain saw, was also a decorated
officer promoted after the Kkillings.
Far from ‘shocking” the Govern-
ment, the behavior of Major Uruefia
and his men was covered up until
international pressure marshaled by

Colombian human rights groups .

forced authorities to agree to a com-
mission to restudy the Trujillo case.

Only after this commission deliv-
ered its findings was Mr. Urueiia
dismissed.

For the courts, it is far easier
to grasp the Scorpion for drug-traf-
ficking than Mr. Uruefia, shielded by
an institutionalized esprit de corps
that defends even forced disappear-
ance — a secret arrest usually fol-
lowed by execution — as an ‘‘act
of service.” Until Colombia inves-
tigates, prosecutes and punishes
crimes committed by its own, cases
like Trujillo will remain the rule, not
the exception. ROBIN KIRK

Research Associate
Human Rights Watch-Americas
Washington, June 21, 1995

The Harm Infant H.LV. Testlng Can Do

To the Editor:

Re “AIDS Bables Deserve Help,
Now"' (editorial, June 25): The Ack-
erman-Coburn plan you endorse
would make AIDS funding to states
contingent on human immunodefi-
ciency virus testing of all babies
whose mothers have not accepted
voluntary testing during pregnancy.
This would force states to choose
between violating the rights of preg-
nant and newly delivered women, or
losing funds for the majority of indi-

- viduals with H.1.V.-AIDS who are not

directly involved in this controversy.

Talk Radid’s Roots

To the Editor:

The Freedom of Speech Award to
G. Gordon Liddy at the radio talk
show hosts convention should be con-
sidered an aberration (Chronicle,
June 26). For every Liddy on the far
right and every leftish host, there are
hundreds of radio talkers who voice
no political bent but who host pro-
grams of community service and
sage advice. They are on 500-watt
small-town stations as well as boom-
ers, networks and syndicate.

Talk radio started as ‘‘neighbor-
ing’’ in Iowa in the 1920’s. Despite the
current in-your-face fad, honest con-
tent remains a grass-roots ingredi-
ent of talk radio. ANNIE BREWER

~Dearborn, Mich., June 26, 1995
The writer edits Talk Shows and
Hosts on Radio, an annual directory.

"about 25 percent of infants tesiifig

Because the H.LV. test at birth iden-
tifies maternal antibodies in the- in--

fant, the resuit would be a profile of
the mother’s H.LV. status. The pro-
cess would thus amount to mandatory
testing of all mothers in two stages. If

they hadn’t volunteered during preg- -

nancy, the result would be obtained
through their infant surrogate.
Even without prenatal AZT,.qply

H.1.V. positive are truly infee{gd:
Does that justify overriding the rjght
to informed consent for the remsai
ing women who declined testingwi+
Using AZT, the perinatal transinjs-
sion rate has been reduced to 8iper-
cent. Thus, a better case can be magle
to require testing of all pregnant
women. Unfortunately, involuntary
testing could further cause wamen
hesitant to interact with the syseein
to avoid prenatal care altogetheriy

158
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I{_would be more constructiveito

mand that every pregnant wgm-
an be offered voluntary H LV {esting
with the assurance that if posifize,
she and her family would be entifted
to comprehensive medical, nutriton-
al and social services before, duting
and after birth. T
Women are more likely to accept
testing when persuaded that soclety
cares about them, rather than‘dis-
playing a punitive attitude that deval-
ues the mother in the name of saving
the baby. PAUL ARONS, MiD.
Medical Director, Leon Cottrty
Public Health'¥nit
Tallahassee, Fla., June 26,'-‘1‘695
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Even Before Medicare Cuts, Health Care System Has Changed.:’

To the Editor: =

Re your June 26 front-page news’

analysis on changes in the health
care system as a byproduct of budg-
et cutting: The important point you
make is that while the proposed
slowdown in Medicare and Medicaid
spending, which accounts for almost
one-third of total health care spend-
ing in this country, will probably
have a major impact on our health
_care system, nobody is sure yet just
how that impact will play out.

The point you miss is that the train
has already left the station. Profound
changes in our health care system
are already under way, precipitated

not by changes in government policy -
' " the proposed slowdown in Medicare

Illegal Parkers

To the Editor:

Re Joyce Purnick’s June 22 col-
umn on illegal parking in New York
City: Doctors and reporters are lim-
ited to parking at specially marked
areas during working hours only. In
my neighborhood all the unticketed,
illegally parked cars belong to police
officers and judges: the people
charged with enforcing the law.

Of course, they may not have
Health and Hospitals Commissioner
Maria Mitchell’s connections and
have parking tickets dismissed (news
article, June 25). This arrogance of
power needs to be further investigat-
THOMAS L. FABRY, M.D.
New York, June 26, 1995

(since these haven't occurred), but by
dramatic changes in the purchasing
behavior of private employers, whose
spending for employee coverage ac-
counts for most of the remaining two-
thirds of health care spending.

Beginning in the late 1980’s, large
private employers, looking to in-
crease productivity and streamline
production costs (which include em-
ployee benefits), began aggressively
exercising their purchasing power in
the health insurance market, forcing
down premium costs and triggering
a transformation of the health care
delivery system into a bewildering
array of new provider networks.

If we want to get some idea of how

and Medicaid spending might play

~ out — and how to minimize the risk

il
The New York Times
Company
229 West 43d St N.Y. 10036

ARTHUR OCHS SULZBERGER, Chairman
and Chief Executive Officer
LANCE R. PRIMIS. President
LAURA J CORWIN. Secretary
KATHARINE P DARROW, Senior Vice President
DAVID L. GORHAM, Sentor Vice President
and Chief Financial Officer
RICHARD G. THOMAS, Treasurer

’l(

to beneficiaries — we should gay
much closer attention to the chai
that have occurred in response tg, ,_l)e
slowdown in private spending. ...\’
In part because for two yearsall
eyes were on the health care refogm
debate in Washington, many of;ys
have missed what’s. going on inour
own backyards. PAUL S. JELLINEK
Princeton, N.J., June 26, }1995
The writer is a vice president of,the
Robert Wood Johnson Foundation.
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Detention Under Study-

S
rer

To the Editor:

Re “The Lessons of Esmor” (edlt-o-
rial, June 21): You believe that the
Attorney General should appoititia
commission to study the Immigrattén
and Naturalization Service's deten-
tion policies. Congress has already
done so; addressing detention ‘and
removal policies are part of this @orn-
mission’s comprehensive mandat&d

In our first report to Congress#dst
year “US. Immigration Policy #'Re-
storing Credibility,” the bipartidn
United States Commission on Irdmi-
gration Reform recommended mose
effective policies for the removélibf
criminal aliens. We are undertakilg
a review of other issues related®o
deportation, including detentioftiibf
aliens. The report will be avaitatie
this year. SUSAN MARTIN

Executive Director, United Statés
Comrmission on Immigration Reform

Washington, June 23, 1995
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OFFICE OF NATIONAL AIDS POLICY
EXECUTIVE OFFICE OF THE PRESIDENT

750 17th Street, N.W.
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Phone: 202-632-1090
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THE WHITE HOUSE
WASHINGTON

June 27, 1995

MEMORANDUM FOR LEON PANETTA
Vel

FROM:  Patricia Fleming
SURJIECT: Amcndment to the Ryan Whit= CARE Act on Mandatory H1V Testing
oc: The First Lady

Swnmury

The House Commerte Commitee today postponed full comntittee consideration of the
reauthorization of the Ryan White CARE Act cin Tuesday bocause of controversy
surrounding a proposed amendment by Rep. Tem Coburn (R-OK) to require all states to
mandate HIV testing for vertain newborns. Cédurn’s amendment would:

® Endorse as the starmlan) of care "maiidatory counseling and voluntary testing of
pregnant women” (the policy recommended by the fublic Health Scrvice);

® Require, as & condition of receiving xrwain Ryan White CARE Act funds, that each
Stats have a law requiring IITV testing of newborns in ¢ases where the HIV status of
the mother is unknown;

® Forbid the use of HIV status to terminate or aller (he terms of health insurance,

The amendment had broad support among Republicans un the Committee and may have been
suppurted by many of the Democrats. Iowever, the National Governors’ Association sent a
letter (attached) opposing the ameadment on (¢ grounds that this was an unfunded mandate,
This causex] the delay in the markup. All the major AIDS organizatioas upposed the Cobum
amendment, as did the Association of State and Territorial Health Officiuly and the National
Alliance of State and Territorial AIDS Directors. It is quite possible that the Committee’s
leadership will seek (o delay conzideration of Coburn’s proposal while oving forward with
the Ryan White reauthurizaton,

Background

The Cobum amendment is part of « long-simmering debate over mandatory testing of
pregnant women and mandatory lesting of newborns. As you know, in Pcbruary 1994, NIH-
funded rescarchers reported the gruundbreaking results that the use of AZT during
pregnancy, labor, and childbirth can reduce the risk of HIV transmission from mother to
child by as much as two-thirds. This is the first time we have been sblc to block
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As a resuit of this finding, the Pubiic Heaith Service, in consuitation with outside experts,
developed new guidelines recommending that doctors counsel all pregnant women to accept
voluntary HIV testing. Doctors should then offer pregnant women who are HIV-positive
trcatment with AZT to lowet the nsk of tmnsnussxon to their babxw Ibgmﬂgg

hnsmml These g\udelmu. lssued in draft form for pubhc comment have drawn strong
support from medical, public health, and ethics groups, They will be issued in final form on
July 7th. One of the provisions in the Coburn amendment endorses the guidelines’
recommendation that prenatal HIV testing be voluntary.

Since all babies carry their mothers’ antibodies at birth, a test of a newborn simply reflects
the mother’s HIV status -- not the necessarily the newborn’s own HIV-status. However, it is
possible to treat all babies whose mothers are HIV positive to prevent certain AIDS-related
conditions. In April 1995, CDC issued expanded guidelines that recommended antibiotic
treatment of al} babies born to HIV-positive women to prevent Pneunrocystis carinii
pneumonia, a major killer of HIV positive babies. Until April, the standard of care had been
to treat only those babies whose immune systems were compromised.

Coburn Amendment and Administration Policy

-The intent of the Coburn amendment, developed with Rep. Gary Ackerman, is to assure that
newborns be tested when the HIV status of the mother is unknown, ‘This proposal is less
extensive than one introduced earlier Ackerman, which would have unblinded the now-
suspended CDC seroprevalence study of newborns. It also rejects earlier calls for mandatory
testing of all pregnant women.

This support of voluntary prenatal testing makes it incumbent upon the Administration to
assure access to.counseling and testing and to AZT therapy for pregnant women. My office
and the relevant HHS agencies have been working closely to develop a strategy that
integrates voluntary prenatal testing into all programs that reach women at risk for HIV,
Some of these steps are already in place. For example, HCFA has mandated the coverage of
AZT for HIV-infected pregnant women under the Medicaid program. Other efforts are :
ongoing, such as the training of providers in proper counseling regarding HIV and AZT
therapy. Still other issues need to be resolved, as in Medicaid coverage of HIV counselmg
and testing.

The Administration has takcn no position on this amendment. The amendment is, however,
in part a strong endorsement of the voluntary approach to prenatal testing that is central to
the PHS guidelines. The PHS is sponsoring a meeting on July 11 and 12 of outside experts



Memorandum jor Leon Fanetta
June 27, 1995
Page Three

and community groups to discuss these issues in greater depth. Following that meeting, PHS
will develop recommendations for any additional steps to achieve voluntary prenatal testing,
and broader access to prenatal treatment with AZT, PHS will also grapple with the most
difficult part of the strategy, which is what pohcm are appropriate when neither the mother

~ fior the newborn has been tested voluntarily. It is at this point that the Administration will
have an opportunity to weigh in on this debate — in advance of final consideration of any
legislative action on this or related proposals,
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TO: Hillary Rodham Clinton
FROM: Jennifer Klein

DATE: 6/28/95
RE: HIV Testing of Pregnant Women and Newborns

Attached please find a memo from Patsy Fleming about the Coburn amendment that
we discussed yesterday. 1 wanted to highlight two things. First, Patsy notes that the Public
Health Service meeting on July 11 and 12 is expected to address "what policies are
appropriate when neither the mother nor the newborn has been tested voluntarily." Second,
. the attached letter from the National Governors Association (NGA) points out that the
Coburn amendment is overly broad given the geographic concentration of AIDS.

