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Mom's Privacy or Baby's Welfare: 
FOR MORE THAN a year, Congress has failed 

to provide guidance op the divisive matter of 
testing mothers and newborn babies for HIV 

infection. This week an agreement was reached that 
is less decisive than it should have been but at least 
is an improvement over current practice. 

Many people working to control AIDS believe as 
follows: Nothing should be mandatory; pregnant 
women should be counseled about the disease and its 
potential effect on their babies, but only if they 
voluntarily agree; no tests should be required of 
anyone; and the results of tests taken as part of a 
sample used for statistical purposes should remain 
secret—even from the mothers. Others, admittedly 
more concerned about the babies' welfare than the 
mothers' privacy, argue that while counseling and 
Voluntary testing are fine, all infants whose HIV 
Status is unknown should be tested at birth and the 
results made known to parents, guardians and prima-
.ry medical care givers. They are right. 

Infants who are HIV positive need a different kind 
of care. They should not be breast-fed by an HIV-
positive mother, for example. They should not re 
ceive routine vaccinations of the same kind and on 
the same schedule as unaffected children. Great care 
must be taken to protect them from other infections, 
such as pneumonia and tuberculosis. And foster 
parents, who care for many of these children, must 

know about this special problem. And while it 
recently has been proved that AZT therapy given 
before and during labor to infected mothers and 
thereafter to their babies cuts the risk of HIV 
infection by two-thirds, some variation of this treat­
ment given only to the baby after birth may prove 
beneficial. Balancing all this against a mother's right 
to privacy, we believe, makes a choice easy. 

Instead, there is a compromise. All pregnant 
women—not only those in hightfisk groups—are to 
be offered counseling and testing. And the states are 
to compile and report statistics on mother-to-baby 
HIV transmission to the Centers for Disease Con­
trol. That's all fine so far. But it does not deal with 
the problem of mothers who do not want to know 
their HIV status and will object to the testing of their 
children. Congress puts that off until the year 2000, 
when the testing of infants will become mandatory 
unless the rate of transmission is cut in half, or if 95 
percent of pregnant women receiving prenatal care 
have agreed to be tested. As for the HIV-positive 
babies bom between now and the end of the centu­
ry—between 6,000 and 7,000 a year, if current 
rates continue—some will receive the medication 
and special care they need. Unfortunately, many 
others whose status will be unknown will not be 
helped at all That's whafs so wrong with the 
compromise. 

Hoop Dreamers, in a Hurry 
A LLAN IVERSON, an electrifying performer 

for Georgetown University's basketball team 
the past two seasons, is leaving college early 

to play in the National Basketball Association. That 
isn't unusual in most of college ball these days, but 
it's unheard of at Georgetown, where John Thomp­
son had never lost" a player to the pros before 
graduation. 
. Mr. Iverson may or may not make it in profession­
al basketball Far more important is the question of 
whether John Thompson—or those who think like 
him—can continue to make it in the world of college 
basketball while doing things as he does: graduating 
young men capable of making a good living, and good 
lives, without a basketball in their hands. 
. Mr. Thompson joked on Tuesday that this early 
departure might make his recruiting easier, since his 
.insistence on getting an education had, in the past, 
frightened away many good high school players who 
didn't want to commit to staying the course for a 
college degree. But there was a disturbing signifi­
cance to Mr. Iverson's action, coining as it did just as 
another wave of freshmen, sophomores and even a 
high school student, were offering themselves up for 
the pro draft. 

Some of these players are, no doubt, enticed by 
the exaggerated promises of agents who hope to 

make money off them. Others probably are acting on 
a pretty good calculation as to what course of action 
will ensure them the best lifetime income. But the 
overall effect of this annual coming-out party is to 
make college basketball look more and more like a 
way station where the smart guys spend as little 
time as possible before turning pro. The trouble is 
that for most college players, that isn't going to be 
an option; they'll never play in the NBA. 

They do, however, have the opportunity to earn a 
diploma. This fact has been die center of John 
Thompson's program. He has been made out to be a 
sort of saint in the basketball world. He isn't. He can 
be imperious, intemperate and difficult, and he 
makes a lot of money out of the game. But over the 
years at Georgetown, he has established a record for 
integrity and genuine concern about those who play 
for him-r-and a reputation for being serious about 
academics. He follows the careers of his former 
players closely, and is as proud of those who are 
making it in business, education, the law, as he is of 
Patrick Ewing and Dikembe Mutombo in the NBA. 
Most important, he has combated the image of 
college players as semi-students and mercenaries. 
Short-term or long, the better future for most of the 
kids who play the game lies with a wider acceptance 
of that approach. 



What's News 
Bu. 'usiness and Finance 

STOCK AND BOND PRICES plum­
meted on news that the nation's 

economy surged at a 2.8% annual rate 
in the first quarter. The yield on the 
30-year Treasury bond leapt to 7.05%, 
its first close above the 7% level In a 
year. The Dow industrials sank 76.95 
points to 5498.27, their steepest drop in 
a month. Traders braced for today's 
report on April employment. Employ­
ment figures have battered financial 
markets in the past two months. 

(Articles on Pages A2. CI and CIS) 

* * * 
The Energy Department said rec­

ord recent gasoline imports into the 
U.S. primarily from Europe, are'ex­
pected to bring motorists some relief 
from the surge in pump prices. 

(Article on Paoe A3) 

* * # 
A high-tech merger boom is accel­

erating, particularly among hardware 
and software makers racing to exploit 
explosive communications markets 
but who can't afford to take the time to 
build those businesses internally. 

(Article on Page A3) 
* • * 

An Alliant Techsystems unit is un­
der criminal investigation for alleg­
edly overcharging the Pentagon on 
missile-production awards, according 
to people familiar with the matter. 

(Article on Paoe A3) 

* » * 
GM is likely to set up a used-car 

program to reduce anxiety over qual­
ity and pricing, but the move may 
push prices even higher. Ford is roll­
ing out pilot programs while Chrysler 
says it's considering a similiar move. 

(Article on Page A4) 

* * * 
The UAW is expected to press GM 

for wage increases and job-security 
guarantees even though the auto 
maker maintains it needs union con­
cessions to remain competitive. .. 

Top GM and UAW officials are ne­
gotiating the possible reinstatement of 
a Lordstown, Ohio, union official who 
was fired over fraud charges. 

(Articles on Page B3) 

MCA selected Loews as its partner 
in the $600 million development of two 
luxury hotels in Orlando, Fla., in an ef­
fort to break Disney's lock on the Or­
lando hotel and convention market. 

(Article on Page B12) 
« # * 

A senior Intel official said prices 
for persona] computers using the com­
pany's top-of-the-line Pentium Pro mi­
croprocessor are expected to fall below 
S3,000 in the next few weeks. 

(Article on Page B4) 

* * * 
Astra USA in investigating allega­

tions that its former chief executive 
and other top managers used corpo­
rate funds for personal expenses, peo­
ple familiar with the matter said. 

(Article on Page BID 

* # * 
Turner Broadcasting is weighing 

the sale of its troubled Castle Rock En­
tertainment film-making unit, accord­
ing to people close to the company. 

(Article on Page B12) 

^ World-Wide o; 
THE SENATE APPROVED a bill to dis­

courage illegal immigration in a 97-3 vote. 
The bill would significantly increase law-

enforcement efforts by authorizing the hir­
ing of 4,700 more Border Patrol agents and 
600 more INS employees. It also provides for 
pilot programs to help employers identify 
undocumented workers. It must now be 
reconciled with .a House version lhat con­
tains a provision that would allow states to 
bar the children of illegal immigrants from 
public schools. (Article on Page A14) 

A House chaimm set a vote next 
week on citing the attorney general and 
White House counsel for contempt in a 
battle over travel-office documents. 

* * * 
Clinton held talks with a bipartisan group 

of moderate lawmakers in an effort to take 
.the offensive in the budget battle. Mean­
while, details began to emerge on a revised 
six-year plan the GOP is to unveil next week. 
The two sides are far apart, and election-
year pressures make chances for an deal 
this year remote. (Article on Page AH) 

* * * 
U.S. Marines stood ready to go ashore in 

Liberia's capital if renewed factional fight­
ing threatened the U.S. Embassy, and U.S. 
warships continued their show of force. 
Fighting yesterday centered on a bridge 
near the embassy in Monrovia. Control of 
the bridge by rebel forces would allow them 
to bring more fighters into the city. 

* * * 
A card found in Terry Nichols' home paid i 

for more than two dozen calls to fuel sup-; 
pliers, chemical distributors and a big explo­
sives manufacturer in the months before the 
Oklahoma City bombing, the Dallas Morn­
ing News said phone recqrds show. Most of 
the calls were made in a three-day period in 
September 1994, the newspaper reported. 

* * -» 
Truckers boycotted the ports of Los An­

geles and Long Beach, cutting in half the 
shipment of goods to rail terminals and final 
destinations. The ports handled S157 billion 
in goods last year and account for 25% of all 
U.S. container traffic. Low pay and rising1 

pressures brought by the ports' growth are 
driving the boycott. (Article on Page A2) 

» # # 

Federal agents arrested dozens of sus­
pected drug traffickers and said the raids, 
and earlier ones, have broken up a nation­
wide Mexican-Colombian cocaine ring. 
Among those arrested were a New York 
policeman and a National Guard sergeant. 
Clinton called the sweep '.'a big victory." 

* * * 
South African police raided a workers 

dormitory controlled by Zulu nationalists in 
Durban and arrested nine men suspected of 
taking part in an attack last week on the Zulu 
royal family. A standoff then developed' 
when about 400 armed Zulus surrounded the 
police station and demanded their release. 

» # # 
Militants in Montana rejected a request 

by FBI agents for a meeting tomorrow. In a 
letter to the group, the FBI said it would take 
"whatever action it deems necessary" if the 
antigovemment militants fail to show any 
willingness to end to a 5%-week standoff. 