According to the NGA, between 1993 and 1994, 63% of all pediatric AIDS cases occurred
in only three states; 89% of cases occurred in 15 states.

These two facts give us a solid foundation for pursuing mandatory testing of

newborns in "high risk" areas. Jeff Levi in our AIDS office agrees that this is an accepted
public health approach. We are working together to develop a strategy.

cc: Melanne Verveer
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THE WHITE HOUSE
WASHINGTON

June 27, 1995

MEMORANDUM FOR LEON PANETTA
-

FROM:  Pafricia Fleming ™|

SURBJECT: Amcndment to the Ryan Whit= CARE Act on Mandatory HIV Testing
oc: The First Lady

Summury

The House Commerce Committee today postpened full committee consideration of the
reauthorization of (he Ryan White CARE Act ¢ Tuesday bocause of controversy
surrounding a proposed amendment by Rep. T:m Coburn (R-OK) to require all states to
mandate HIV testing for certain newbomns. Coidurmn’s amendment would:

® Endorse as the stamlurd of care "mm::datory counseling and voluntary testing of
pregnant women® (the policy recommended by the Public Health Scrvice):

® Require, as a condition of receiving xrtain Ryan White CARE Act funds, that each
Stats have a law requiring IITV testing of newburns in cases where the HIV status of
the mother is unknown:

® Forbid the use of HIV status to terminate or aller (he terms of health insurance,

The amendment had broad support among Republicans un the Commitee and may have been
suppurted by many of the Democrats. Iowever, the National Governors’ Association sent a
leter (attached) opposing the amendment on the grounds that this was an unfunded mandate,
This caused the delay in the markup. Al the major AIDS organizations vpposed the Coburn
amendment, as did the Association of State and Territorial Health Officiuly and the National
Alliance of State and Territorial AIDS Directors. It is quite possible that the Committee’s
leadership will seek 0 delay consideration of Cobum's proposal while inoving forward with
the Ryan White reauthorization, -

Background

The Cobum amendment is part of « long-simmering debate over mandatory testing of
pregnant women and mandatory lesting of newboms. As you know, in February 1994, NIH-
funded rescarchers reported the groundbreaking results that the use of AZT during
pregnancy, labor, and childbirth can reduce the risk of HIV transmission from mother to
child by as much as two-thirds. This is the first ime we have been able to block
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As a resuit of this finding, the Pubiic Heaitn Service, in consuitation with outside experts,

~ developed new guidelines recommending that doctors counsel all pregnant women to accept

~voluntary HIV testing. Doctors should then offer pregnant women who are HIV-positive
trcatment with AZT to lowe;r the nsk of tmnsnussxon to their babxes Ihg_ gu_dgl.m_ﬁ,glgg

hgspml Thue gulde.hnes, lssued in draft form for pubhc comment have drawn strong
support from medical, pubhc health, and ethics groups. They will be issued in final form on
July 7th. One of the provisions in the Coburn amendment endorses the guidelines’
recommendation that prenatal HIV testing be voluntary.

Since all babies carry their mothers® antibodies at birth, a test of a newborn simply reflects
the mother’s HIV status -- not the necessarily the newborn’s own HIV-status. However, it is
possible to treat all babies whose mothers are HIV positive to prevent certain AIDS-related
conditions. In April 1995, CDC issued expanded guidelines that recommended antibiotic
treatment of all babies born to HIV-positive women to prevent Paeunocystis carinii
pneumonia, a major killer of HIV positive babies. Until April, the standard of care had been
to treat only those babies whose immune systems were compromised.

Coburn Amendment and Administration Policy

-The intent of the Coburn amendment, developed with Rep. Gary Ackerman, is to assure that
newborns be tested when the HIV status of the mother is unknown, ‘This proposal is less
extensive than one introduced earlier Ackerman, which would have unblinded the now-
suspended CDC seroprevalence study of newborns. It also rejects earlier calls for mandatory
testing of all pregnant women.

This support of voluntary prenatal testing makes it incumbent upon the Administration to
assure access to counscling and testing and to AZT therapy for pregnant women. My office
and the relevant HHS agencies have been working closely to develop a strategy that
integrates voluntary prenatal testing into all programs that reach women at risk for HIV, .
Some of these steps are already in place. For example, HCFA has mandated the coverage of
AZT for HIV-infected pregnant women under the Medicaid program. Other efforts are
ongoing, such as the training of providers in proper counseling regarding HIV and AZT
therapy. Still other issues need to be resolved, as in Medicaid coverage of HIV counseling
and testing.

The Administration has takcn no position on this amendment. The amendment is, however,

in part a strong endorsement of the voluntary approach to prenatal testing that is central to
the PHS guidelines. The PHY is sponsoring a meeting on July 11 and 12 of outside experts
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Memorandum ior Leon Panetta
June 27, 1995
Page Three

and community groups to discuss these issues in greater depth. Pollowing that meeting, PHS
will develop recommendations for any additional steps to achieve voluntary prenatal testing,
and broader access to prenatal treatment with AZT. PHS will also grapple with the most
difficult part of the strategy, which is what policies are appropriate when neither the mother
fior the newborn has been tested voluntarily. It is at this point that the Administration will
have an opportunity to weigh in on this debate - in advance of final consideration of any
legislative action on this or related proposals.
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X On bellf of the nation’s Goversar, | am writing 1 Wepeess our opposition © e peopossd

!  emendment fo FLR. (972 thet will be offered by Congresmman Cobias tamorrow. Mz, Cobur’s

. amendment would make AJDS fanding to mates under te Rysn White Care Act contingent
wWpon pamgs of ieae lews tequiring the raandatory seizg of all acwborss for FIV dissais.
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TO: Hillary Rodham Clinton
FROM: Jennifer Klein

DATE: 6/26/95
RE: 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) 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.

(2)  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:

(M

(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?

If 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 1s done routinely but that she can refuse)?

Is 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

o



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 counseling 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-
provements in diagnostic confirmation of pediatric
HIV 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 exceeds 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 AIDS cases in
children from birth to 4 years old are caused by
perinatal infection.

~In addition to the increasing incidence of AIDS in
women, 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.
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intravenous drug use as the primary 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 gublicly funded HIV counseling and
testing services from 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
or having sex with a partner at known high risk for
HIV infection; 44% of black seropositive women did
not report these behaviors. Unprotected sexual in-

_ tercourse may be the only high risk factor for HIV

acquisition for these women.

In geographic 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 seroprevalence. 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 reports
to detect population trends in HIV infection will
reflect the scope of the HIV epidemic 7 to 10 years
ago. However, anonymous HIV antibody seropreva-
lence surveys provide estimates of HIV infection
trends that are independent 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.t

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 pregnant women and their infants. In-

terim results have recently been rted 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 prégnant women with early
stage HIV disease (CD4 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 appear 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 pregnancy, 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 HIV 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 Jong-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 oppor-
tunistic infection associated with pediatric HIV 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 prophylaxis should begin in the first
months of life, which requires recognition of the
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infant's HIV serostatus. PCP, however, continues to
be the presenting manifestation of previously unrec-
ognized HIV infection in nearly half of reported PCP
cases.” In these children, HIV status was unknown
untxl 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 infected
child must be followed by the provision of appropri-
ate medical care. In addition, education of the par-
ents and other guardians regarding the need for
close follow-up of these infants and instruction in
administration of necessary medications is also
crucial for the ention of PCP and other
complications of infection.
~ Early identification of HIV-infected infants enables
appropriate 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
the need for change in antiretroviral therapy and the
need for special educational interventions; consider-
ation of other adjunctive 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 provmon of other needed
services.!

With virologic dxagnostxc 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 pregnant
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 of HIV serostatus permits 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 permits early evaluation
of the infant for HIV infection and immunologic
monitoring to evaluate the need for initiation of PCP
prophylaxis, antiretroviral, and other therapies.

uman immunodeficiency virus infection in
women and children is often accompanied by HIV
infection in other family members. Family members
should be offered the opportunity to undergo
evaluation to determine whether they are HIV-in-
fected and provided appropriate medical care and
follow-up it 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, particularly if testing is per-
ceived as involuntary. However, in several settings
in which HIV counseling and voluntary 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 the 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
important part of the process of HIV testing.

entation that information about HIV infec-
tion has been provided and that consent for testing
was obtained has 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 group 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 procedures
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 only to explicitly refuse the test. Each of
these methods 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 require less
intensive resources. In both of these methods 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
atient signs the form, and may also result in the
gest number of women being tested. Although
some believe that right of refusal consent is inher-
ently coercive, documentation of approtﬁriate patient
education and confidentiality reduce the likelihood
of such concern.

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

Currently, the percentage of pregnant women be-
ing evaluated for HIV infection is regrettably small.
Therefore, testing programs for HIV infection should _
undergo periodic evaluation regarding the propor-
tion of women being 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-
portant to the well-being of the infant and also in-
formation regarding the infection status of the
mother, the health care provider 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 engage a woman
in continuing care for herself and her baby, 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
pregnant women appears most likely to achieve this
goal. Women need to be given sufficient information
In a clear and understandable manner to appreciate
the benefits and risks of the proposed HIV test and
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the consequences of accepting or rejecting testing for
herself and her infant. This process is best performed
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 HIX;freviously defined risk behav-
iors 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
rationale for 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-
panied by cultural and ethnically appropriate in-
formation regarding HIV infection. Such programs
should be universally 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
receive HIV testing should examine the reasons
for poor acceptance, with appropriate program

. modifications made as needed.

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
pregnancy, 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 preg-
nancy or the postpartum period, the infant’s
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-
propriate referral to adult HIV-related services.

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

9. The Academy supports legislation and public
policy directed toward eliminating any form of
discrimination based on HIV serostatus.
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CENT OR DIEEASE LONH-IOL
D PREVENTION

CDC's Draft Gujdelines for HIV Counseling
ang Vi nntary festing for Pregaant Women

pavy

The CemT: r Disease Control nnd Prevention (CDC) has released draft guidelines that call
upon medical professionals to ymwde HIV counseling and voluntary testing for all prognant

\VOI'ITGI'L
In 1993 (the niost recent year fori which conplete data are avgilsble), an estimated 7,000

infecied| women gave birth in the United States. The prevalence of HIV infection in women
givi bﬁt}l{:g;! gbout 1.6 per 1,000, or abput 1 in every 625.| Assuming an HIV transmission

rate from er 10 infam of sbont 15%-30%, about 1 ,000-2 000 HIV-infected infants were bom
in thp United [States in 1993. |

For HIV-infected women and thqr infants fo benefi optimally from AZT and other medical
treatinent, it ip important for worhen to if they are HIVynfected before or early in
pregnancy C’s draft guidelinés promotp early HIV counseling and voluma.ry testing to help
womien le they are infected. , This will lenable women 10 seek and receive the care they need
for themselvey and for reducing the chance$ of trangmitting HIV to their infants.

| E
Research Showed AZT Sig'mf' cantly deuces Mother-to-Infant Transmission

_ mdicatmg that zidovudi (ZDV, or AZT) 1d reduce perinatal HIV

y s much as twosthirds in some infected women and their babies. The results were
reported if) thy | New England Joutns! of Madicine in Novembqr 1994. In August, the Fuod und
qranon approved AZT use fof pregasat women gind the U.S. Public Health Service

mued guidelifes on using AZT dunng pregnancy (MMWR 1994;43[RR-11]).

The ﬁndxn of| b7 % reductlon :in HIV transmission is pron smg, and there were no serious
short.term|cide effects observed i m the study. But several quejtions remain unanswered. The trial
inclufled a elpbt group of womer 11 the early stages of diseass, who had not previously taken
AZTilong-berjn, and who had access to prenatal care. The th py may differ in effectiveness in
women who Jiffer from these chanacteristics. Sinca ressarchets do not know exsetly how the
thera}:y prevened transmission, they also dbn‘t know the effect of any therapy varistions -- such
as using AZT lonly during labor of later in the pregnancy, or uding it for a shorter time during

pr egna.ncy roover, sclentists don't kuww about the Jong-1efm effects of AZT on both mothers
and infants| Réscarchars continue to seek answers Lo these questions. NTH is continuing to
monitor the mdthers and babies in the trial,

|
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AIDS Babies Deserve Help, Now

Hundreds of babies mfected 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 televisjon 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-
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, 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
thousande nf Mharhan AnAd oo

THE NEW VNP T7IMEC crrmre .-
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MEMORANDUM

To: Jennifer Klein

From: Karen Guss

Date: June 14, 1995

Re: HIV testing of newborns and pregnant women "tough issues"

The basic issue: a physician/patient relationship of trust

Effective prevention of HIV transmission and HIV treatment requires a great deal of
interaction between patients and health care providers and a serious commitment from the
patient: for example, stopping risky behaviors, taking multiple tests (women and newborns),
taking AZT several times a day (women and newborns), PCP prophylaxis, and adherence to a
changed immunization schedule. Many public health experts and physicians who treat the
populations of women most affected by HIV believe that mandatory testing of women or their
newborns will destroy any opportunity for creating this type of ongoing, engaged relationship
-- and cause more harm than good by driving them out of the health care system. These
experts and physicians recommend that counseling women to learn their HIV status and
voluntary testing is the best way to foster good relationships and motivate women to get
involved in treatment and prevention.

Others (e.g., Mark Rapoport, Commissioner of Health for Westchester County) disagree that
HIV testing would have a negative effect on the course of treatment of HIV positive pregnant
women and newborns. The two sides of this debate seem to have very different
understandings of how HIV positive women feel and how they would behave.

The CDC study is Tuskegee revisited.

The CDC "epidemiological surveillance" has been crucial to saving lives by telling public

“ health officials where they need to target their resources. For example, the creation of the
successful Harlem Hospital program was created after the CDC study revealed that African
American women were contracting HIV at a high rate. Blinded surveillance does not
foreclose instituting vigorous counselling and voluntary testing programs that can save lives --
but unblinding the study is the equivalent of mandatory HIV testing of post-natal women and
runs the risks discussed above.

We preform other tests for diseases on pregnant women and newborns as a matter of
course.



Yes, but many of these tests, at least in theory, are "routine" and not mandatory, which means
that women can choose to opt out of them. In addition, the mandatory tests are a holdover
from the days before public health understood the importance of involved, engaged patients.
Diseases like PKU, for which newborns are tested, are extremely rare and are not
concentrated in any particular population, much less one that may perceive mandatory testing
as a form of racial or socioeconomic discrimination. In addition, today none of the diseases
for which mandatory testing is the norm are invariably fatal or carry the threat of
discrimination and stigma that HIV/AIDS does. Accordingly, learning of a positive test result
for one of these diseases is not likely to have the devastating -- and counterproductive --
effect that learning of a positive HIV test may have.

What about women who don’t get prenatal care?

According to Dr. Hermann Mendez, a member of the New York State AIDS Advisory
Council Subcommittee on Newborn HIV Screening, a pediatrician at SUNY-Downstate, and
the director of the Brooklyn Pediatric AIDS Network, "prenatal care" is a term of art, and one
defined differently by different people to mean a given quantity and quality of contact with
the health care system. Dr. Mendez believes that as many as 98 to 99% of pregnant women
have some contact with the health care system, and that health care providers must use each
contact to get pregnant women into counseling and voluntary testing. Women who still slip
between the cracks should receive counseling and the opportunity to get testing for themselves
and their newborn when the child is born. If a woman refuses testing for her newborn, her
doctor can tell her that because the infant’s HIV status is unknown, she would like her to
bring the infant in frequently so that the infant’s health can be watched. Each of these return
visits presents an opportunity to discuss HIV testing. Dr. Mendez claims that he has never
dealt with a mother who refused to bring in her infant for follow-up visits and eventually HIV
testing and/or PCP prophylaxis.

What about women who refuse to be voluntarily tested?

There is still a chance to reach these women when the newborn arrives (see above). The
people I talked to who are opposed to mandatory testing believe that the number of women
who would be driven away by mandatory testing overshadows the number of women who
would refuse testing for themselves and/or their infants. (I am expecting a study from Dr.
Louis Cooper of the American Academy of Pediatrics calculating the number of women who
would have to be driven out of prenatal care by mandatory testing to do more harm than
good.) Women who refuse testing seem more likely to be those women who are unwilling or
unable to follow the 076 or PCP prophylaxis regime in any event.

But women who don’t know their HIV status because neither they nor their babies have
been tested could unwittingly transmit HIV by breastfeeding.



In reality, the vast majority of women with HIV do not breastfeed because their lives are too
chaotic. In addition, HIV test results do not arrive until at least two weeks after the test is
performed, so women who plan to breastfeed are already doing so by the time they get the
results. Moreover, women suspected of being HIV positive can be advised not to breastfeed
until they are tested and found to be HIV negative.

Voluntary, shmoluntary. There are voluntary testing programs in New York that have
had dismal results.

It is important to remember that in New York, HIV test counseling emphasizes the reasons
not to be tested, and fails to stress the advantages. Much HIV counseling is not done by the
physician who is attending to the other aspects of a woman’s pregnancy and is likely to take
place in a different setting. (There are 24 pages in the New York State Code that dictate how
to perform HIV testing.) These features of HIV testing in New York can be very disturbing
and discourage testing. Voluntary testing seems to work best when it is embedded in a
process of prenatal care that emphasizes attending to other needs as well as to HIV testing,
such as in the Harlem Hospital program.

Should voluntary testing be a routine (opt-out) or an opt-in procedure?

That’s a difficult question. Some people, like Dr. Cooper, believe that the test should be
routine so as not to scare women off with its strangeness. Others, like Dr. Mendez, believe it
should be an opt-in procedure. Dr. Mendez believes that in practice, opt-out tests become
mandatory because health care providers in effect drop the part of the discussion that
constitutes the opportunity to opt out. In addition, he believes that being HIV positive has
such a great impact on people’s lives that it is psychologically important for them to have
taken affirmative steps to find out their HIV status.



People I contacted to discuss this issue:

Dr. Mark Rapoport, Commissioner of Health for Westchester County
914 593 5154

Troilby DelJung (sp?), New York State AIDS Institute
212 613 4364

Alan Brandt, Harvard School of Public Health
617 432 4365
617 495 3532

Dr. Robert Galen, Medpath Laboratories
216 932 1981

Dr. Louis Cooper, American Academy of Pediatrics
212 523 3365

Dr. Janet Mitchell, Harlem Hospital, obstetrician
212 939 4333

Dr. Hermann Mendez, Brooklyn Pediatric AIDS Network, pediatrician
718 270 3825

Mary Appplegate, New York State Board of Health
518 486 6065



Other possible sources of information:

Dr. Keith Krasinski, New York University Medical Center (in favor of mandatory testing of
newborns)

Eileen Tynan, New York State AIDS Institute (I spoke to her colleague (above) while Ms.
Tynan was on vacation)

Alan Fleishman, Director, Division of Neonatology, Albert Einstein College of Medicine

Paul Cleary, Department of Health Care Policy at Harvard
617 432 0174

Larry Gostin, Georgetown Law School
202 662 9373

Ron Bayer, Columbia School of Public Health (wrote anti-Hentoff op ed)
Michael Lindsay (sp?), Grady Hospital, Atlanta (Harlem Hospital-type program)

Kathy Wilford (sp?), Duke University Hospital (Harlem Hospital-type program)



" PAGE 1
LEVEL 1 - 1 OF 1 STORY

Copyright 1995 The Washington Post
The Washington Post

May 20, 1995, Saturday, Final Edition
SECTION: OP-ED; Pg. A23
LENGTH: 798 words
HEADLINE: Another 'Tuskegee'?
BYLINE: Nat Hentoff

BODY: :

_ After winning a Pulitzer Prize for commentary this year, Jim Dwyer of Newsday
- was being interviewed on the New York affiliate of National Public Radio. The
host, Brian Lehrer, was puzzled -- indeed disturbed -- that part of Dwyer's
prize was due to a series of columns exposing the fact that although New York
State -- like 44 others -- has been testing all newborns for various conditions,
it does not disclose an infant's HIV status 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 -- outrageous. The
interviewer, however, said to Dwyer: "You're considered a liberal columnist, but
on the HIV-testing of infants, you took the conservative position."

Such presumably liberal organizations as the 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 privacy of the mother whose own infection will
be revealed if the child'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 Newborn Infant HIV Notification Act," that compels 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
reasons.

Ackerman already had 220 co-sponsors -- more than half the House -- and the
ideological range is extraordinary. Ardent liberal Pat Schroeder (D-Colo.) is
allied with Robert Dornan (R-Calif.) who makes Pat Buchanan sound like a lyrical
noderate. 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.

As the bill began to gather momentum, Ackerman was visited, he told me, by
Dr. David Satcher, head of the CDC, and Patricia Fleming, the White House
director of AIDS policy. The visitors wanted Ackerman to abandon his bill. One
of their arguments was that if mothers are told they and their children are
infected, they will panic and leave the health care system. There is abundant
evidence, however, that black and Latina mothers -- who tend to be often, but
hardly exclusively, at risk -- care as much about their children as do white
mothers and would not remove them from treatment.
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Indeed, a recent poll by New York's Hispanic Federation -- an umbrella
organization of many Latino groups -- revealed that two-thirds of those polled
support mandatory HIV testing and disclosure for everyone, not only infants.

Gary Ackerman refused to withdraw his bill. He told me that the head of the
CDC said he might then consider withdrawing the "blind" tests altogether 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 "experiment."

From 1932 to 1972, some 400 illiterate black men with syphilis were observed
-- but not treated -- by Public Health Service physicians as they deteriorated
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 distinguished professor of pediatrics at the University of California.
In Jim Dwyer's column, Ammann, referring to the CDC's anonymous testing of
infants for HIV, said: "The maintenance of anonymous test results at a time when
treatment and prevention are readily available will be recorded in history as
analogous to the Tuskegee 'experiment.' "

Suddenly, on May 10, the CDC announced it was immediately suspending its
HIV testing for newborns throughout the country. Instead it would focus on
encouraging women to engage in voluntary 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 as arrange for
counseling. Meanwhile, the American Academy of Pediatrics is "shocked and
dismayed" at CDC's total abandonment of its epidemiological 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.

LANGUAGE: ENGLISH

LOAD-DATE-MDC: May 20, 1995
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For seven years state health departments across the nation, with support from
the federal Centers for Disease Control and Prevention, have conducted
epidemiological surveillance of HIV infection in the population by testing blood
samples drawn from hospital, clinic and emergency room patients after the
samples have been permanently stripped of all personal identifiers.

Those efforts have been crucial to our understanding of the geographic and
demographic pattern of HIV infection in the United States and to our
understanding of the future course of the AIDS epidemic. Now Congress is about
to consider ill-advised legislation to be introduced by Rep. Gary Ackerman
(D-N.Y.) that would prohibit the testing of blood samples, drawn from newborns,
that have been rendered anonymous. Faced with that legislative effort, the CDC
precipitously announced that it would suspend newborn surveillance pending
review. In so doing, it has interrupted the efforts of 45 states that have
tracked the number of babies being born to HIV-infected mothers.

Rep. Ackerman's proposal would permit only screening that would make possible
the notification of the mothers of babies who test positive. Republicans and
Democrats, liberals and conservatives have signed on to the Ackerman proposal,
demonstrating the appeal of legislation that, on its face, only seeks to protect
mothers and their children. The specter of the Tuskegee syphilis study -- the
notorious federal experiment that traced the course of syphilis in African
American men who were deprived of the knowledge that they had a treatable
sexually transmitted disease -- hovers over the debate.

Public health officials, on the other hand, are appalled at the prospect that
the Ackerman proposal will be enacted, depriving them of the capacity to obtain
knowledge crucial in the struggle against AIDS. They have a right to be
concerned. A serious misunderstanding of the public health and ethical issues
involved has permitted an unusual alliance to join hands in what may represent a
serious blow to the nation's effort to understand and combat AIDS.

If the Ackerman proposal is enacted, or if the CDC does not reverse its
decision, babies and their mothers will not necessarily be better off, but the
plug will have been pulled on the radar that tracks the progress of HIV
infection among childbearing women and their babies.

To understand the controversy, it is necessary to go back to the mid-1980s,
when the practice of testing blood samples after they had been stripped of
personal identifiers -- so called blinded seroprevalence studies -- was begun.