* * * 
U.S. health officials said asthma deaths 

among people under age 24 more than 
doubled from 1980 to 1993. Blacks in some 
age groups were six times more likely than 
whites to die of the disease. A study author 
wasn't sure how to explain the findings. 

* * * 
Rep. Waldholtz's husband was charged 

with bank fraud involving a S3 million 
check-kiting scheme. Prosecutors said the 
27-count indictment is part of a broader 
investigation Into the couple's finances. The 
Utah Republican has filed for divorce. 

* * * 
Britons voted in local elections widely 

predicted to produce heavy losses for Prime 
Minister Major's Conservative Party and 
increase pressure for early national elec­
tions. Polls predicted the Tories would lose 
half the 1,200 municipal seats they hold. 

« * # 
Millions of Indians cast ballots in the 

second round of parliamentary voting, and 
eight were killed in election-related vio­
lence. Most died in the northern state of 
Bihar. Yesterday was election day for one-
third of India's electorate of 590 million. 

* * # 
Swiss banMng officials signed an agree­

ment with Jewish leaders to improve access 
to secret files in searches for records of 
unclaimed deposits by Holocaust victims. 
The agreemefit also creates a central organ­
ization people checking claims can contact. 

» * * 
Died: Herbert Brownell, 92, Eisen­

hower's attorney general during the 1957 
Little Rock, Ark., school-desegregation bat­
tle. Wednesday, in New York, of cancer. 

British Telecom's merger talks 
with Cable & Wireless were broken off, 
stymied by uncertainties over price, 
regulation and corporate strategy. 

(Article on Page B4) 
* * * 

Delta estimated that its new pilots' 
contract will produce about $760 mil­
lion in savings over four years, less 
than expected but still acceptable. 

(Article on Page B3) 
»-. * * 

Markets-
Stocks: Volume 441,051,910 shares. Dow 

Jones industrials 5498.27 off 76.95; transpor­
tation 2192.79, off 16.57; utilities 207.66, off 
2.30. 

Bonds: Lehman Brothers Treasury index 
6063.37, off 84.94. 

Commodities: Oil $20.88 a barrel, up 5 
cents. Dow Jones futures index 156.58, off 
0.38; spot index 152.65, off 1.05. 

Dollar: 104.40 yen, off 0.93; 1.5285 marks, 
off 0.0075. 
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SUNY Chancellor Resigns Post 
After Battling Pataki's Trustees 

Board's Rebuff Over Provost Had Caused a Rift 

By JAMES 
After months of tension and dis­

agreement over the direction of the 
Stale Untverstty of New York and 
Gov. George E. Patau's plans to 
streamline SUNY, the Chancellor of 
the 6<-campus. 15 billion system 
turned in his resignation yesterday. 

The Chancellor. TTiomas A. Bart-
lett. was appointed In October 1994 
by the SUNY tnistees while Mario M. 
Cuomo was Governor. He had been 
at odds with the seven tnistees ap­
pointed since Governor Patakl took 
office in January 1995. 

The tnistees appointed by Mr. Pa­
takl have increasingly wielded more 
power over policy Issues and perwn-
nel matters, pressing to de^mpha-
size SUNY's historical centralized 
approach to managing Its far-flung 
operations. Tliey have also favored 
giving each campus autonomy over 
crucial matters like tuition and aca-

c standards. 

A highly placed member of the 
university system's administrative 
staff, who spoke on conditon of ano­
nymity, said that what triggered Mr. 
Bartlett 's departure was the failure 
of the SUNY tnistees to approve his 
choice for provost on Monday. The 
provost would have been, in effect. 
Mr. Bartlett's second In command. 

He had nominated Daniel Fallon, a 
veteran college administrator who Is 
the chief academic officer at the 
University of Maryland and a former 
psychology professor at the Slate 
University at Blnghamton, N.Y. 

Mr. Bartlett said nothing beyond a 
short prepared statement, which 
urged SUNY not to lose sight of its 
strengths as It evolves In a time of 

BARRON 

financial and philosophical change. 
"As it repositions Itself lo (it very 

new circumstances," he said In the 
siaiemem, " i t is vi tal to protect the 
founding vision of the Slate Univerai­
ty of Neiy York: broad access tor 
students and national levels of edu­
cational quality. I believe It Is Incum-
pent upon the board of trustees to 
pick a chancellor that It wi l l support 
wi th authority and commitment." 

Mr. Bartlett said he had concluded 
that he was not that person. 

" 1 have spent a great deal of t ime 
over the last several weeks thinking 
about what is best (or the State Uni­
versity and how Its Interests are best 
served," he said. "1 have decided 
that while I sti l l (eel very much com­
mitted to SUNY. It is best at this time 
that 1 step down as Chancellor." 

Mr. Patakl Issued a statement that 
praised Mr. Bartlett for serving 
"w i th distinction and professional­
i sm. " The Governor said Mr. Bart­
lett, a former chancellor of the Ore­
gon university system who came out 
of retirement to take the New York 
Job, had "helped to position our State 
University for increased success In 
the future." 

In the last (ew weeks. Mr. Bartlett 
had made litt le secret of his differ­
ence! with the SUNY board. One of 
the biggest problems was what role 
each should play. For example. In 
choosing a new provost, a chancellor 
typically has considerable latitude. 
But some tnistees expressed Interest 
in looking at several candidates rath­
er than allowing Mr. Bartlett to 

Continued on Page B5, Column S 

Array of Opponents Battle 
Over 'Parental Rights' Bills 

By PETER APPLEBOME 
Congress and state legislatures 

around the country are becoming 
battlegrounds over politically 
charged "parental r ights" bills, pit­
ting conservative and religious-hght 
groups seeung broader protections 
for parents against education, public 
health and liberal organizations who 
say such laws are major threats to 
children and schools. 

The bills Include the Parental 
Rights and Responsibilities Act 
pending in Congress and proposals 
for amendments to state constitu­
tions that have been introduced in 28 
states and are the subject of a refer­
endum drive this year in Colorado. 

The model language for the bills, 
adapted from a 1925 Supreme Court 
ruling and proposed by a "pro-fam­
i l y " group called Of the People, 
which is pmmoting such laws, states. 
"The tight of parents to direct the 
upbringing and education of their 
children shall not be infringed." No 
such laws have yet been enacted. 

In advocating such legislation, 
conservative Republicans, Christian 
groups and organizations like the Ea* 
gle Fomm and Focus on the Family 
cite cases of children given counsel-
mg over the objecliony of their par­
ents or exposed lo sexually explicit 
maienals in schools. 

"What we're trying to Insure 
through this legislation is very sim­
ple: that schools reinforce rather 
than undermine the values parents 

teach to our children In our homes, 
churches and synagogues," said 
Ralph Reed, head of the Christian 
Coalition, which supports the legisla­
tion. "The American people agree 
with us, and If Bil l Clinton Is faced 
with a situation where he gives in to 
extremist organizations on the left 
and vetoes this, he's going to have a 
serious election-year problem on his 
hands." 

Mr. Clinton has had no Comment 
on the Federal legislation. H ie pre-

Continued on Page B l . Column I 

Lebanon Buries Victims of Israeli Shelling 
Coffins were passed f rom hand to hand ye t t t rday at a funeral near the Uni ted Nat ions camp where an attack 
on Ap r i l 18 kil led about 90 people who had taken refuge f r o m an offensive against Islamic mi l i tants. Page A 6 . 

Wages in U.S. Rose 
1 % in First Quarter 

Wages and salaries advanced 1 
percent in the flnt three montha of 
the year — the fastest pace,since 
1991. •*• 

After years of concern about stag­
nant wages, the Increase ts the f i rst 
sign that many workers are begin­
ning to enjoy Increases In pay that 
outpace the rise In the cost of living. 

The Government report, combined 
with a separate private survey show­
ing that consumer confidence Im­
proved in Apr i l , points to an eemomy 
gradually picking up speed. 

But that pace has some analysts 
worried that Inflation could acceler­
ate. Indeed; an Increase In wages, 
coming at a t ime when crude oil and 
grain prices have Jumped sharply, 
could threaten to rekindle Inflation, 
these analysts say, and prompt the 
Federal Reserve to keep a tight rein 
on credit by raising Interest rates. 

Bustness Day, page DJ. 

Democrats Outflank G.O.P. 
In First Campaign Skirmishes 

By ADAM NAGOURNEY 
WASHINGTON. Apr i l M - Sena­

tor Bob Dole t ired the f l n t shot last 
Friday afternoon: a slngtepage 
p r o s release and letter to President 
CUnton demanding repeal of the O -
cent gasoline tax Increase enacted as 
part of Mr. Clinton's 1999 deficit-
reduction program Mr. Dole, his 
aides sold, would ride the Issue 
through the coming week. 

President Clinton responded to Mr. 
Dole's bullet with a cannon blast 
Leon E. Panetta, the White House 
chief of staff, issued a statement 
urging Mr. Dole to Join talks on bal­
ancing the budget. Mr. a In ton's 
campaign headquarters faxed out a 
stream of documents containing a 
H-year history of gasoline tax In­
creases and Mr. Dole's earlier advo­
cacy of such Increases. 

By Monday, Mr. Clinton had 

INSIDE 

E m p h a s i s o n M a n u f a c t u r i n g 

Mayor Rudolph w. Giuliani an­
nounced a plan to encourage new 
industry like the manufacturing of 
comoufer software. Page B l . 

S c h o o l B o a r d W i n s In C o u r t 

Chancellor Rudy Crew's efforts lo 
remove corrupt school boards sus­
tained a second defeat. Page B3. 

B e h i n d a W i t c h T r i a l 

Although a Maine woman was con­
victed by her church of claiming lo 
be a witch, what was really at issue 
was real estate. Page A12. 