1
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Soon after the licensure of the HIV antibody test in 1985, officials at the
CDC began to plan for large-scale HIV seroprevalence studies because they
understood that tracking cases of full-blown AIDS alone could not provide an
adequate picture of the epidemic's dimensions. AIDS cases were but the tip of
the iceberg: They told us about infections that had occurred up to 10 years
earlier.

However, mandatory testing of identifiable individuals was deemed neither
ethical nor politically acceptable. Studies that would rely on volunteers were
thought to be unrepresentative -- after all, there was no way of knowing whether
those who would agree to participate were more or less likely to be infected.

Therefore, the CDC elected to use, as the basis for its studies, blinded
seroprevalence studies based on blood samples already drawn for other clinical
purposes. Because such samples would be unlinked to individuals, no person could
be placed at risk of the kind of stigma and discrimination that surrounded AIDS.
No one's privacy would be violated. And thus it was unnecessary to obtain
informed consent before testing occurred.

The very process of eliminating identifiers, however, precluded the
possibility of notifying persons who were infected. Since there was little that
could be done for people with asymptomatic HIV infection, this was thought to
pose no problem. Moreover, none of this would prevent people who wanted to be
tested from seeking to learn their HIV status in settings that provided
confidential results.

The CDC's proposals for HIV surveillance were subject to searching ethical
and legal scrutiny. Did they violate the right of privacy? The right of patients
to be informed about their medical conditions? The Office for the Protection
from Research Risks at the National Institutes of Health found blinded
surveillance both ethical and legal. When a task force made up of ethicists,
lawyers, civil liberties advocates, gay rights proponents and public health
officials met at the Hastings Center -- a bioethics think tank -- to consider
the issue, there was not a single objection to such studies. A 1988 review of
the issue by a Canadian working group gave its stamp of approval to blinded
seroprevalence surveys. So too did the World Health Organization's Global
Program on AIDS.

Now that early clinical intervention for people with HIV infection has become
the standard of care, howev er, some people have begun to assert that ethical
considerations render blinded surveillance unacceptable. Infected individuals
need to know their status so that they can commence treatment. This, it is
claimed, is especially the case with regard to babies and their mothers. Is it
morally defensible to continue studies that by their very nature preclude the
possibility of notifying mothers that their babies carry the antibody to HIV --
and which also indicate that the mothers themselves are infected? Don't both
baby and mother have a right to that information? Is not the continuation of
blinded HIV surveillance studies analogous to the continuation of the Tuskegee
study, begun before the advent of penicillin, but which extended for years after
the treatment of syphilis became easy and effective? '

The answer in each case is no. In the case of Tuskegee, individuals who were
known to be afflicted with syphilis were willfully deprived of that knowledge.
Indeed, every effort was made to prevent those ‘impoverished African American men
from knowing about their situation or about the availability of therapy. The '
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_situation is very different in the case of HIV.

What the enhanced prospects of therapeutic intervention for both babies and
their mothers require is not that we abandon critical surveillance studies but
‘rather that we undertake vigorous efforts to encourage voluntary HIV testing.
What blinded seroprevalence studies can do is help guide the necessary public
health efforts to identify the women and babies in need of care. They can tell
us about where we should expend the greatest efforts in developing the capacity
to provide voluntary testing and counseling. '

Now that it appears that the risk of transmission of HIV from infected
pregnant women to their fetuses can be radically reduced by treatment with AZT
during pregnancy, such studies can tell us where to focus resources so that
women are encouraged to undergo testing before they give birth. Here there is a
chance for real HIV prevention. ' '

Most important, it is crucial that we make certain that women and babies who
are identified through voluntary testing programs be provided with access to
needed clinical and social services.

To compare blinded surveillance for HIV infection to Tuskegee is to threaten
the interest of the mothers and babies who could benefit from carefully targeted
efforts to identify those in need of care. Clever political slogans about the
right of mothers to know about their babies' lethal infections should not serve
to justify an attack on studies that have proved so invaluable in the past and
that remain crucial today.

The writer is a professor at the Columbia University School of Public Health

and author of "Private Acts, Social Consequences: AIDS and the Politics of
Public Health."
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Good afternoon. 1 am Louis Cooper, MD, Director of Pediatrics at St. Lukes Roosevelt
Hospital Center in New York and Professor of Pediatrics at Columbia University. I speak as
a member of the Board of Directors for the American Academy of Pediatrics (AAP), an
association representing over 49,000 pediatricians dedicated to promoting the health and well-
being of infants, children, adolescents and young adults. Thank you for the opportunity to
appear before you today to discuss the issue of perinatal HIV testing.

This is a passionate debate that knows no political boundaries. Democrats and Republicans,
liberals and conservatives, men and women all find themselves together on different sides of
the issue.

The development of our own policy statement was a long and deliberate process. The
discussions were sometimes tense, often emotional but always grounded in the principle that
the final policy must provide a child the most medically appropriate, ethical treatment
available to date. This is not a stagnant policy. It is one that will evolve as the epidemic and
treatment evolves and the Academy’s policy will reflect the most current medical data
available.

This is an extraordinarily complicated debate. It is not an "either/or" issue, which some
would like to suggest. There is an effort to categorize the arguments surrounding HIV
testing of women and infants as either a "privacy of the mother" issue or one of "protection of
the child". The consequences are monumental on both sides.

This debate might better be categorized as an "IF-THEN" scenario. From a scientific point,
we know that IF a pregnant woman agrees to prenatal HIV testing and is found seropositive,
THEN she can choose to enter a program of treatment for herself and her unborn child. IF
she enters into the treatment plan, THEN she will significantly reduce the likelihood of
transmitting the HIV virus to her child. IF her child is born with HIV virus, THEN the child
can receive treatment to delay the onset of opportunistic diseases like preumocystis carinii
pneumonia (PCP).

But this medical sequence does not reveal the complexities of getting a woman and child
proper treatment and counseling. The social components of the debate must be understood, as
well. It is critical that the epidemic be explored, within both the medical and social context.

BACKGROUND

Human immunodeficiency virus infection continues to spread among women of childbearing
age in the United States, and is occurring in rural as well as urban areas. In 1993, 12.6
percent of new AIDS cases were diagnosed in women -- up from 6 percent in 1982. (1,2)
With the increasing heterosexual spread of HIV, previously defined risk behaviors for HIV
infection incompletely identify women found to be infected. The predominant risk behavior
for HIV infection in many women is unprotected sexual intercourse. Perinatal HIV infection
has mirrored the increases in HIV infection in women. More than 95 percent of AIDS cases



in children from birth to 4 years old are caused by perinatal infection.

The persisting occurrence of PCP in young infants despite the availability of effective
prophylactic regimens indicates that the identification and treatment of HIV infection in
infants at an early age remains inadequate. (3)

AAP POLICY ON PERINATAL IMMUNODEFICIENCY VIRUS (HIV) TESTING

On the basis of recent advances in the therapy to reduce the rate of perinatal HIV
transmission and the continued occurrence of life-threatening illness in young infants with
unrecognized HIV infection, the AAP recommends: '"Documented, routine HIV education
and routine testing with consent for all pregnant women in the United States."

A copy of the full AAP policy statement is attached.

It is critical to examine the Academy’s policy statement in depth in order to understand how
the science and societal issues merge in this position.

Routing Testing: Testing needs to be viewed as standard of care for ALL pregnant women in
the United States, not just for those in targeted geographic, socio-economic or ethnic groups.
The vast majority of physicians in the United States target testing only to women they feel are
"at risk" or the woman is required to request the test from the provider, thereby having to
identify herself as being someone who has engaged in behaviors that society may not condone
(which many people may be reluctant to do). As a result, HIV testing has not been routinely
offered and recommended to ALL patients.

Testing programs for HIV antibody must be confidential, voluntary, and accompanied by
cultural and ethnically appropriate information regarding HIV infection. The purpose of
testing is not to label a mother or infant as infected but to engage the mother into appropriate
medical care for herself and her infant. This is the most likely to occur when the woman
feels she has been able to make an informed decision about her own health, including HIV
testing.

HIV is a chronic illness that requires long-term adherence to often multiple therapies for the
mother and child. While testing without patient knowledge or consent appears easier for the
health care provider, it would seem less likely to result in a patient that will understand and
adhere to chronic therapies for herself and her child.

The ACTG 076 zidovudine (AZT) regime is complex. It requires taking AZT five times
daily in the mother and administration four times daily for six weeks to the newborn infant.
Adherence to this regimen requires a patient who understands and is motivated to comply
with therapy. This is most likely to occur in the context of a trusting provider-patient
relationship, and appears unlikely to be facilitated by involuntary testing of a patient without
their knowledge.



High test acceptance levels (in the range of 94-97 percent) have been achieved without
mandatory testing in places that have initiated routine, universal voluntary testing programs.
Jackson Memorial Hospital in Miami, Florida reported in the first three months of 1995 that
96 percent of women counselled prenatally for HIV also agreed to testing. This was up from
92 percent in 1994 (4). Similar rates of acceptance were reported at Grady Memorial
Hospital in Atlanta, Georgia; and Harlem Hospital in New York (5).

Routine HIV Education: Routine education about HIV infection and testing needs to be a
part of a comprehensive program of health care for women, particularly for women of child-
bearing age. Detection of HIV infection may be associated with anxiety and depression.
Other risks include potential social stigmatization and discrimination. 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.

Routine HIV education accompanied by offering HIV testing to all pregnant women appears
most likely to achieve the goal of engaging a mother in compliance with medical care for
herself and infant.

Women need to be given sufficient information in a clear and understandable manner to
appreciate the benefits and risks of the proposed HIV test and the consequences of accepting
or rejecting testing for herself and her infant. This process is best performed within the
context of a professional relationship between the woman and her health care provider. It is
possible if the benefits of HIV testing are not made known to pregnant women, fear of the
potential negative consequence may deter some women from seeking prenatal care. However,
in several settings in which HIV counseling and voluntary testing have been routinely offered
to all prenatal patients, no measurable decrease in women seeking prenatal care has been
observed.

Documented Testing With Consent: Because the results of ACTG 076 indicate that AZT
reduces perinatal transmission of HIV, there is now a compelling reason for universal
antepartum HIV education and routine testing with consent.

Documented consent for maternal and/or newborn HIV testing may be obtained in a variety of
ways including, but not limited to:

1) Individualized counseling followed by a signature that affirms consent to testing;

2) provision of education followed by a signature that either explicitly consents to or
explicitly refuses testing; or

3) education followed by a signature only to explicitly refuse the test.

Each of these methods is an ethically acceptable way to respect the individual’s decision
whether or not to be tested. The Academy supports utilization of consent procedures that
facilitate rapid incorporation of HIV education and testing into the routine medical care




-

setting. Whichever method of obtaining consent is chosen, it is critically important that
appropriate education regarding HIV infection is provided to the individual before a decision
regarding testing.

Individualized counseling in conjunction with obtaining a signature on an informed consent
form requires significant health care resources. Patient education in written form or group
settings followed by a signature of consent or refusal may require less intensive resources. In
both of these methods of consent, the provider may directly recommend the test. Routine
patient educations accompanied by a signature to reject the test (right of refusal) implies that
the test is recommended by the health care professional and therefore will be performed
unless the patient signs the form, and may also result in the largest number of women being
tested. Although some believe that right of refusal consent is inherently coercive,
documentation of appropriate patient education and confidentiality reduce the likelihood of
such concern.

TESTING NEWBORNS

Testing of a newborn is too late. The only true "life-saving" treatment is to prevent HIV
infection of the infant in the first place. The risk of perinatal HIV transmission can be reduced
through the administration of AZT to HIV-infected women and their infants. If we want to
attempt to prevent transmission by offering a mother AZT, one must know maternal infection
status and start treatment by mid-pregnancy. In times of limited dollars, resources should be
used to fund expanded prenatal HIV testing programs, not involuntary newborn testing.

For newborns whose mother’s HIV serostatus was not determined during the recent pregnancy
or the postpartum period, the infant’s 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 testing for the
newborn.

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 unknown, the health care provider for the
child should ensure that information about the serostatus and its significance be forwarded to
the mother and, with her consent, to her health care provider. The mother should receive
appropriate referral to adult HIV-related services.