A2 News Summary 

Unbridlcd's Song's g room, 
Penirr : . W \ •p rv - in r ' 

his charge up yesterday before 
the hone tested a new shoe 
meant to help his ai l ing foot. 
Above, a farrier. Steve Nor ­
man, swabbing the f o o t 
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By JOSEPH DURSO 

LOUISVILLE. Ky., Apri l 30 - Er­
nie Paragallo, a husky, ruddy man 
with bushy hair and a knack for 
picking horse talent, is no Kentucky 
aristocrat He Is a "pmhooker" from 
Brooklyn, a mon who buys horses 
low and sells them high. 

Nol so long ago, a dream Invcsl-
mcnt seemed to have him at the top 
ol ihe horse racing business as ihe 
owner of Unbndled's Song, the favor-
ne for Saturday s 122d Kentucky 
Derby nnd a son of Unbridled, winner 
of ihe 1990 Derby. But today, a sore 
led forcliKit Inn compromisol his 
coil's chances anil Icfl Partiftnllo .-mil 

his trainer with the diff icult decision 
of whether to run at all. 

It Is a crossroads that underlines 
all the financial risks and emotional 
pressures of trying to win America's 
ntost treasured horse race. 

Among the questions facing Para­
gallo are these: Is Ihe colt fit enough 
lo run. let alone win? Should he risk 
damaging Unbridlcd's Song blond. 
Slock value with a poor perform-
ance? Did his iromcr moke any mis­
take In treating ihe sore fool after 
the last race, the Wood Memorial al 
Aqueduct, three weeks ago? And. 

S ltV.m IJIIKHATUl 

since a horse has Just one chance, 
how Important is It to win the Derby 
at any cost? 

The stakes are high, especially for 
Paragallo, who normally deals with 
horses of for less quality. With a SI 
million purse, the Derby wil l pay 
$600,000 lo the winner and provide 
greater rewards in the breeding shed 
when a horse's racing career Is over. 

" I f things go our wny," said Jim 
Ryerson. who irolns the coll. " I think 
wc have enough days left to heal the 
Injury, nnd he'll do fine. Maybe (hey 
won't, but at this point we are think-
mg npnmislicnlly." 

'Miry hnvi' no nthrr i hmcc. A filial 

( lllllllllll'lloil I'III.T llll.CiiJi, i 

moved to trump Mr. Dole by Invok­
ing the fu l l power of Ihe White House, 
annnunrtng — In t ime for the evening 
news broadcasts, as his aides boast­
ful ly recounted today - that the Gov­
ernnient would self oi l f rom the Stra­
tegic Petroleum Reserve In an effort 
to stem the price rises at the pump. 

The recent skirmishes over the 
gasoline tax point to a growing dis­
parity that Mr. Dole's aides and Re­
publicans outside his organliat lon 
are viewing with evident and In­
creasing concent: While Mr. Dole is 
sti l l grappling to lay the basic foun­
dations o l a Presidential challenge, 
the Clinton campaign la emerging as 
a formidable machine, able to draw 
at once on the power of the Presiden­
cy and an experienced and weH-fi-
nanced campaign apparatus. 

With the pr imary season behind It, 
Mr. Dole's campaign Is confronted 
with d l f f la i iues caused by a relative 
lack of experience among Its staff 
(Mr. Dole has almost logged more 
t ime on the Presidential circuit than 
his senior staff combined), a bifur­
cated political existence that pulls 

Continued on Page A l t . Column I 

Back and Forth on Gas 

Republicans pushed for repeal of a 
1993 gasoline tax. blaming the Ad­
ministration for higher pump prices. 
And In response to the President's 
move to tap Federal oU reserves, oil 
prices fell In futures markets.' 

Articles; page A K 

BILL WOULD ORDER 
AIDS-VIRUS TESTING 
TO PROTECT BABIES 

CONFERENCE AGREEMENT 

Privacy Fears Are Raised, but 
StatesThat Resisted Would 

Lose Some Federal Aid 

By IAN FISHER 

WASHINGTON. Apr i l 30 - House 
and Senate negouaton tentatively 
agreed today on a measure .that 
would eventually require states to 
begin mandatory testing of new. 
boms (or H.I.V, the vtrus that 
AIDS, If health officials cannot re­
duce the number of infected infants 
by other means, people Involved tn 
the talks said tonight. 

States that did not comply would 
risk tosuig-Federal money provided 
under the Ryan White acl. which 
provides hundreds of millions of dol­
lars In Federal money each year for 
treatment of people wi th AIDS. The 
testing provision has been agreed to 
by House and Senate conferees iron­
ing out differences in companion ver­
sions of the overall b i l l . Congression­
al aides and others said. 

The provision would establish a 
complicated series of measures 
states would have to take, and II was 
not Immediately clear If all of the 
details had been decided. But several 
people Involved In the conference 
said the bin would take cautious bul 
certain steps toward national 
of newborns. 

The provision would apply only to 
women whose H.I.V. status Is not 
known. 

The question of mandatory testing 
has long been one of the most conten­
tious AIDS Issues, particularly 
among people who (ear mandatory 
testing would violate the privacy 
rights of patients. The Issue Is partic­
ularly thorny when It comes to new­
borns. Studies show that steps taken 
before or at birth can substantially 
reduce the rate of AIDS transmis­
sion f rom mother to infant. On the 
other hand, because infected infants 
can be born only to infected mothers, 
an Infant's test results could reveal 
the mother's medical condition, 
whether she wished lo be tested or 
not 

New York is the only stale thai has 
addressed the issue tn regulation. 
Like most other states, New York 
has routinely conducted anonymous 
AIDS tests on newborns, as a way of 
tracking the spread of the disease. 
For the t i n t Ume, In regulations lhat 
go into effect on Wednesday, 
ers wi l l be able to learn their in 
test results - and, by proxy, their 
own. 

The agreement Ironed out today In 
the Ryan White Comprehensive 
AIDS Resource Emergency Act 
would require doctors and other 
heallh care workers to advise preg­
nant women lo be tested for H.I.V., a 
measure lhat advocates for people 
with AIDS have long pushed as an 
alternative lo coercive mandatory 
testing. But testing of children bom 
to mothers whose H.I.V. status is not 
known al birth would become man-
dalory If the number of Inlcclcd chil­
dren was not reduced by counseling 
alone by the year 2000. 

Serious disagreement over the 
rest of the overall measure Is consld-

Contumed on Page D22. Column 3 

Uncovered in a Harvard Library: 
Alcott's Unpublished First Novel 

By t AWRENCE VAN OELHER 
The manuscript of Louisa May Al­

cott's very drat novel./ all bul un­
known to scholars and written when 
Ihe author was 18. has been found In 
the Houghton Library at Harvard 
University, where It was apparently 
mlscatalogued a generation ago. 

Discovered by two professors re­
searching Alcott's letters and Jour­
nals, the novel, tit led "The Inherit­
ance," was writ ten In IMS and tells 
the tumultuous tale of Edith, a poor 
orphaned Italian gi r l adopted by a 
wealthy English family. 

The manuscript was apparently 
never offered tor publication and 
was never mentioned In Alcott's 
journals, said Lane Zachary of the 
Zachory Shuster Agency in Boston, a 
l i terary partnership, which wil l be 
offering the work simultaneously lo 
publishers and f i lm companies lor 
bidding on Monday. Ms. Zachary cal-
egonzed "The inhcrl loncc" as a 
young-adult novel. 

"There Is no record of i t . " said Ms 
Zachary. who in 1994 negotiated the 
seven-figure sale of "A Long Fatal 

MAITV iinminAV j i w m i m j j w t IMI IH 

Louisa May Alcot t 

Love Chase." nn Alcott novel rcjeci-
ed m the 19th century os too senso 
tional to be puhlishetl. 

In some ways - ihe use of the 
name Amy and the close sisterly 
rclmifinship hclwccn Kdith nnd Amy. 

rnnrmiit-fiim r,iu,. C22. C'olimin 3 



THE NEW YORK TIMES 

WEDNESDAY, MAY 1, 1996 

, BILL WOULD ORDER 
' AIDS-VIRUS TESTING 
TO PROTECT BABIES 

CONFERENCE AGREEMENT 

Privacy Fears Are Raised, but 
States That Resisted Would 

Lose Some Federal Aid 

By IAN FISHER AY 

WASHINGTON, April 30 - House 
and Senate negotiators tentatively 
agreed today on a measure that 
would eventually require states to 
begin mandatory testing of new-
boms for H.I.V., the virus that causes 
AIDS, if health officials cannot re­
duce the number of infected infants 
by other means, people involved in 
the talks said tonight. 

States that did not comply would 
risk losing Federal money provided 
under the Ryan White act, which 
provides hundreds of millions of dol­
lars in Federal money each year for 
treatment of people with AIDS. The 
testing provision has been agreed to 
by House and Senate conferees iron­
ing out differences in companion ver­
sions of the overall bill, Congression­
al aides and others said. 

The provision would establish a 
complicated series of measures 
states would have to take, and it was 
not immediately clear if all of the 
details had been decided. But several 
people involved in the conference 
said the bill would take cautious but 
certain steps toward national testing 
of newborns. 

The provision would apply only to 
women whose H.I.V. status is not 
known. 

The question of mandatory testing 
has long been one of the most conten­
tious AIDS issues, particularly 
among people who fear mandatory 
testing would violate the privacy 
rights of patients. The issue is partic­
ularly thorny when it comes to new-
boms. Studies show that steps taken 
before or at birth can substantially 
reduce the rate of AIDS transmis­
sion from mother to infant. On the 
other hand, because infected infants 
c?̂ . be born only to infected moth»rs: 

an infant's test results could reveal 
the mother's medical condition, 
whether she wished to be tested or 
not. 

New York is the only state that has 
addressed the issue in regulation. 
Like most other states, New York 
has routinely conducted anonymous 
AIDS tests on newborns, as a way of 
tracking the spread of the disease. 
For the first time, in regulations that 
go into effect on Wednesday, moth­
ers will be able to learn their infants' 
test results — and, by proxy, their 
own. 