Because infant testing provides information important to the well-being of the infant and also
information regarding the infection status of the mother, the health care provider is obligated
to educate the mother about HIV infection and to obtain consent using one of the methods
described above when HIV testing of the infant is contemplated. In the absence of parental
availability for consent to test the newborn for HIV antibody, procedures need to be
established to facilitate the rapid evaluation and testing for the infant.




CONCLUSION:

As noted, there are now clear medical benefits for pregnant women to know their HIV
serostatus. In addition to the importance HIV testing has for early diagnosis and treatment of
women, the availability of treatment capable of significantly reducing perinatal transmission of
HIV provides compelling rationale and motivation for all pregnant women to know their HIV
serostatus during early pregnancy.

Voluntary testing for HIV in pregnant women has been proven successful in numerous
instances. The Academy urges Congress to avoid well-intentioned efforts to intercede by

imposing federal restrictions and requirements on individuals -- whether they are adults or
infants.

We specifically oppose legislative efforts such as HR 1289, The Newborn Infant HIV
Notification Act. This bill would not reduce perinatal HIV infection in newborns but would
result in placing crippling constraints on the efforts of the Centers for Disease Control and
Prevention to obtain essential information related to the HIV/AIDS epidemic in the United
States.

The CDC-sponsored "HIV Survey in Childbearing Women" seroprevalence study is a critical
ingredient in the fight against HIV/AIDS for multiple reasons. It is the best tool we have for
tracking the epidemic across the nation. It serves as the critical "Gold-standard" by which we
must judge our programs of early detection and early treatment in pregnancy. Equally
important, it is the most reliable means of monitoring the effectiveness of programs for
reducing transmission of HIV infection in infants and for the early care for those who are
infected.

With adequate public health surveillance we may reach conclusions and shape our policies
based, not on speculation but on information which is both national and highly focused and
local in scope.

We urge Congress to encourage federal agencies to partner with private professional
organizations such as the American Academy of Pediatrics to expand on the existing successes
of voluntary testing with consent and to promote comprehensive HIV education and voluntary
testing of all women as a means to accomplish identification of infants at risk for transmission
of the HIV virus. It must be stated that this goal can not be accomplished unless education
and testing is coupled with support for programs which assure access to appropriate health
services for HIV-infected children and their families.

The Academy stands ready to evaluate its policy on Perinatal HIV Testing on an on-going
basis. The rapidly evolving research on HIV/AIDS provides us increased means of
controlling the epidemic. We are equally eager to insure our membership understands its
responsibility in educating parents and protecting children. Clearly, as further data becomes
available, Congress must continue to monitor and evaluate efforts to ensure the needs of these




populations are being met.

Thank you for the opportunity to share the Academy’s policy with the Committee. I would
be pleased to answer any questions.

1.

Centers for Disease Control. Update: acquired immunodeficiency syndrome -- United
States, 1992. MMWR. 1993;42:547-551,557
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Clinical Controversies

Mandator ._
N ewborn Screemng for HIV

L

Long Overdue, but Not Nearly Enough
MarkS. Rapoport,MD MPH; Westchester County N.Y.

Keywords Human lmmunodeﬁcxenqvu-us (HTV) ¢ Transmission, HIV

The very fact that New York State and New York City
“have been actively grappling for more than a year with

the question of mandatory HIV antibody screening of all:

. newborns tells 2 great deal: Multiple benefits accrue
- from knowing that a baby is HIV-seropositive. (with actual
' infection easly verifiable). These include better diagne-
sis of febrile and pulmonary illness; antibiotic prophy-
laxis for pneumocystis infection and modified immuniza-

+ tion for the baby; counseling on the risks of breast -

. feeding and 2 host of other medical mtervennons for the

: ' Dr. Rapoportis ¢ comssaner of health, Westchester County, N.Y.

" mother; potential locahou of other cases, espeqal]y the

child’s father; education for prevéntion of additional
transmission by any and all recognized routes; and a
broad range of social services (especially those available
via the Ryan White Care Act) for the family. None of
thesé benefits are dxsputed '
For most people, in New York Stzte and elsewhere, the
case for screening is straightforward and compelling. It
serves the HIV-seropositive baby’s health for the datato -
be known, and parents should want to do well by their
children. Pareats should have this information, even if
they do not want it. The headlme on t.he cover of the Feb-
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: NeWborn SCreening continued

ruary 21, 1994, issue of New York magazine may have'ca‘p: N
tured that feeling. It said, “Should It Be a Crime to Treat -

This Baby for AIDS? The Rising Stormn Over the Law That
Keeps HIV-Positive Newborns from Early Treatment™
The view of the majority of people most deeply in-
volved in AIDS policy and AIDS care, however, is very
different. While they agree that real benefits accrue to
both baby and méther.and from knowing a baby’s
serostatus, other considerations take precedence. First,
“coercion” is the key issue, with analogy sometimes
made to testing Federal prisoners. Second, decade-old
fears arise of losing insurance, spouses, and jobs (al-
though the testing would be strictly confidential). TRird,

- there is the unsubstantiated fear that state-mandated test-

ing would forever estrange HIV-seropositive women
from their doctors and "the system,” and “drive them un-
derground.” v

I find zone of these arguments convmcmg The evi-
dence for these fears being realized is very weak. Fur-
thermore, all the perceived difficulties can be minimized

by good counseling, good follow-up, and strong safe-

guards on confidentiality. All:of these things are possible
and are already being done to a substantial degree. The
record of the public health enterprise in mamtzumng con-
fidendality is especially good.

A strong sense of the history of discrimination (against
women, people of color, and gay men) underlies many of
these fears. These sensibilities may be acknowledged,
but should not be considered an eternal bar to progress
in the ways we combat the plague of AIDS. AIDSis in
many ways different from tuberculosis, hepatitis, and
syphilis, but it is also similar in many ways. All have some
stigma associated with them, nopetheless we have
mounted credible efforts against them. In the course of
these efforts, we often encounter suspicion, distrust, and
fears, but usually we can overcome them. This has direct
relevance to the arguments relating to undermining the

- trust of women who are indirectly tested by a newborn

screening program. | think we give these women too
little credit if we assume that they will be unable to see
the benefits of screening (in retrospect, if not prospec-
tively) and that this failure on their part will translate to 2
distrust of and unwillingness to coopérate with their doc-
tors, nurses, and social workers. The law would emanate
from the state government, not the professional at the
bedside, and this distinction is not difficult to discern.

Mandating testing programs for hepatitis B and syphilis
has not had the feared effects and I.do not believe that an
HIV newborn-screening program would either. From our
efforts with these diseases, we should learn to improve

174 Tha ATRQ Dandar  Rantamher/Oirtaher 1994
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our strategies and to bring AIDS care and AIDS policies
closer to t.hg norm for public health problems. Mandatory
"newborn screening is one such step and is long overdye.

Having said that, we must address the ACTG Q76 study
showing the clear benefit of giving zidovudine prenamuy
andintrapartum to pregnant women, and then to the new-
born. The beneficial results dre truly exciting. Taken to-
gether, the 3 iaterventions cut the rate of vertical trans-
{mission by about two-thirds, from 26% to 8%. If all

HIV-infected women received the entire “package,” per-
haps 400 lives would be saved annually in New York State
alone. There is a consensus that our emphasis now must
' bé to identify and treat infection in pregnant women at
the earliest possible time. Further, there is widespread
agreement that a voluntary program would be the best
first effort. I concur with this, since in the prenatal con-
‘text, we confront the likelihood that substantial numbers
of women (especially those with the most risk-ladea
medical history and social circumstances) might be de-
terred from seeking early prenatal care, or might be
_more likely to drop out of care. However, I believe that
such a program would have to be well designed and con-
tinually evaluated, with a mandatory prenatal testing pro-
gram as a true alternative if a voluntary program did not
achieve and maintain high rates of participation.

Although a prenatal effort at testing and treatment
must be the first priority, the issue of testing newborns is
by no means moot. Some women will not seek prenatal
care, and women at highest risk for HIV infection are
likely to be over-represented in that group. Also, some
women will refuse prenatal testing. What should our re-
spoase be to the needs of these women and their new-
boras? [ believe that although the absolute number of in-
fected babies will be lower (hopefully, a great deal lower)
than under present circumstances, society’s obligation to
those babies remains unchanged. It is not difficult, [
think, to make a case for considering the refusal to accept
testing, and the attendant inability to act on the results of
that testing, a form of the true “medical neglect”

As a society, we do not tolerate medical neglect of
children’s needs in regard to conditions other than AIDS,
many of which are not nearly as lethal We certainly need
to develop a voluntary prenatal HIV program, incorporat-
ing mandatory counseling and minimizing barriers to
participation; a mandatory testing program for the al-
ready-born child would not be at odds with such a pro-
gram. In fact, it would reinforce it, just as it would rein-
force our commitroent to valuing the life of every child,
and preserving and caring for those lives in the best way
we k.now how. - c
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o Clinical Controversies

Mandatory
Newborn Screemng for HIV

The Wrong Answer to the Wrong Questxon
~ Alan R. Fleischman, MD Albert Einstein College of Medicine, Bronx, N.Y. @q

Pediatricians responsible for the care of children infected
with the human immunodeficiency virus (HIV) increas- .
ingly voice concern that the earliest indication of H[V dis- .-

ease in a child is a fatal infection during the first months
of life. Some of these health professionals believe that
early identification of children at risk for HIV infection
4nd the initiation of prophylactic therapies will greatly en-
hance the quality and quantity of children’s lives. This
has resulted in the recommendation that the standard
newborn screening test done on all babies right after
birth, which currently identifies several genetic and
metabolic disorders, be utilized to find children who are
infected with HIV. At first glance this recommendation

.seems both well-meaning and reasonable, in that the goal

- of protecting children from unnecessary illness s cer-

tainly laudable. However, there are many questions to be
raised about the basic assumptions upon which this rec-

ommendation is made, as well as serious concerns about _
‘the consequences of universal, nonconsensual screening
of newborns for HIV.

Iro_mcally, this debate is occurring at a time when excit-
ing new data are emerging about the prevention of trans-
mission of HIV from pregnant women to their fetuses

‘through the adniinistration of zidovudine (ZDV) to the

woman during preghancy and intrapartum, and to the
newborn for 6 weeks after birth. The possibility of phar-
macologxc primary prevention of HIV transmission dur-
mg pregnancy creates a far more important question:

. How can we educate the entire population about the im-

" Dr. Fleischman is senior vice presxdent at the New York Academy of

4

Medicine and clinical professor of pediatrics, epidemiology, and social
medicine atA.lben Einstein College of Medicine, Bronx, N.Y.
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Clinical Controversies

This eichmée of opinions on the mandatory screening of
newborns for HIV antibodies is the first in an occasional se-
ries of clinical controversies in HIV/AIDS care., '

portance of knowing their HIV status in order to reduce
HIV transmission from one person to another? With par-
ticular emphasis on women, how can we create a general
standard of medical practice so that every woman who is
of reproductive age or is at her first prenatal visit is coun-
seled concerning the benefits of knowing her HIV status
and offered appropriate comprehensive services for her-
self and her family?

A program of counseling and voluntary testing before
or early in pregnancy can result in the identification of

‘women who would be offered the option of antiretroviral

treatment in an attempt to block HIV transmission to the
fetus. Even though all of the questions concerning the
use of ZDV in pregnancy have not been answered, the com-
pelling nature of the data demands that we make this op-
tion available to women who want this intervention.

- Itis critically important that the testing of women be .
done with their permission and full understanding of the
benefits and risks of the test. The health care establish-
ment must foster an atmosphere of trust between pa-
tients and their providers that can be translated into the
delivery of comprehensive services over a long period of
time. The treatment of HIV disease and the potential pre-
vention of transmission requires the full cooperation of 2
knowledgeable and committed patient. Mandatory pro-
grams based on coercion will only Jead to greater distrust -
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Newborn Screening
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and result in patients who are appropriately reluctant to”

favorably consider therapeutic options presented by well-
meaning health care professionals.

Knowing and accepting all of this, some legislators and
health care leaders continue to press for mandatory
screening of newborns for HIV. They argue that there is
a need for a “safety net” to identify newborns whose
mothers have not received prenatal care or who have re-
fused to be tested. Of course, they realize thit only a
small proportion of the babies who test positive for anti-
body at birth actually will be infected (15% to 30%) while
100% of these infants’ mothers will be infected. They also
must be aware that the goal of a screening program is not
merely the identification and labeling of a potential pa-
tient, but also the provision of needed services to that pa-
tient and farnily. .

It is incredible to me that some physicians and politi-
cians would consider a program that would ¢ombine vol-
untary tesiing during the prenatal period and mandatory
testing after birth. Can we, as professionals, in good faith
counsel women about the importance of knowing their
HIV status during pregnancy and accept their voluntary
decision about testing, only to test them involuntarily af-
ter birth? This seems duplicitous and inappropriate. Of
course, all women who have not been tested previously
should be counseled at the time of birth about the impor-
tance of testing, and we should encourage as many moth-
ers as possible to know their and their newborns’ HIV
status.

We have the potential to ask the right question and cre-

ate the right answer. The right question is: How can we

offer appropriate counseling to all women and engage

‘d 210N 12:91 S661°97°60
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them voluntarily to learn their HIV status? If they are

" HIV-positive, how do we ensure that they receive needed

care for themselves and potential interventions to pre-
vent transmission to their fetus and, finally, that they pro-
vide care for their infants? This can only be accomplished
through a new standard of medical practice that counsels
women on the importance and appropriateness of know-
-ing their HIV status before, during, and after pregnancy.
Pregnant women should be counseled about the benefits
and potential risks of HIV testing while receiving prenatal .
care and at the time of delivéry. Testing should be linked
to services and a positive test should result in referral to a
program that provides comprehensive care for families.
Perhaps most critically important_‘m the analysis of this
complex problem is the issue of trust and respect among
health care professionals, their patients, and the public at
large. We need not create an atmosphere of fear and co-
ercion when we have the opportunity to develop a pro-
gram of screening and care that is both voluntary and
comprehensive and will likely benefit the vast majority of
those in need. We have available today a potential

“method to identify virtually all of the infants who are at

risk for HIV infection through mandatory counseling and
encouraged testing of women. With appropriate re-
sources given to education and health care delivery, the
desired goal of early identification and treatment of HIV-
infected infants can be accomplished without mandatory
newborn screening. The right question is how to develop
a trusting relationship in order to provide services to
those in need. The right answer is universal counseling
and voluntary testing.

it
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FROM:

DATE :

RE:

MEMORANDTUM

Jennifer Klein

Zoé Neubergerzi>/c//

June 13, 1995

HIV Testing of Infants

You will find attached two pieces of information related to the
transcript of the Charlie Rose program on HIV testing of infants.

1)

ccC:

An article published in the New England Journal of Medicine

reporting the results of a study on PCP pneumonia prevention
in HIV positive infants. The study was conducted the CDC’'s

PCP Pneumonia Prophylaxis Evaluation Working Group.

An article that appeared in Newsday, which refers to the
lawsuit brought by the Association to Benefit Children, a
NYC-based child advocacy group, against Governor Pataki to
force the state to release test results. The librarian
located 24 other articles on the issue of mandatory HIV
testing of infants, but none of the titles suggest that they
would discuss the lawsuit. The law library has no
information on the case, since it is still pending. If you
would like further information, I could call the Association
to Benefit Children directly, but I will await your
instructions.

Karen Guss
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PROPHYILAXIS ACAINST PNE UMOCYSTIS CARINII PNEUMONTA AMONG CHILDREN WITH
< PERINATALLY ACQUIRED HUMAN IMMUNODEFICIENCY VIRUS INFECTION Es
IN THE UNITED STATES

R.J. StMONDS, M D) | Mawv Low Livngeren, M,D., PoLLy Tuonas, M.D., Depka 11aN3oN, M.S.,

yp
BLakt GALDWELL. M.D.. GWENDOLYN SCOTT. M), ann MarTHA Rocrrs, M., ine
FOR TUE PNEUMOCYSTIS CARINI PNrUMONIA PRUPHYLAXIS EVALUATION WORKING GROTIP* "

Abstract Background. Mneumocystis cannii pnelima-
nia (PCP) remzins a common and ofton fata! opportunis-
tic infection winony children Infected with the human 1m-
munodeficiancy vimis (HIV) HiV-infected infants botween
three-and aix months of age are particularly vuligiable,
Current guidelines recommend prophylaxis in children
from birsh to 11 months old who have CD4+ counta below
1500 cells per cubic millimeler.

Methods. Wa used national <iirveillance data to os-
timate the annual incidence of PCP among childier
tfess than one year oid. We reviewed the medical rec.
ords of 300 children given a diagnocic of PCP betwoen
January 1991 wnd June 1993 to determine why treat-
ment according to the 1991 guidelinas for prophylaxis
againat PCP either was not given or failed to prevent llw
disease.

Results.  In our study the incidence of PCP in the firat
year of life amony infants born 1 HIVeInfected mothers
changed little between 1989 and 1992 Amnng 7080 chil-
dren born ta HIV infectod mothers in 1892, PCP devel-

OST cases of Pneumocystls carinii pneamonia
. (PCD) in children infected perinatally with the
hurnan immunedeficiency virus (11V) occur in infants
between three und six monthe of age.! Because PCP iy
the moust common apportunistic infecnon classilied as
indicating the preseuce of the acquived immunodcfi-
cicney syndrome (AIDS) 1n children,’ because it is often
vapidly fatel,? and becanse it can be preventcd by
~ chemoprophylasis,® chnicians and public health offi.
cials emphagize its prevention as part of (e care of
children exposed to 11V and in setting priorities far
public health policy. In 1991, « paucl of experis in pe-
diatric HIV infartion issued guidelines that recom-
mended evaluatiug the sisk of PCP in children born 1o
HMW-infected mothers by oeasuring the CDA 1 cell
count and ollering chemoprophylaxis if’ the count is
lower than an established age-specific threehold.f The
dureshiolds for prophiylaxis were as fallows: for children
fram hirth thrangh 11 months old, a (N4 + count ba
low 1300 cells per cubjc millimerer; J2 (hrough 23
monthe nld, helaw 750 cells per enbic wullimeter;
2 throvugh 5 years uld, below 500 cclls per cubic mitli-
rneter; and 6 through 12 years old, belrw 200 cclle per
cubic mllimecier

Frown the Division of BIV/AIDRS. Nanowd Cantar for Infectious Disenrer, Cen
irre for Dies:wes Contrul und Prevention, Atlasm (RJ.S., MLL., DH., B.C.
M.R.); the New York City Dopastment of [imlth, Now York (€T.); aml (e Ie-
pastinent of Nedinrica, University of Misni Sclnasl of Madiviie, Miand (0.8.).
Addiess seprint imjuesty e D1, 3imunds ke Divislon ar 11Y/AIDS, Centers
fwr Disvust Cennrol and Frevenrion, 1000 Clifton Rd.. Mallstop £:-43, Atlanta,
GA 30333

SOMher parhiclpnte in (b working group arc lisied in the Appandix,

oped in 2.4 percent. Of 300 children with PCP diagnoaod he
from January 1991 through June 1993, 199 (66 percent) g
had naver received prophylaxis, and (or 118 of those chil- inj
dron (66 pcreent) exposure to | IV was first identified 30 g5
days or lass before the diagnosis ot PFCF. Among 129 chil- *: an
dran less than one year old, the CD4+ count doclined by .~ dr.
an estimated 967 cells por cubic millimeter (95 percenr - inl
contidence interval, 724 10 1210 cAlls per euhir millime- .2 an
ter) during the throo montha before the diagnosis of PCP. ;;._- n
Among Infants In whom CD4+ counts were determined . ™
within sne month of the diagnosis of PCP, 18 percent (20 e
of 113) had at least 1500 cells per cubic millimeler, & level ',', "
nigher than the currently recommendad thrashald for pro- 14 sk
phylaxis.

- o

v 1

Conclusions. In the United States the Incidence of |5 m
PC.P among HIV-infected infants has not declinad. f thic % h"|
St

infection is to be prevented, infants expused lu HIY must
be Identitied earlier, ang prophylaxis must ba offerad 1o
more children than the guidolines currently recommend.
(N Engl J Med 1993;332:756-90.)
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Low CD1+ cell counts were thought 1o identify the
HIV-exposcd children wha were at Lighesi visk (or PGP &
even catly in life. when the available teehniques were
wiaable to catablish a Heguusis of LV infecion ™ Ree- ™
agnizing that PCP arenre most (requently in caely in
fany, the pancd also steessed the need 1o identify expo-
sute tn TV ac soon as possible.

Concern has been arousgd abou whether the 1ecorm-
mended practices can adequately prevent PCP in chil- ,
dren born 10 HV-infected tnothers.”” In une report B
HIV exposure was oflen nol identified in titne for pro-
phylaxis 1o be given during the peak risk period for
PCP in carly infancy” Other snull atudics have sug- B
gested that manitoring CD4+ ccll counts as recom-
ineoded iu the current guidelines may not be adeyuate
o determme the nsk ol PUP during the first year of
life A9 _

Lo cvaluate the 1991 gmdehnes for prophylaxis, we 58
estimated trends in the incidence of PCI* anwng in-
fants born to 111V-ntected mothers hetween 1989 and
1992, In uddition, we conducted a retrospective study 38
of more than half the U.S. children given a diagnosis #8
of PCP in rccent yeara in order 1 determine Low §
often HIV cxposure is identificd betore PCP ix diag- 3
noted, how often the risk of PCP in such childien is -
cvaluated by means of GD4+ ccll counts, and whether |8
prophylaxia ia initinted as recommended in (e 1991 7§
guidelines. 1o determine whether the currently recam- 3
mended thresholds for prophylaxia and schedules fur
monjtoring are adcquate to idently the children at- §
greatest riak for PCP, we alao analyred data o CD4+
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cell counts at the titne of the diagnosis of PCP and es-
tirated the rue of deeline in these counta.

MeriHos

Estimation of lhie Incidence of PCP and AIDS In the First
vear of Life

e usarl 1LS. surveillanee data on ALDS and data from the anon-
w .S, HIV Serasuevey of Childbearing Women 10 caleufate che
acidenes of POP and ATNS in the Grst yeur of life among childenn
whth perinatlly pequived HIV inleetion.

ALY is o reportable dlseam: thronghiout the United States. Lo
palth depacunents collect standardized dara on each person report-
e 1o v ATOS el transmit theer data 1 the Centers for Disease
Conuol and Preveniion (CDC) without personal idencifives, Report-
ing of AN among adules and adalescents is estimated w be aver
83 perernt compleae 8 an comparable estimate is avaibibde for cases
i children For thie analyade see included duta on all US. ehil-

)'|||nl

e i svhon ADE wne dingnosed tn the fiese year of lite, whose LY
intrution was acquired pertnatatly, and who were born between 198%
and 1192, We used data reported to the CDC thraugh March 1991

and nuk: aejetments in he nureher ol cnses to allow for delays in

'CP‘"'i“S'“

sinee 1988, most staee heaih deparunents have collaborated witl
the CNHC on an anonvmous pragram of testing for antibody 1o [TV
type 1 amnng wamen whi gave birth; this survey ures raeidual dried

Lloud specimens cellected from nembonis Bn vowine wietubolic
sereening.' For Wis analysis, we uaed the resnlie of tests ol spect-
mens wollected rom all participating states and tie Tisarict of Uo-
lurbin ¢33 jurisdictions in 1988 and 44 in 1992). Ta eetirnute the to
el wnmber of children ben cach yoar 1w wumen widi IV dafiction
i the Linited Stales (excluding Puerto Rico and the lermioney), we
dividec the: munher of cluldeen born w HIV-infrcted women in 1he
cureny by the proportion of all UK. eazez o AIDY acquired perinu

tally thar acoe cepooid i the punicipadng arcas.*

We caleulated che incidenee of PGP i the Lirsl yeur ot lile by di-
viding the: nnenlir of children born in cach year and reparted in have
heeny gihven the clizgnmik of PCP by one yeur ul'-.\,_;g (with udjuﬂ(mr.nl
G debies in v punting) by dic estmared swambee of birdg o HIV-
e bweomen thad yeae, Phie cidence of ALDS i the Hvar year off
life won uleulated similarly.