The agreement ironed out today in 
the Ryan White Comprehensive 
AIDS Resource Emergency Act 
would require doctors and other 
health care workers to advise preg­
nant women to be tested for H.I.V., a 
measure that advocates for people 
with AIDS have long pushed as an 
alternative to coercive mandatory 
testing. But testing of children bom 
to mothers whose H.I.V. status is not 
known at birth would become man­
datory if the number of infected chil­
dren was not reduced by counseling 
alone by the year 2000. 

Serious disagreement over the 
rest of the overall measure is consid-

Continued on Page D22, Column 3 

Continued From Page AI 

ered unlikely and it is expected to 
win passage in both houses of Con­
gress. 

Although influential AIDS organi­
zations oppose mandatory testing, 
they are expected to endorse the 
overall measure in hopes of winning 
repeal of the testing provisions later. 

Advocates for people with AIDS 
attacked the mandatory testing pro­
vision, arguing that it would violate 
the privacy rights of pregnant wom­
en. They said the requirement would 
fall heaviest on poor women who are 
afraid to be tested for AIDS. 

Among other fears, the advocates 
say, these women worry that tests 
showing they carry H.I.V. might 
cause them to lose custody of their 
children or housing or other-benefits. 

Also, they said, many people fear 
that the test results would not re­
main confidential. 

"It is relatively horrifying," The­
resa McGovem, a lawyer and the 
executive director of the H.I.V. Law 
Project, a Manhattan advocacy 

; group that, intends to challenge the 
new regulations in New York. 

Like many other advocates for 
people with AIDS, she said there are 

j better ways to spend scarce money 
than on mandatory testing. " I wish 
this kind of attention and effort had 
been paid to getting prevention," she 
said. 

But Representative Gary L. Ack­
erman, a Queens Democrat who has 
long advocated mandatory testing of 
newborns, said the testing process 
would conform to high standards of 
privacy. And, he said, concerns over 
a child's health outweighed a moth­
er's absolute right to privacy. 

"Morally, it's the right thing to 
do," he said. 

He said that in 1993, the last year 
for which figures are available, there 
were 6,489 cases nationally of pediat­
ric AIDS, including 1,651 in New 
York. 

A positive H.I.V. test in a newborn 
shows only that the child's blood has 
the mother's antibodies. That means 
that the mother is definitely infected, 
but he said there is only a one-quar­
ter chance that the vims will remain 
in the child's system, and that risk 
can be reduced with treatment. Re­
quiring testing, he said, would allow 
mothers to get treatment and avoid 
other circumstances, such as breast­
feeding, in which a child could possi­
bly become infected after birth. 

The proposed agreement is com­
plicated, part of the roughly $700 
million Ryan White AIDS legislation 
now being hammered out between 
the two houses. 

According to a draft version, the 
compromise would require a two-
segment process: mandatory coun­
seling on its own, followed by manda­
tory testing. 

Within several months of passage, 
doctors and other health care work­
ers would be required to advise preg­
nant women to be tested, in accord­
ance to guidelines drafted by the 
Centers for Disease Control and Pre­
vention. 

After roughly two years, the Fed­
eral Government would determine' 
how well counseling on its own fared. 
States would be required to begin 
mandatory testing in two instances: 
if there was not a 50 percent reduc­
tion in the number of infected babies 
bom, or if less than 95 percent of the 
women who were counseled actually 
received an AIDS test. 
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By V/illiani Branigin 
Wasliiiman IHst Slatf Writer 

. "hp Senate-voted yesterday to 
iri:-K": i imale genital mutilation a fed-
u.r.! c ime r.nd to repeal a provision of 
liir. .vcentiy signed anti-terrorism law 
iiijn. -'.otriOs Hie ability oT illegal aliens 
to ;?r tise United States by claiming 
lic'.'ical asylum. 

I ii.; voles were taken on amend-
meac- to a liiii on illegal immigration 
her • Jebalcd on the floor. Sponsored 
by S A l a i \ K. Simpson (R-Wyo.), the 
biil ti'/inieci at cracking down on illegal 
alic s>:.-fnijiliening the U.S. Bor­
der . , '.. ol. stii'fening penalties for 
alic. . irt'u^iiog a;'.d making it more 
du';:c.;.--. for i-iiigal immigrants to obtain 
jcivr; i. .i g^v.'.raineat benefits. 

i ; voir." vole, the Senate ap­

proved an amendment by Sen. Harry 
M. Reid (D-Ney.) to criminalize the 
practice of circumcising girls by cut­
ting off all or part of their genitalia. 
The painful ritual, often performed 
without anesthesia by medically un­
trained practitioners, has been impor­
ted to the United States in recent 
years by immigrants from Africa and 
the Middle East. 

The amendment sets penalties of up 
to five years in prison and fines for 
those who perform female genital .mu­
tilation on girls under 18, a practice 
Reid described as "a horrible custom" 
that should not be permitted to take 
root in U.S. immigt̂ ht communities. 
In a compromise with advocates of 
more restrictive immigration policies, 
Reid agreed to withdraw language in 
the amendment-that would have of­

fered political asylum to women wlio 
claimed to be fleeing the ritual in their 
home countries. 

In a highly publicized case, the 
Board of lirpmigration Appeals, the 
highest immigration court in the Unit­
ed States, is to hear arguments today 
in Falls jChurch on a bid for political 
asylum by faiiziya Kasirijja, 19, who 
says she fled her native Togo to avoid 
genital mutilation. 

By 51 to 49, the Seriate yesterday 
approved an amendment to repeal a 
provision of the anti-terrorism bill that 
cracks down on asylum seekers who 
enter the country with false docu­
ments or no documents. That provi­
sion and a similar one in the Sirnpoo i 
bill would have allowed immigration 
officers at U.S. ports of entry to evalu­
ate on the spot the asylum claims of il­

legal ajiens aud turn ihotn back if they 
faiied to demousiVMi.e a.cvyilible feai- of 
persecution in Uwk iv.- ;c ccuntrien. 

The amendment, vi-^orcd by San. 
Patrick J. Leahy • I - ' ' . ), egscnluHy 
preserves .eaxent bv/, •vhir.h allows 
v.r.h daiinauis D h-.:'-ii:y wjcess of ju-
oic;al revk-'V. Fwl I'M nteasiire stei 
uî ;;:-the alionr.••/ hcr vval opesfol aii 
teJ.y to susr•.•!!:>*il/ ' \ -ciyJe" ilie^l 
aliens ii< sii^ttiouj t? ox'.raordiniiry 
riii-.ica.ijn. 

I.J opposing l!iL' :vijni'nieht, Sivjp-
son ai-gti-sd t l ^ i i v-'iKik! "guf.an cfort 
to tiiLnn a sj-il-Ji:;. :..i;it allows tho'j-
•i-aufe of iilugn; a''•••;-s Jo uiter or r;.r 

.'iv.ij-i ij-liie 'X' j i i ' i / .y /AuAhig fraui'.i-
ic::f. zz-jhst •.•'.••hn, i-.w.-i ihough thvy 
.u?./ hrsvc '.y:zR fjioas-'it 'iikbyrprbfos-
SKi'-i! vx'.;. ''v.- ri;i:.v..y!d presented 

Simvv.'-ii ̂ ued that those with val­
id asyiiun oiaims are far outnumbered 
!-jy charlatans who are "gimmicking the 

In ;.»;->liiHr narrow vote, the Senate 
by i - i io J? tabled an amendment to 
dvlae tiie bill's ̂ rovisiens for a pilot 
ijio^r sin to verify the employment eli-
.:>ii..i:i!y of job seekers in states with 
hî h :;o!!cei'trations of illegal immi-
j; i :,iit:i. Tlie amendment also sought to 
elii^innlo a requirement that state 
ririvt-r's Scecses and birth certificates 
>.r:-"!i f jdeval decument-security stan-
dards. 3i;iip.s.;ii, backed by Democrats 
;":''iv.-3-.'.l 'A. Kennedy (Mass.) and 
i)i:>r.'r,vi.!"-.iinstem (Calif.), argued that 
•Lhi..r rcviam? were vital to prevent il-
le:-:-;' h-tn'-'.jrants from obtaining jobs 
'Vai ^ lifciits by using fraudulent docu-



Parties Split on Proposed Medical Savings Accounts 
Republicans Push for Tax Breaks; Democrats Decry Them as Gimmicks for the Wealthy 

By Clay Chandler and Spencer Rich 
Washington Post Staff Writers 

Mary Durbin hails her medical 
:: savings account as a godsend. Dur-
< bin, a 57-year-old audiovisual coordi- > 
. nator from Danville, Ohio, says the 
account helped cover bimonthly che-

; motherapy sessions and other medi-
' cations at a cost to her of only $500 
: a year. 
' Durbin's medical savings account 
- is linked to a high-deductiblfe health 
- insurance policy. She must !>ay the 
«• first $2,000 of her annual medical 
• expenses herself, higher thai) in 
r most traditional plans. But-to help 
; her meet her out-of-pocket costs, 
i Durbin's employer, the local school 
ŝystem, sets aside $1,500 each year 

- in a medical savings account. M a 
i result, her actual liability is only 
{,$500.-. 
» Before enrolling in^ this, typie of 
I health plan, Durbin said shie; spent 
< much , more of her own money 
' health care because of the various 
i deductibles and copayments re-
f quired by her traditional health in­
surance policy. 

Medical savings accounts are 
! emerging as a defining issue as poli-
J tkdans from both parties scramble to 

position themselves on economic 
policy issues for the fall election. Ap­
proved by the House, the accounts 
threaten.to torpedo a. consensus 
health insurance inform bill spon­
sored by Sens. Nancy L. Kassebaum 
(R-Kan.) and Edward M. Kennedy 
(D-Mass.) designed to protect work­
ers from losing their health insur­
ance when they change or lose their 
jobs. 

Republicans, who are pushing for 
tax breaks that would encourage 
more Americans to open such ac­
counts, ̂ ee medical savings accounts 
as a perfect fit with their message of 
smaller government, lower taxes 
and greater individual responsibility 
and choice. 

Medical savings accounts "em­
power people with the mfoitey they 
need.to make their own health care 
decisions," said-Houqe Ways and 
Means Committee Cbaihttan BUI Ar­
cher (R-Tex.), ond of tfe idea's most f 
staunch backers. 

But Democrats have decried med­
ical savings accounts as a tax gim-
mtf:k for the rich that threatens to 
destroy the viability of the nation's 
private insurance system by sucking 
healthy patients out of the tradition' 
al community insurance pools. That 

would jack up premiums for the poor 
and infirm who are left behind. 
"They are a multibiUion-dollar tax 
break for the wealthy and healthy, 
and a multibiUion-dollar premium 
penalty for those who need insur­
ance most," Kennedy said. 

How would the GOP proposal 
work? 

Say an employer decides it can 
spend $4,000 a year to provide each 
worker's health insurance. Under 
the House-approved proposal, the 
employer could opt to use $2,000 of 
that amount to buy each employeea 
high-deductible health plan that -
would cover all or most health costs 
above a specified deductible—not 
lower than $1,500 for individuals 
and $3,000 for families. 

If the employer chose a plan with 
a deductible of $5,000 a year, the 
employee would be required to pay 
the first $5,000 of health expenses 
before'̂ he'policy kicks in. The em­
ployer could place the remaining 
$2,000 of what it is willing to spend 
on each worker's health insurance in 
a medical savings account, deducting 
that contribution from its taxes as a ' 
business expense. The employee 
would be free to draw this money 
out to pay medical bills and would 

not be required to count the money 
as taxable income. 

Healthy people and prudent buy­
ers of health care may be able to 
hold their annual medical bills to per­
haps $1,000. In that case, the em­
ployee can keep the remaining 
$1,000 in the account for fiiture use 
on health-related expenses, tfter re­
tirement, any money and iht jrest ac­
cumulated could be witfidra vn with­
out penalty for living expenses. The 
remaining money also could be be­
queathed to heirs without being sub­
ject to estate taxes. 

Sick people or imprudent buyers 
of health care, however, could ex­
ceed the $2,000 an employer has 
put into the account. In tHat case, 
the employee must pay all Expenses 
until hitting the $5,000 threshold. 

Critics warn there is noping in 
the House proposal that wbuld re­
quire employers to put any money 
aside in their workers' medical sav­
ings accounts. Moreover, there is no 
requirement that high-deductible 
pojicies be-required to coven all ex­
penses over the deductible. Critics 
also worry that the lure of saving 
money will entice many people to 
scrimp on preventive health care. 

House ftmel Votes to Prohibit 
Sale of Adult Material im Bases 

Associated Pi-ess 
The debate focused on the First 

Amendment. And the merits of pub­
lications ranging from Hustler to lin­
gerie catalogues. And which law­
makers might like a peek. Then the 
House National Security Committee 
voted yesterday to ban sale of adult 
magazines and videos on military 
bases. 

Democratic critics said the pro­
posal violates the First Amendment 
to the Constitution. They warned its 
loose wording could extend the ban 
to the Internet, cable television, sex 
manuals for married couples or the 
Sports Illustrated swimsuit issue. 

Republican proponents insisted 
the measure is limited to sale or 
rental of sexually explicit magazines 
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and videos. They said service people 
still can buy the material off base, 
but it should not be sold along with 
other goods in post exchanges. 

"When it comes to First Amend­
ment rights, there is a different 
standard for the military," said Rep. 
John M. McHugh (R-N.Y.). "Jijst be­
cause you have a right to read it 
does not mean I have an obligation 
to sell it to you." 

The committee approved the 
measure by voice vote as part of tfee 
1997 defense budget, which must be 
considered by the full House. Take 
any one of the pictures, put it up in 
your work area . . . and that is a pri­
ma facie case of sexual harassment," 
said Rep. Robert K. Dornan (R-
Calif.), a bill sponsor. 
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Patricia S. Fleming, National AIDS Policy Director 

SUBJECT: HIV TESTING OF PREGNANT WOMEN AND NEWBORN INFANTS 

Background 

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

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

• Should the Federal govenunent impose mandatory testing on pregnant women or 
newborns? 

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

I ACTG 076 Results 

In February 1994, researchers funded by the National Institutes of Health (NIH) reported the 
results of ACTG 076, which found that the use of AZT by an asymptomatic HIV-positive 
woman during pregnancy, labor, and childbirth and by the newborn for six weeks following 
birth can reduce the risk of perinatal HIV transmission by as much as 67% (from an average 
of 25% to 8%). This is the t ; ™ Q «"» haw *v*»n ^hi^ to block transmission of HTV with a 
dme. 
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n Testing and Treatment of Pregnant Women 

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

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

m Testing and Treatment of Newborns 

Since all babies carry their mothers' antibodies at birth, a test of a newborn simply reflects 
the mother's HTV-status - not the newborn's own HTV-status. However, rerftnt advâ rps 
make it possible to effectively treat such babies to prevenf certain ATDS-related mndjtinns. 

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

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

TV CDC Survey of HTV in Childbearing Women 

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

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

The survey has provided useful data on the prevalence of HTV among childbearing women 
and among women in general. CDC has found that an estimated 7.000 HIV-positive women 
fiive birth in the U S each year and that an estimated 2.000 of those babies remain HIV-
positive themselves. The survey has been used to plan research, prevention, and care 
programs at the state, local, and federal levels. 

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

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

V The Ackerman Bill 

The CDC survey has spurred a great deal of public debate, primarily around legislation by 
Ren. Gar.' Ackerman (0-NYNi that won id mnuirp vtatp*; rhnt foiHln.-t RTV ••̂ .•tino ">f newborns 
to notify the mother or legal guardian of the test results. 
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The Ackerman bill was first introduced in 1994, shortly after the release of the ACTG 076 
findings, but saw no action that year. Congressman Ackerman has reintroduced the bill 
(H.R. 1289), and now has 220 cosponsors (including 160 Democrats) ranging across the 
political spectrum. Mr Ackerman has been very successful in gaining support for his bill, in 
part, due to the fact that he began his efforts before the CDC guidelines on counseling and 
testing were issued. Therefore, members of Congress who were not comfortable with his 
approach had nothing to be "for." Many members were approached on the floor before they 
had a chance to study the bill or consult their staff. 

Mr. Ackerman has some misunderstandings about his legislation. While he says it would 
"save babies," the reality is the testing of newborns comes too late to prevent HIV 
transmission. It would, however, allow for PCP prophylaxis and warn HIV-infected women 

* not to breast feed. 

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

Mr. Ackerman has modeled his bill on one by New York State Assemblywoman Nettie 
Mayersohn. Following a heated debate in 1994, New York agreed to establish guidelines for 
routine counseling and voluntary testing of pregnant women, much like those recently issued 
by CDC. Early results show a promisine risft \n thp. nnmhp.r nf wnmpn hpijpp tested. 

VI Mandatory v Voluntary HTV Testing 

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

A voluntary approach is critical for HIV-positive pregnant women. The treatment required 
to prevent HTV transmission requires the woman to take AZT during pregnancy and 
childbirth, and to administer the drug orally to her child three times a day for six weeks after 
birth. To ensure success, we need maximum cooperation from the mother. 

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

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

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

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

Vn Additional Actions 

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

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

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

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

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

Vm Conclusion 

HHS's approach of counseling and voluntary testing for all pregnant women is a sound 
public health approach to preventing perinatal transmission of HIV. It has been 
demonstrated to be effective in getting women tested and to ensure that they cooperate with 
the full course of treatment for themselves and their newborns. We believe some thoughtful 
questions have been raised about continuing the CDC Survey of Childbearing Women. The 
upcoming consultation should produce several viable alternatives to the suspended survey that 
will allow us to continue vital surveillance of the epidemic and direct Federal resources 
where they will do the most good. 
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MEMORANDUM FOR THE PRESIDENT AND THE FIRST LADY 

FROM: Donna E. Shalala f+ 

Patricia S. Fleming, National AIDS Policy Director i ^ ^ ^ H . J Z ^ * * * ^ 

SUBJECT: HTV TESTING OF PREGNANT WOMEN AND NEWBORN INFANTS ^ 

Background 

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

• Should a blinded epidemiological survey of HTV in childbearing women be continued, 
discontinued, or "unblinded"? 

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

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

I ACTG 076 Results 

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

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

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

IQ Testing and Treatment of Newborns 

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

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

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

IV CDC Survey of HIV in Childbearing Women 

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

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

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

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

CDC and PHS officials currently are finalizing plans for a consultative process that will 
include Federal, state, and local health officials, medical and public health experts, medical 
ciiiicisii), diia memoers or anected populations. The process wiii focus on rour issues: 
Counseling and testing of pregnant women; testing of newborns; treatment of HIV-infected 
women and infants; and monitoring of HTV in women and children. This process should be 
underway by July 1. 

V The Ackerman Bill 

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

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

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

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

VI Mandatory v Voluntary HTV Testing 

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

A voluntary approach is critical for HIV-positive pregnant women. The treatment required 
to prevent HTV transmission requires the woman to take AZT during pregnancy and 
uiildbinn, and to administer tne arug orally to her cmid three times a day ror six weeks after 
birth. To ensure success, we need maximum cooperation from the mother. 

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

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

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

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

VII Additional Actions 

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

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

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

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

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

V m ConciuMon 

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



Questions and Answers 

Question 

For what are babies routinely tested? 