Fualuation of Recent Cacoc of PCP

From July 1094 throuph Ovtohsr 1983 we retraspertively re.

viewrd the redicnl reaards ol dildean with perinntally acquired ILYV
infection w wha PCP was diagnosed for the frst thi bewween Jan-
sars 1, 1991, and Juue 30, 1993, We reviewed the records of 300 chil-
dren with chues of POP veported through July 1963 from thrae
praprcs fnderd by the UDC: o program of pnpu],\rinn-l'm.u:\.'l ALDY
Ry L e condnetes by bt fleparements in New York City, For-
L s New fersey (areas with a high incidence of PCP amony chil-
deend, il Pediareie Spevtrum of Diseuse (PSD) projeer; and e
vt AIDS Collaboratiee “Teansuission Suudics (I'ACTS).
- The 099 projear conducts active surveillanee, for HIV inlecuon
eddien 3t seven sites: theonghout the stine of Massachusehis,
theouyhiong 1o Angrles County, California, and in aclectal madical
crnters i New York City, Waslinglon, DCL, Pacon Ria, Teaas, and
l_l'-- San sty Bay arca™ Data ace abstracted every six months
b ihe wedical records ol all the children in each wudy area knawn
o hive bren bom 1o HTW-infreted mathers

FACTIS GG group of Bue eallabondive:, prospective studics of peri-
woral N transenission and of the natral history ol HIV infection
o hildien i New York City) Newark, New/Jersey; Baltimore: and
l‘_"“"“- These studine vmvoll children of FlIVinfreted ninthiers
m ”l_il!'nl retned bhorutery nnd ehinicat dia on these children pro-
spreiivaly

Y his stuely, we used a seandardized form to colbert i from
NS daen buses and medical records For s ehild we reeardol
e it o hirtls, the dare of death i the child had e, the dwte and
wethul ol diagmosiz of PGP, e dirs wlien HIV exposure was firer
il shather the diagnosis of HLY intecndn in the child'’s
aenbier e e betire the child™s birh, the dates and valaes foe all

Satlable CU Rl e, and e ataeting dare aned type ol pro-
Iativsns g i POP i was preserilied, Nointhematlon wis asaf-

6-12-95 : 1:06PM :
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able on the extent of adherence to preseribed prophyluctic regimens.
We deterimivnnd whethi e ehild weee ling evaluuted for TRV infie
tion more: thun 30 duys before PCP was diagnosed, because the 1-0-
2-monthy incubaten periud for PCT'* suggesis that this is the mini-
mal ume needed lie prophylaxis w be effective.

Statletical Analysis

We used chie chi-square stadage with continuity correction to tess
lor dillerences in praportions between groups. A ditferenes was con-
sidered stanistieally signifieanr if the P ualoe wi below 0,05,

To eetimate the deeling in CO1+ ol counta before the diaguusia
of PCP, wer usnedl o robust, locally welghted, amoarhed regression
("lowess”). " "L1s 28sesa the variability of this estimated decline during
the three months befors the dugrnndz of POV we vasl o bootstrap
technique for regretaion methada ] Two hundrad replicares wew ob-
wined by sinnpling wich replacernent from the residuats of the locally
weightedd, smoothed regression (the difference between the observe <l
and smoathed values for the GD4 4 cell fonnt) and aelding the sam.-

pled reiiduale o the amoathed valnes ahtained from the obsereid
Jata The vegression procedure wag repeited for eachi buotstrap sam-
ple. Vhe mean and standard deviation lor the decline in G4+ cell
counts during the thres monthe betare POP was dingniced were com.
prated (rom theae 200 muanthad citimatea,

RESULTS

The incidence of PCP in the first year of lifc ameng
clildren born ro mathers with HIV infection changed
litde berween 1989 and 1992 (Table 1). Assuiing
mother-to-child HIV-transmizsion rate of approximare-
ly 20 pereent, we estitnated the incidence of PCP in e
tirst year of life amung HIV-infecred children born in
1992 w Le approximately 12 pereem; this was caleular-
ed as 1022 (the incidence ol PCP umong children born
w HIV-infeced mothers) + 0.2 (mother-to-child wrans-
rnission rm:c) =(.12 (the incidence of PCP among 11V
infecred children), The overall incidence of AIDS in the
first year ol lile also remained essentially unchunged
between 1989 and 1992 (Table ().

We collected retrospective datn on 300 (61 percent)
of the 1472 U.S. children with perinatally acquired HIY
infection who were given a diagnosts of PCD between
January 1491 and June 1993 (Fig. 1). 'This popularion
was made up of 197 (95 pereent) ol the 207 Jhildicn
with perinatally aceuired HTV infeerion and PP who
were veported Uuough i AIDS-surveillanee  pro-
grams in New York ity Flocicha, and New Jersey; all
85 children with PCP cnrolled in the PSD profect (ex-
cluding those reported through the AIDS-surveillanee
program in New York City); and all 18 children with

Table 1. Children Born to HIV-Infscted Mothers.

Thnse with PCP Diagnosed in the First Yoar of Life,

and Thoco with AIDE Diagnoaed In the Firat Year
vl Lils, According 1o Year of Birth.

Rokn m PEP Diacimen e AT D wrn
Yiag o HIV-INremn R YAk W FIner Vi
Burra MOTHERS® ar loer [HL AL H
ne. s Dnpviomth

1939 N3} 10€ (7 R) BEANTREN
[§G4] 6770 193 (2.9) 407 (.Y
195t 010 157 ¢2.0) $29(1.7)

1907 1R 167 (2.1) 301 A

“Latinmngy Juf the ennre Unitsd STates [exciuding Iicily Kico and the
1 busesl s CY QUG A atdies 10 100 dedp 1teRn g
i 1YY e 1T,

TBuseld oh ALY case repons, with adjustmient Tor wpurting delay-

912021567131 :# 3/ 6
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PCP who were enrolled in PACLS ; 7
srudics or cared for in medical cen- Proptiylaxis belore diaynusis of PCP
ters pardeipanng in PACLS  (ea- R
cluding  those  reported  thuough — NN T Unknown
AllS-surveillance programs in New “;993 1%% 12
Jersey and New Yack Cily).

The median age of the 300 =hil- ‘ \
dren an the time of diagnosis of PGP Prophylaxis at time
I wis 3 months (5th and 45th pereen of diagnosis of PCP ! \

iles. 2 ane ) 297 ~hyileh .y~
tiles, 2 and B0 wonths); 222 children ~ \‘ Evaluaiion for
(74 percent) were leas l_}l;m.l. year Yes Unknown HIV infaction
old. I'CP was diaguused in 130 chil- 70 7 — ~~
dren in 1891, 121 children in 1992, 12 -— ‘ \\

. and 16 children i fanvary througl 30 days - - e

o _f ' l")")‘ﬂ POP J "'i“é”- -lfloluﬁ.‘ betore diagnosis 1-30 days At ima of
une 115, PUE was defininive y i of PCP vetore diagnosis dlagnoeic
agnosed (on the basis ol examina. 01 of PCP of POP

Lion of bistologic. v cytlugic spegi-
mens) in 219 children (73 percent),
of whoimn 174 {79 percent) were less
rhan one yeur old. A total of 125 (52
pereent) of the 236 chlldren for
whom sueh information wae avail
able had wmothers known 10 have
HIV infection before or at the time
of delivery. €0 the 300 children. 133
(11 percent) were reportee 1n have
dicd by the nme of the study. and Y4
(31 pereent) dicd within two manths
of the diagnosis of POT. Death was
thoughr to be 1clated (0 PCPin 89 off
the 116 childreen for whem this ilor-

P
None

‘ 68 6
CD4-+ count oblained
betore diagnosis of PCP
. 30 days baforn
1-30 days before . ’
didgnosis ot PCP d'agmc; of PCP
8
18 ¢
CD4+ count below
threshold for prophylaxie
»/ \\
Yes No
8 20

mation was available (77 percent).

Of the 300 children, 89 (30 par-
ceant} had begun prophylaxis against
PCP before PCP wasg diagnoeed,
and 199 (66 pereenr) had not; for 12 children (1 per-
ernt) this information was not known (Fig. 1). Chil-
dren whuse mothers were known to be infected with
HIV wt or before delivery were more likely than otlicr
children {o receive prophylaxis belore PCE was diag-
nosed (11 pereent vs. 21 pereent, P<0.01). OF the 19
children who had begun prophylaxis belore PGP devel.
oped, 70 (70 percent) were apparently siill recciving
praphylaxis against PCP when the disease was ding-
noscd; however, 14 ol these Childieu (20 percend) Liad
been reeciving prophylacis for nes mnre thau 30 days
brtore TCT was diagnused. Frophylasiy ac die time of
(]i}');',‘(l().\'i\' r.nn.\'i.\'l'rr‘] l‘-f Il‘ilnl“fhnlu';|||—'<||lﬁum‘1]'m\';\1m[e
for 51 children (73 peceny), dapsone for 10 (14 per-
cent). acrosolized pentamidine for A (9 peresnt), wnd
intravenous penturiidine for 8 (4 perecn).

Of the 199 children who did nat receive prophylaxis
against PCI Lelure the discuse was dingnosed, 60 (30
pereent) were first evahuaed for TITV inferction at the
e ol ll;rlglli)!;.\ ufl T'(‘-P, N ('_)9 pL'l'L'(:lll) were evalus
ated 110 30 days before the diagnosiz af PP, and 81
(41 percent) wne o 30 days before diagnosis (Fig.
1}. The proportion af children wha were lirat evaluated
for TIIV iufection no more duae S0 days before the
diagnosic of PCP wac higher amang children whose
mothicrs ware nor known o have TV infection an or
hl'.rt‘\rl' fl!‘“\.’r‘l‘y than Atang thowe with mothers who

Figure 1. himing ot Prophylaxis among 300 Children with Perinatally Acquired HIV -
Infection in Whom PIeP Was Diagnased between January 1991 and June 1963,

had recognized LIV mteenion (84 pereent vs. 2 per.

cent: relative riak, 4.9, 95 percent confidence iuterval, |
3.0 10 8.U; P=0.001); these percentages did not change -

significantly from 1991 thraugl 1993,

Or the 8T children wha did nor veeeive prophylaxis
and who weae fiest evalualed fin HTV infection more
than 30 daye hefare PCP was diagnosed, 53 (65 per.
cenl) apparcmly had wo CD4 1 cell coumts performed
at all ne oo oore than 30 days before the diagnosis

ol PCP. Of the 28 children for wharn CD44 cell connts

P |
were uvailable more than 30 days before POP wus di ¥
agnosed, 20 (71 pereent) had no counts below the ree- ¥

ammended thresheld lor prophylaxic againa POP, Fif

teen of these 20 children (75 percem) were less than B
ene yeur old, and PCP was diagnosed definitively in 15 B

(75 percent).

Including both children whe had been given prophy-
laxis against PCP and those who had not, 180 chil-
dran had a ratal of 378 CD4+ cell counte performed
before or ar the timc of the diagnosis of PCP. The cs-
minated decline in the CD4+ cell count during the
three months hefore the diagnosis of PCP was 967 cells
prr cuble millimeter (45 pereent confidence interval,
72% w 1210 cells) among 129 children less than one
yrar old (Fig, 2) and 15 eclls per cubic millimeter (95
pereent confidence interval, @ 10 62 cells) among 31

l'Il”'.{l‘Eh Al Ic'.:lb_'.l oHe yéear oltl.

R R - oy .

© i P I

v

Ik}

~AMNA 2 Nl feedlclonm

R R e e B



SENT BY:PUBLIC AFFAIRS © 6-12-95

March 23, 1995 |§

\\

At time ot
diaqriusis
of PCP
80

—

i

Acquired HIV .

June 1993,

ve. 21 per-
ce inferval
not change

)l'ophylu,\i.\‘
ction move
3 (G5 per-

performed
= diagnosis |
cell counts ;

ZP was di-
w the rec

L PCP Fil-
- less than
ivelyin [3 !