Answer 
No Federal laws have been enacted mandating tests of infants. Such laws vary state by state, 
but according to the International Society of Neonatal Screening, the most common tests are 
for PKU, congenital hynothyroidism, galactosemia, maple syrup urine disease, 
homocystinuria, biotinidase deficiency, sickle cell, syphilis, toxoplasmosis, congenital 
adrenal hyperplasia, cystic fibrosis, and tyrosinemia. These are congenital conditions or 
defects that are either curable or treatable. In addition, the test truly measures the infant's 
health status, not just the mother's. 
Question 

Are there other blinded surveys done for HIV? What about other diseases? 

Answer 
CDC, in collaboration with state and local health departments, other Federal agencies, blood 
collection agencies, and medical research institutions conducts seroprevalence studies of HIV 
in several subgroups of the U.S. population in order to track the epidemic and target 
research, prevention, and services. Anonymous, unlinked testing has been accepted as a 
standard for monitoring the HIV epidemic by the World Health Organization. 
Question 
Are there other ways to obtain the information now obtained through the survey of 
childbearing women? 

Answer 
Not with the precision of the currently suspended survey. Other methods to monitor trends 
in women and children will continue and be developed. 

Question 

What do we do about babies bom to women who refuse to have their newborns tested? 

Answer 

The CDC guidelines urge doctors to counsel such women to be tested and empirical data to 
date indicate that virtually all women agree to testing. However, there is no clear answer to 
what to do about women who refuse to be tested. This will be a topic of the CDC 
consultation. 

# # # 
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May 24, 1995 

MEMORANDUM FOR THE PRESIDENT AND THE FIRST LADY 
FROM: ??????? 
SUBJECT: HIV TESTING OF PREGNANT WOMEN AND NEWBORN INFANTS 

PURPOSE: To update you on the current debate over HIV testing of pregnant 
women and the CDC survey of childbearing women. 

BACKGROUND: Since 1988, CDC and 45 states have conducted a "blinded" survey of 
childbearing women to detennine the prevalence of HTV in that 
population. Legislation is pending in Congress to "unblind" the survey 
in the future and release the results to mothers. 

Summary 

Scientific advances in the prevention of perinatal transmission of HTV resulting from the 
AIDS Clinical Trial Group 076 have raised a series of public policy issues that have found 
their way into the news and editorial pages of several major newspapers. The central 
questions axe: 

• In light of this new science, why shouldn't the Federal government impose mandatory 
testing of pregnant women, and, 

• Why shouldn't we "unblind" the CDC survey of childbearing women and inform 
mothers of the HIV status of their newborns? 

Due to some misunderstandings (and some blatant mischaracterizations) of the science 
involved, these two issues have become intertwined, but they should be viewed separately. 

The key point that has been overlooked in the news coverage and commentary is that the 
Public Health Service has responded aggressively to the scientific advances represented by 
ACTG 076 by changing its policy regarding HIV testing of pregnant women and suspending 
the ongoing survey of childbearing women. Much work remains to be done and a 
consultative process with states, alfected groups, medical professionals, and ethicists has 
begun to deal with these issues. 

How have things changed7—2 
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I Testing and Treatment of Pregnant Women 

Between August 1987/and February 1995, CDC guidelines urged doctors to counsel women 
of childbearing age to undergo voluntary HIV testing before becoming pregnant. Women 
who were HIV-positive were urged not to become pregnant because of the risk of passing the 
virus to their newborn (approximately one-in-four babies bom to HIV-positive women end up 
HIV-positive as well). 

In February 1994, researchers funded by the NIH reported the results of AIDS Clinical 
Trials Group Study 076 (ACTG 076), which found that the use of AZT by an asymptomatic 
HIV-positive woman during pregnancy, labor, and childbirth and by the newborn for six 
weeks following birth can reduce the risk of perinatal HIV transmission by as much as 67% 
(from an average of 25% to 8%). 

fa 
AbsenLa-method to prevent perinatal transmission of HIV, this approach made sense and was 

ippmted hy thp mnriii-j l , pnhlir. I iml l l i , mid n w t i ^ l w h W ^ i m n n n m R i TTiimim.i -

illdwing the completion of ACTG 076, CDC consulted with outside experts and developed a 
new set of guidelines. The new guidelines concentrate on pregnant women and urge 
physicians to counsel such women to undergo voluntary HTV testing. Pregnant women who 
are HIV-positive are urged to undergo treatment with AZT during pregnancy and childbirth 
andjotreat their newborn with AZT for a period of six weeks afterbktiiJ These new 

rguidelines have also drawn strong!iupport_from_™ert'ralJ pTihlifTh^^^and ethics groups. 
Final guidelines are to be issued withintwo weeks. 

n Testing and Treatment of Newborns 

CDC has also updated its policies regarding testing and treatment of babies bom to HIV-
positive women. Until recently, CDC recommended that HIV-positive infants with low CD-
4 counts be treated with Septra/Bactrim to prevent Pneumocystis carinii pneumonia (PCP), a 
frequently fatal opportunistic infection for pediatric AIDS cases. 

In April 1995, CDC amended those guidelines to urge doctors to treat all babies bom to 
HIV-positive women with Septra/Bactrim during the first six to 12 weeks of life. 

CDC's counseling and testing guidelines also recommend that women who are not tested 
before giving birth undergo voluntary testing. 

rvttt i 
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m CDC Survey of HTV in Childbearing Women 

From 1988 to 1995, CDC, 45 states, DC, Puerto Rico, and the Virgin Islands have 
conducted an epidemiological sutvey of childbearing women in the U.S. to determine the 
prevalence of HTV infection in that population. The cost of the survey is $10.5 million a 
year. The survey uses blood taken from newborns during "heel stick" tests for genetic 
conditions like PKU. In order to confonn with applicable state laws and the precepts of 
informed consent, the results are "blinded," meaning that all identifiers are separated from 
the blood samples taken from babies. 

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

*L 0Y T However, the results of ACTG 076 dictated that this survey be reexamined in the light of the 
^ $ Lnew science. On May 10, Dr. Phil Lee, Assistant Secretary for Health, asked State Health 

^ Directors to suspend testing under the Survey of Childbearing Women and to join the PHS in 
yA V s a consultative process on the best way to proceed on surveillance and care for pregnant 

women in light of ACTG 076 and the guidelines on PCP prophylaxis. 

IV Additional Actions 

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

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

• The Agency for Health Care Policy and Research is developing materials for 
consumers explaining ACTG 076. 

• FDA has changed its labeling instructions for AZT to allow its use in pregnant 
women and newborns. 

• HCFA has instructed states to include perinatal use of AZT in its Medicaid drug 
formularies. 



MflY-24-1995 19=30 FROM UHITE HOUSE AIDS POLICY TO 94562G7S P.05 
* 

V The Ackerman Bill 

ACTG 076 has understandably spurred cithers to propose alternative approaches. Most 
prominent among those is legislation by Rep. Gary Ackerman (D-NY) to require states that 
participate in the CDC survey in the future to "unblind" the HIV test results and give them 
to the mothers. This legislation was first introduced in 1994, shortly after the release of the 
ACTG 076 findings, but saw no action that year. Mr. Ackerman has reintroduced the bill 
(H.R. 1289), and now has 220 cosponsors ranging from the far right to the far left. 

Mr. Acfcennan's would result in mandatory HTV testing of childbearing women. Since net-
all infants bom to HIV-positive women/are truly infected, the test results tell us whether or 
not the woman is infected. Others, including freshman Rep. Tom Coburn (R-OK), a 
physician who holds the seat formerly held by Mike Synar, are suggesting mandatory testing 
of pregnant women and/or newborns. 

The CDC survey was submitted for review by numerous ethical review boards. It would not 
be feasible to "unblind" this survey. In fart, the only way that CDC can ethically conduct 
such a survey is if the results are blinded. Otherwise, under most state laws and general 
principles of medical ethics, the infants' mothers would have to provide informed consent for 
the test to be conducted. Such an approach would skew the results and render the survey 
useless. _ 

It is important to note that neither the unblinding of the CDC survey nor mandatory testing 
of newborns would prevent perinatal transmission of HTV since AZT must be administered 
during pregnancy and childbirth as well as during the first sue weeks of a newborn's life. In 
fact, by focusing on newborns, we would be too late to save infants from HIV and AIDS. 

VI Mandatory v Voluntary HTV Testing 

Throughout the AIDS epidemic, public health officials have pursued a policy of routine 
counseling and voluntary testing for HTV. The Federal government and the states have made 
a small number of exceptions to that policy (military personnel, prisoners, Job Corps 
members). Our goal is to pull people toward testing, not to drive them away from it. 

A voluntary approach is particularly important/fo; it pertains t<rpregnant women. The 
treatment course required to prevent perinatal transmission involves treatment of the woman 
orally during pregnancy and intravenously during childbirth and it requires the mother to 
administer the drug to her child three times a day for six weeks after birth. To ensure 
success, we need maximum cooperation from the mother. Imposition of mandatory testing 

ould severely damage the patient-doctor relationship and the likelihood of cooperation by 
the mother. 
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There is strong evidence that routine counseling and voluntary HTV testing of pregnant 
women works very well. In Atlanta, for example, Grady Memorial Hospital has a 96 
percent success rate in getting pregnant women to volunteer for an HTV test. Similar results 
have been reported in Miami, Los Angeles, and New York. 

Conversely, there are several examples where the use of mandatory testing has impeded 
treatment and prevention. They include: 

• Efforts to impose mandatory drug testing on pregnant women resulted in a sharp 
decline in the number of women seeking prenatal care. The reason most frequently 
cited was women's fear that they would lose custody of their children. 

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

The use of routine counseling and voluntary testing has been supported by the American 
Academy of Pediatrics, the American College of Obstetrics and Gynecology, the American 
Nurses Association, the Association of State and Territorial Health Officers, the American 
Public Health Association, the Pediatric AIDS Foundation, and others. 

Vn Conclusion 

CDC's approach of routine counseling and voluntary testing of all pregnant women in the 
U.S. is a sound public health approach to preventing perinatal transmission of HIV. It 
preserves the doctor-patient relationship and engenders a cooperative relationship with HIV-
positive women when it comes to treatment for their newborns. Legitimate questions have 
been raised about the CDC Survey of Childbearing Women. The upcoming consultation 
should yield sufficient infonnation to direct future surveillance methods in the context of the 
latest scientific infonnation. 
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Questions and Answers 

Question 

Has the Federal government ever mandated a specific medical test or procedure? 

Answer 

No, such mandates have been strictly the province of the states. 

Question 

For whiat are babies routinely tested? 

Answer 
It varies state by state, but according to the National Neonatal Screening Association, the 
most common tests are for PKU, congenital hypothyroidism, galactosemia, maple syrup 
urine disease, homocystinuria, biotinidase deficiency, sickle cell, toxoplasmosis, congenital 
adrenal hyperplasia, cystic fibrosis, and tyrosinemia. what they are and how different from hiv? 

Question 
What do we do about babies bom to women who have not been tested and who refuse to 
have their newborns tested? 

Answer 
The CDC guidelines urge doctors to counsel such women to be tested. There is no clear 
answer to what to do about women who refuse to be tested. This will be a topic of the CDC 
consultation. 

Question 
Are there other blinded surveys done for HTV? What about other diseases? 

Answer 
tk 

Question 
Are there other ways to obtain the information now obtained through the survey of 
childbearing women? 

Answer 
tk. 

# # # 
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HEALTH REFORM PROVISION IN EVERY PACKAGE OPTION 

1. Limited Insurance Reform — Portability plus 

2. Small Business Access to FEHBP-like Purchasing Co-Ops 
(to be administered at the state level) 

3. Self-employed tax deduction to 100% (assumed to be phased in over 3 years, but could 
be phased over longer period of time) 

4. Long-term care initiatives: grants to states and private long-term care tax vefifications 

5. Public health servtCrinvestment fund 

6. Medicare Managed Care Reform1 

7. Medicaid structural and flexibility reforms2 

8. Medicare Fraud and Abuse Initiative (Operation Restore Trust) 

9. Bipartisan Commission for long-term solvency of Medicare — (this could include 
recommendations on broader health reforms and/or private sector cost containment) 

Savings currently assumed i n a l l packages from formula 
change i n AAPCC 

2Limited savings could be achieved through providing more 
f l e x i b i l i t y to states 
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May 25, 1995 

MEMORANDUM FOR THE PRESIDENT AND THE FIRST LADY 

FROM: Donna E. Shalala 

Patricia S. Fleming 

SUBJECT: HTV TESTING OF PREGNANT WOMEN AND NEWBORN INFANTS 

PURPOSE: 

BACKGROUND: 

To update you on the current debate over HTV counseling and testing of 
pregnant women and the CDC survey of childbearing women. 

Scientific advances in the prevention of perinatal transmission of HIV 
have raised new public policy challenges. Among them: Should the 
government require pregnant women to be tested for HIV, and, shoul̂  
a CDC survey of childbearing women be "unblinded?" The Public 
Health Service has responded aggressively to the new science and 
promulgated new testing and treatment guidelines for pregnant women/ 
and newborns while temporarily suspending CDC's survey of ' 
childbearing women pending a review by outside experts. 

Summary 

Recent scientific advances in the prevention of perinatal transmission of HTV resulting from 
the NIH-sponsored clinical trial known as AIDS Clinical Trials Group 076 (ACTG 076) have 
raised a series of public policy issues that have found their way into the news and editorial 
pages of several major newspapers. The central questions raised by this new science are: 

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

Should a blinded CDC epidemiological survey of HTV in childbearing women be 
continued, discontinued, or "unblinded"? 

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

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

I I TiBnng and Treatment of Pregnant Women 

Pte^ACTG 076: As eerly as December 1985, CDC guidelines recommended that at-risk 
pregnant women and their partners should be counseled about HTV and offered a test. In 
1987, CDC advised that at-risk women of child-bearing age should be counseled and 
voluntarily tested in order to discourage those who are HIV-infected from becoming 
pregnant. 

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

HI Testing and Treatment of Newborns 

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

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

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

From 1988 to 1995, CDC, in cooperation with state and territorial health departments in 45 
states, DC, Puerto Rico, and the Virgin Islands, has conducted an epidemiological survey of 
childbearing women in the U.S. to detennine the prevalence of HIV infection in that 
population. The current cost of the survey is $10.5 million a year. The survey uses leftover 
blood taken from approximately 45% of newborns during routine "heel stick" tests for 
genetic conditions. About 2.5 million babies are tested each year out of a total of 4.5 
million babies bom in the U.S. No additional blood is taken for this survey. To obtain the 
most accurate and unbiased scientific data and to conform with scientific and ethical review 
requirements and informed consent statutes, the results are "blinded," thus the women cannot 
be informed of the results. In fact, all identifiers are separated from the sample before an 
HTV test is mn. 

The CDC survey has been approved by numerous ethical review boards. It would not be 
feasible to "unblind" this survey. In fact, the only way that CDC can ethically conduct such 
a survey is if the results are blinded. Otherwise, under most state laws and general 
principles of medical ethics, the infants' mothers would have to provide informed consent 
prior to testing for the test to be conducted. Since some women would refuse testing because 
of their concern about a record of their infection, such an approach would skew the results 
and render the survey epidemiologically much less useful for monitoring the epidemic. 

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

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

LDC's CuuMillullvt! I'luuua Q 

CDC and PHS officials are currently finalizing plans for a consultative process that will 
include Federal official,, state and local health officials, medical and public health experts, 
medical ethicists, and members of affected populations. The process will focus on four 
issues: Counseling and testing of pregnant women; testing of newborns; treatment of HIV-
infected women and infants; and monitoring of HIV in women and children. This process 
should be underway by July 1. 
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The Ackerman Bill fit)' r has understandably spurreaa great deal of public debate. Most prominent has 
legislation by Rep. Gafy Ackerman (D-NY) that would require states that 

conduct HIV testing of newboniS to notify the mother or legal guardian of the test results. 
This legislation was first inteeWuced in 1994, shortly after the release of the ACTG 076 
findings, but saw no ̂ ction'that year Mr. Ackerman has reintroduced the bill (H.R. 1289), 
and now has 220 cosponsors (including 160 Democrats) ranging across the political 
spectrum. 

If the CDC survey is continued, Mr. Ackerman's bill would amount to a policy of mandatory 
HTV testing of childbeanng women without informed consent and would not prevent a single 
case of perinatal HIV transmission. Others, including freshman Rep. Tom Coburn (R-OK), 
a physician who holds the seat formerly held by Mike Synar, are suggesting mandatory ^ 
testing of pregnant women and/or newborns. 

vn Mandatory v Voluntary HTV Testing 

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

A voluntary approach is particularly impoTtant/ftsgrpertains-to pregnarUwomen /fflhe 
treatment course-required-tu yreveul perinatal transmission involves treatment of the woman 

\g pregnancy and intravenously during childbirth and it requires the mother to 
administer the drug orally to her child three times a day for six weeks after birth. To ensure 
success, we need maximum cooperation from the mother. ̂ Mandatory testing would severely 
damage the patient-doctor relationship and the likelihood of cooperation by the mother. 
— \ f\a K • - ' Ax. • 
There is strong evidence that routine counseling and voluntary HTV testing of pregnant ^ 
women can work very well. In Atlanta, for example, Grady Memorial Hospital has a 96 W ĉt-f I £. 
percent success rate in getting pregnant women to volunteer for an HTV test. Promising-^ 
results haye been reported at public hospitals in Miami, Los Angeles, and New York. 
Additionally, as the CDC guidelines become the standard of care, physicians will have a 
great incentive to counsel pregnant women about the benefits of testing. 

Conversely, there are several examples where the use of mandatory testing has had negative 
effects. They include: 

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

.^7 
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• In 1989, Illinois imposed mandatory HTV testing for marriage license applicants and 
saw a sharp increase in the number of couples crossing state lines to be married. The 
state repealed the law in 1991. 

The use of routine counseling and voluntary testing has been supported by the American 
College of Obstetrics and Gynecology, the American Nurses Association, the Association of 
State and Territorial Health Officers, the American Public Health Association, the Pediatric 

^ AIDS Foundation, and others. 

vm Additional Actions 

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

• FDA has changed its labeling instructions for AZT to allow its use in pregnant 
women and newborns. 

• HCFA has instructed states to include perinatal use of AZT in their Medicaid drug 
formularies. 

IX 

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

HRS A is developing an education and implementation plan for its grantees to provide 
services to women who need them. 

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

Conclusion 

PHS's approach of routine counseling and voluntary testing of all pregnant women in the 
U.S. is a sound public health approach to preventing perinatal transmission of HTVy/lt* Q 
pfeserves-the-deeter-patieni relationship and engenders a cooperative rektionship/wth HIV- ^ 
positive WOmen and thMrjiftalth r ^ . pmvifoTX-whm it rnmn tn trMfm f f nt fhr themselves 

Undihsir newborns. JOuestions have been raised about continuing the CDC Survey of 
Childbearing Women, and the upcoming consultation should yield sufficient/mformation to 
direct future surveillance methods in the context of the latest scientific in̂ tfanation and to 
direct Federal resources where they will do the most good. 
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Questions and Answers 

Question 

For what are babies routinely tested? 

Answer 
No Federal laws have been enacted mandating tests of infants. Such laws vary state by state, 
but according to the International Society of Neonatal Screening, the most common tests are 
for PKU, congenital hypothyroidism, galactosemia, maple symp urine disease, 
homocystinuria, biotinidase deficiency, sickle cell, toxoplasmosis, congenital adrenal 
hyperplasia, cystic fibrosis, and tyrosinemia. These are congenital conditions or defects that 
are either curable or treatable. In addition, the test truly measures the infant's health status, 
not just the mother's. 
Question , 

Are there other blinded surveys done for HIV? What about other diseases? 