N prophy-
180 chil-

erformed

P The ca- !

uring the
1967 colls
interval,
r.hun (V3T
newer (95
monyg 5l

|
|

1:08PM :

COD4 + Count icelis/mm?3)

Months before Diagnosis of PCP

gigurs > D4+ Call Counts during the Six Manths halnro the
Diegnozi of PCP in 128 Childron ~.11 Monthz Old at the Time
of Diagnusis.
Poinls indicata CD4 - cell counts; the thin lines connast meas-
uremenic in the eamo child: tho thick lino ropreacnta the locally
wulgiited, smvuited 1ayiosasivn vutve, sl Uk dushed 1ng rep-
resenls the current tnresnold tor prophylaxis against PCP in this
aga group (<1500 eells per cuhic millimarar),

Fur + L1 children (17 percent), the CD4+ cell count
was measured within one month of the diagnosts o
PCP (Tablo 2). Ameng the 113 of these children who
were {ess than one yeur old at the time of diaguosss, the
mediun CD1 4 count was 532 eelia per cubic millimeter
{25th and 75th percennles, 244 and 1250 cells), Among;
the 28 children who were at least one year ald at diag-
nosty. the median CD4+ count was 29 cells per cuhie
milti-ocer (25th and 75th percenriles, 7 and 61 eulls).
i o che 115 children lese than one year ald ar the
deie oo dagnosis (10 porcent) lad G+ counts of
L) or more eells per cubic millieter. For 160 chil-
dren, cither the number or the percentage of GD4 F
cells wae meuasnced within one month of the diagnosis
of PCP; 24 of 129 children less than one vear old (19
pereent) and 7 of 31 children one year old or older (23
pereent) did not fall below the veconnnended threshold
for initiating prophyluxis in terma of either CD1+ cdll
“onns or pereentage of CD4 cells (20 percent ol total

Waviphioeytes for children of any age).t

DISCUSSION

Despite the publicarion in 191 of guidelines far pro-
phylaxia against PP awd evenr widh coudnuing in-
freases in the use of prophylacis,'"™ the sctimated in-
cdenee of PCP in the fist year of life wnouy children
with peanatudly acgnired HIV infieetion in the Lnited
Srates 02 pereend) bis changed livde in recent years
e oartually idenrieal ta the rate of 118 pereent re-
ported among Wiildien prospectively followed in the
Liropean Colluhortive Study, very few o whom had
receivid prophiyluxis.”

-‘\llhnug_h limited l)}' our reliance on data collected
fultospectively, vur evaluation of a kuge sample of U1S.
children wirh periiatally acquired MV infection i
‘T'mn\ PUT wag diagnoscd berween Janvary 1991 and
e 1005 highlights ecveral important faclors contrib-
T o dwe continued  substantial incideuce of PUE,
Hostof 1y l"li.ll.ll".‘l'l wa studied (b‘; pc"k'ﬂ\l) did not re-

CDC-

PROPHYLAXIS ACAINST PLP AMONG CHILDREN WITIT HIV INFECTION Hlix

ccive prophylaxia before PCP was diagnused. Because
many of these cases might have been prevented hy pro-
phylaxia, they represent a Gailure of current stiategivs
for ideniitying exposure t LUV, evaluating the rick of
PCP, and initiating prophylaxis in the Jiildieu with the
highest risk.

The most pronninent xap i effurts w prevent PCP
i HiV-intected children remains the failwe o recog-
nize THV exposuie suun cuouglt 1o begin prophylaxis
before PCP develops. Over halt the children in cthis
sty wlho were noc given prophyluxis before PCP de-
velaped were nnr recogniesd as having exposure o HIV
in o for prophylaxis o prevent the discase. More-
aver, this proportion did not deeveass over the 2V yearg
of Lthe study. Nor surprisingly, lack of knowledge of the
mother’s HIV inlection before birth was associated
with late recognition of exposure ra HIV among the
children in thiz study: .

Soue youny children may not be protected by pro-
phyluaxis because the length of time requircd (o obiain
a CD4+ rell count in some communtiies tmay delay the
initiation of therapy until after the peried of lighest
risk for PCP {three 10 six months of age). In thix sindy.
nearly two thirds of children whaose capusute (o HIY
way ilentilied but who were nint given prophylavis had
1o record of GO 1 el counts witil 30 days or less be-

tore the diagnosis of PCP was made. Although some of

these childicn iy bave had weasurements thar were
not enterae in rthe soailable medical records, it iy Likely
thiac fur vthicrs PCP developer before the CD4+ cell
ronnt was determined. :

Even amoog children whose CD4+ cell counts were
cvaluated 25 recommended. the ectablished thresholda
for prophylaxis mav have caused tnaay children at hugh
rigk for PCP 1o be categorized as needing no prophy-
laxis; this was especially truc of thase in the first year
af e, when the visk of PCP is greatest,’ hn whotn
the eriterion 1or prophylaxis is a CDA+ conmr af less
than 1500 cells per cubic milligeter, Mutcov e, hecause
CDH cell counts i nfanis may decline rapidly, the
monitoring of cowts cvery three anths, as recom-
mended in the 1991 guidelines, may not permic detec-
tion of the drop carly enough tor prophylaxis 10 be use-

ful. The parimited rate of deeline of more than 300 cells

per cubic millimeter per month before the diagnosis
of PCP in infantys less thun one year old i much grear-
cr tin the decliney of fewer than 100 cells per cubic
millimeter per mwonth reported among HIV infected

Table 2. Cuat+ Cell Counts within One
Monih ¢f the Diagnosis of PUP. Aerording
to Age at Diagnocie.
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and uninfecied infunts and older children i ather
studies'™? und among older children in this study.

In sorue children, PCP may have occurred despire
praphylaxis; as many as 23 percent of the children with
PCI in this study may have been receiving prophylaxis
at the time the discase was diagnosed. However, this
figurc may overestimate the nmumber of children for
whorr prophylaxis rraly failed, because we do ot know
whether the childeen actually received the medicarion.
In addition, without a control group of HIV-infected
children in whom PCP’ did not develop, we cannot as-
sess the efficacy of different regimens for prophylaxis
against PCP. Clinical trials have demonstrated the efti-
caey of prophylaxis against PCP among children with
cancer® and adults with HTV infection,?® but none have
been conducted among HIV-infeered children.

Eiltcctive prevention of PCP in children with HIV in-
fection requires that their expaosure to HIV be ident-
ficd and prophylaxis begun before two mouhs of age.
The recent demonstration that zidovadine can <ubstan-
Ually reduce perinatal transmission of HIV offers a
compclling reason for prenatal identification of infec-
tion.? The diagnosis of HIV infection in a woman dur-
ing or cven before pregnancy allows her to reccive med-
ical and other services to preserve her own health,
permils interventions such as zidovudine therapy 1o be
prescribed to reduce the risk of HIV infection in her
child, and makes possible the carly initiation of prophy-
laxis against PCP for the child. Offering counscling
and voluntary testing for HIV 10 all pregnant women
may be the single most important step towurd prevent-
ing PCP in children. The Publie Health Scrvice is cur-
rently revising its guidclines for the counseling and vol-
untary HIV tesiing ol pregnant wamen.

Data from this study also suggest that the cnrent
strategics {or prophylaxis may not be cffective in pre-
venting PCP in the infants who are at highest risk for
the diseasc. A working group convened by the National
Pediatric HIV Resource Center and the CI)C has re-
cently develuped revised guidelines for prophylaxis
against PCP in children that reconimuend stasting pro-
phylaxis for all infans born to HIV-intected mothers,
beginning at four o six weeks of life. The guidelines
recommiend discontinuing prophylaxis in children who
arc determined not 1o have HIV infection but continu-
ing it throughont the first year of life for all HIV-infect-
ed children,

APPENDIX

In addidion to the authors, the Preumagyifls caninii Pnevinonia Pro-
phylaxis Lviluation Wocking Graup includes the. Jollowing: the PSD
project (H.-W. Tlsu, Massachusetts Deparuncnt of Health, Boston;
.. Mascala, Los Angeles County Deparement of Health, Los Augeles;
K. Shaner. Texas Department of Health, Austin; Y. Maldousdo, Stan-
ford University, Palo Alw, Calif;; I Ovtiz, Puerto Rico Departinem
of Jlcalth, San Juan; R. Parrot, Washington Children’s National
Mediral Cenrer, Washington, D.C,; and P. Thomas, New York Ciry
Department of Health, New York); the CDC TACTS (D. Thea, Mcd-
ical and Health Research Associxiion, New York; L. Schocnbaum,
Monicfiore Medical Genter, New York; P. Pulumbo, University of
Murhicine aud Dentistry of New Jersey, Newark; ). FFadley, University
of Maryland, Baltimore; and 8, Nesheir, Emory Uniiversity, Atlanta):
G. Counclly, llorida Departruent af Health and Rehabilitative Serv-
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jces, Tultabassee: F. Laraque and J Beil, New Jersey Department of
Health, Trenton; G. McSherry, University of Medicine and Dentistry
of New Jersey, Newark: and M. Vazquer, M. Kaluha, 8. Duavis,
J. Karon, wnd 1), Burgess, CDUL Atlaua.
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Albany - Heigniting one of lasi yea
a state Senate cammittee yesterday app
mothers De notitied of the resulis 0

r's wost copfrovercial legisiafive issyes,
roved a DILl that would FhQUIIE that all
fOHIV iests on thelr newborns

"I want to get this defate going,” saild Sen. kKemp Hannon (R-Garden CItyi, a
chiiet gacker of fThe Dill and ihe newly appoinied chalrman of the Senate’s Health
Committee. The panel passed the measure yesterday.

£ 0111, vepewmently opposed Oy ALDS activistis and some Oemocratic

[sidators, would "undlind” the HIV test{ now conducted ananymausiy at birth on
EVErY neEwborn in The stafte Lo help state healih officials track the gpidewric.
Mothers would De required 0Oy law To be notified of tihe HIV status of Their
child. For the estimated 1,300 mothers whDse babDies fest posifive every year,

tile disclosure would mean that they, too, have the AIDS virus.

This year, Pressure for a major confronfation over the bill already seems 1o
be Buiiding. Sponsored Oy Assemb. Nettie Mayersann (D-Gueensi and 5en. buy
¥Yelella (FH-Brohwy), the Dill atfracipd the sponsorsiip of bov. Gegrge Fafakl when
he was a senator last year. He aiso supported I during his gubernatorial
campaign. and yesterday, a Manhatian-based child advocacy group, filed a lawsult
against Patakl and other state officials to force the :tate to disciose tihe
results of the tests.

It 1s The siaie's duly o acknowledge this public health crisis and help
children and their families with HIV," said Gretchen buchenholz, execullve
director of the Association fo Benefit Children, which filed fthe suif in New
York State Supreme Court. There Is "a public emergency af thousands aof children
whose iliness goes ungdetecied until They come down With debilitating and offen
fatal apportunistic diseases

Opponents of the bDill contend that mandatory festing would drive pregnant
women wha don't want to know thelr HIV status away from the health care they
eed. Instead, Lhey favor a compromise measure, which Lhe Senats at fhe last
fliour failled to act on ilast year, that would mandate :DUHSEliﬂq ta ncrease the
aumbers of womren who woluniarily consent to testing themselves oy thelr babies.
ppanents say thelr pasition hads been recently buuyed gy screntific reszegarch
that indicales a woman who receives the drug AZT during pregnancy will reduce
the risk of passing the HIV virds onto her Lﬂliﬂ by two-thirds.
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“If wWe can gel women whG are HIV posifive infn AZT programs, ihen we ©an
significantly reduce the passage from mother to child,” said Sen. Richard
goilinger (D-Hochesiery, a member Of fhe Senaie’s healith commitiee. “1 woulg put
the money Into preventian and counseling.

Hannon argued sore women would veceive treatment wiih Lhe mandatory ies
“We know for sure It Chey are not notified, 100 percent won't come In," sal
Hannon., “If you don't have the information ywou can’'i act on it.°

£ing.

iy
id
Sen. Michael Tully (K-Fort Washingtoni, who chaired the Senate’'s health
commitiee betore Hannon, said 5 gctierday he was surprised such an emgiional izcue
was being introcuced lﬂ the middle of pudget negotiations. Tully said he remains
commiiied 0 fThe compromise Dill he supporied thatl mandates counseling instead
of testing.

U f‘i

Citing Thne new medicial evidence aboul Lhe preventive effect of AZYT, the
centers for Dis as Ha1tr 1 last month released 3 new recommendation favorting
voluntary over mandatory fesling Of preghant women and babigs.

~r

e
da

But adgvocates of mandatory disclosure claim that more gf the medical
establishment is Cowing to their side, including fhe New York State Asspoiation
of Public Health Officials.
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