Answer 
CDC, in collaboration with state and local health departments, other Federal agencies, blood 
collection agencies, , and medical research institutions conducts seroprevalence studies of HIV 
in several subgroups of the U.S. population in order to track the epidemic and target 
research, prevention, and servicejs. Anonymous, unlinkedtesting has been accepted as 
standard for monitoring the HIV epidemic by the World Health Organization. 
Question 
Are there other ways to obtain the infonnation now obtained through the survey of 
childbearing women? 

Answer 
Not with the precision of the currently suspended survey. Other methods to monitor trends 
in women and children will continue and be developed. 

Question 

What do we do about babies bora to women who refuse to have their newborns tested? 

Answer 
Hie CDC guidelines urge doctors to counsel such women to be tested and empirical data to 
date indicate that virtually all women agree to testing. However, there is no clear answer to 
what to do about women who refuse to be tested. This will be a topic of the CDC 
consultation. 

# # # 
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MEM0RANDUKf>EQRJHE4>RESlDENT AND THE FIRST LADY 
FROM: ??????? 
SUBJECT: HIV TESTING OF PREGNANT WOMEN AND NEWBORN INFANTS 

PURPOSE: To update you on the current debate over HIV testing of pregnant 
women and the CDC survey of childbearing women. 

BACKGROUND: Since 1988, CDC and 45 states have conducted a "blinded" survey of 
childbearing women to determine the prevalence of HTV in that 
population. Legislation is pending in Congress to "unblind" the survey 
and release the results to mothers. 

DISCUSSION 

The subject of HTV testing of pregnant women and newborn infants has been in the news 
quite a bit lately, including recent columns by Nat Hentoff of the Village Voice and Jim 
Dwyer of New York Newsday. This debate has revolved around two distinct issues: 
counseling and testing of pregnant women and surveillance of the HIV epidemic among 
childbearing women. They have, however, been intertwined in commentaries and in a 
pblitical debate on Capitol Hill. It is important to view these issues separately. 

I Testing of Pregnant Women 

Since August 1987, the CDC has encouraged women of childbearing age to volunteer for 
HIV testing before becoming pregnant. Women who are HIV-positive are then urged not to 

r become pregnant because of the risk of passing the virus to their newborn (approximately 
one in four babies bom to HIV-positive women end up HIV-positive as well). Women who 

ytiV^ [are already pregnant and do not know their antibody status have also been urged to be tested. 

In Febmary 1994, researchers funded by the NIH reported the results of AIDS Clinical 
Trials Group Study 076 (ACTG 076), which found that the use of AZT by an asymptomatic 
HIV-positive woman during pregnancy, labor, and childbirth and by the newborn for six 
weeks following birth can reduce the risk of perinatal HIV transmission by as much as 67% 
(from an average of 25% to 8%). 

In April 1995, CDC recommended the use of Septra/Bactrim during the first four to six 
weeks of life for babies bora to HIV-positive women. This drug helps to prevent the onset 
of Pneumocystis carinii pneumonia (PCP), a frequently fatal opportunistic infection for 
pediatric AIDS cases. 

These two findings represent the most significant scientific advance in pediatric AIDS since 
the onset of the epidemic in 1981. 



MflY-24-1995 15:57 FROM UHITE HOUSE AIDS POLICY TO 94562870 P.03 

Page 2 

H CDC Survey of HIV in Childbearing Women 

Since 1988, CDC, 45 states, DC, Puerto Rico, and the Virgin Islands have conducted an 
epidemiological survey of childbeanng women in the U.S. to detennine the prevalence of 
HTV infection in that population. The cost of the survey is $10.5 million a year. The survey 
uses blood taken from newborns during "heel stick" tests for genetic conditions like PKU. 
Under the ethical terms of such surveys, the results are "blinded," meaning that all identifiers 
are separated from the blood samples taken from babies. 

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

HI Changing Science Demands Changing Policies Wtf/S «<lo ^ / T T 

The remarkable advances represented by ACTG 076 and the PCP guidelines dertand changes 
in policy related to both the testing of pregnant women and the CDC survey of/childbearing 
women. Absent a treatment to prevent perinatal transmission, it was proper ta maintain a 
stronger emphasis on testing before pregnancy. Now, it is imperative that we/emphasize the 
importance of HTV testing as part of prenatal care. The Public Health Service has been 
working in a coordinated fashion to translate science into action. Those actions include: 

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

AHCPR is developing materials for consumers explaining ACTG 076. 

In August 1994, CDC issued a report recommending that all HIV-positive pregnant 
Women be offered AZT treatment to prevent perinatal transmission. 

In February 1995, CDC issued preliminary guidelines recommending that physicians 
counsel all pregnant patients on the benefits of HTV testing and the potential benefits 
of AZT treatmeut if they are positive. Testing is to be voluntary and results are to be 
confidential. This approach has been praised by the American Academy of 
Pediatrics, the American College of Obstetrics and Gynecology, the American Nurses 
Association, the Association of State and Territorial Health Officers, the American 
Public Health Association, the Pediatric AIDS Foundation, and others. Final 
guidelines are to be issued within two weeks. 
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IV Other Approaches 

ACTG 076 has understandably spurred others to propose alternative approaches. Most 
prominent among those is legislation by Rep. Gary Ackerman (D-NY) to require states that 
participate in the CDC survey to ,,unblindM the results and give them to the women involved. 
This legislation was first introduced in 1994, shortly after the release of the ACTG 076 
findings, but saw no action that year. Mr. Ackerman has reintroduced the bill, H.R. 1289, 
with 220 cosponsors ranging from the far right to the far left. 

It is important to note that neither the unblinding of the CDC survey nor mandatory testing 
of newborns would prevent perinatal transmission of HTV since AZT must be administered 
during pregnancy and childbirth as well as during the first six weeks of a newborn's life. 
However, knowledge of a baby's HTV-status would allow for PCP prophylaxis. 

Mr. Ackerman and some of his supporters have chosen to mischaracterize both the survey 
and the actions of the Administration in response to ACTG 076. CDC has been charged 
with "counting babies with HIV instead of caringjor them." jjthers. including Dr. Art 
Anunann of the Pediatric AIDS Foundation, havesaidthe use of a blinded survey is 
comparable to the Tuskegee experiment. [Note: While Dr. Ammann is a harsh critic of the 
CDC survey, he is very supportive of the counseling and testing guidelines.] i 

The fact is, that the CDC survey has been approved by numerous ethical review boards and 
is one of a number of blinded surveys conducted on a variety of conditions. In fact, the only 
way that CDC can ethically conduct such a survey is if the results are blinded. Otherwise, 
the infants' mothers would have to provide informed consent for the test to be conducted. 
Such An approach would skew the results and render the survey useless. 

In light of the new scientific advances, on May 10, Dr. Phil Lee, Assistant Secretary for 
Health, asked State Health Directors to suspend testing under the Survey of Childbearing 
Women and to join the PHS in a consultative process on the best way to proceed on 
surveillance in light of ACTG 076 and the guidelines on PCP prophylaxis. This decision has 
drawn some sharp criticism from proponents of the Ackerman bill but also from supporters 
of the survey. It has, however, also slowed the momentum toward the Ackerman bill. 

The bottom line is that Mr. Ackerman's proposal represents a veiled attempt to impose 
mandatory HIV testing on childbearing women. Since not all infants bom to HIV-positive 
women are truly infected, the test results tell us more about the woman than the child. 
Others, including freshman Rep. Tom Cobum, a/physician who holds the seat formerly held 
by Mike Synar, are flat out proposing mandatory testing. 
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V Mandatory v Voluntary HIV Testing 

Throughout the AIDS epidemic, the Public Health Service has pursued a policy of routine 
counseling and voluntary testing of population groups. The Federal government and the 
states have made a small number of exceptions to that policy (military personnel, prisoners, 
Job Corps members). Our goal must be not to drive people away from testing but to pull 
them toward it. 

A voluntary approach is particularly important as it pertains to pregnant women. The 
treatment course required to prevent perinatal transmission involves treatment of the woman 
orally during pregnancy and intravenously during childbirth and it requires the mother to 
administer the drug to her child three times a day for six weeks after birth. To ensure 
success, we need maximum cooperation from the mother and imposition of mandatory testing 
would severely damage the padent-doctor relationship and the likelihood of cooperation. 

There is strong evidence that routine counseling and voluntary HIV testing of pregnant 
women works very well. In Atlanta, for example, Grady Memorial Hospital has a 96 
percent success rate in getting pregnant women to volunteer for an HTV test. Similar results 
have been reported in Miami, Los Angeles, and New York^as well as in Franco and Italy(1^ 

Conversely, there are several examples where the use of mandatory testing has impeded 
treatment arid prevention. They include: 

• . Efforts to impose mandatory drug testing on pregnant women resulted in a sharp 
decline in the number of women seeking prenatal care. The reason most frequently 
cited was women's fear that they would lose custody of their children. 

• Women who are 35 and older are routinely counseled on the benefits of voluntary 
testing for Down Syndrome. Such an approach has helped lower the rate of Down 
Syndrome births from 37 per 10,000 in 1983 to 26 per 10,000 in 1990. 

Voluntary screening for Tay Sachs disease helped reduce the incidence of that 
uniformly fatal disease by 85% between 1970 and 1980. 

Conclusion 

(A^ A CDC's approach of routine counseling and voluntary testing of all pregnant women in the 
^jytf^ U.S. is a sound public health approach to preventing perinatal transmission of HIV. It 

preserves the doctor-patient relationship and engenders a cooperative relationship with HIV-
positive women when it comes to treatment for their newborns. 

Still, legitimate questions have been raised about the CDC Survey of Childbearing Women. 
The upcoming consultation should yield sufficient infonnation to direct future surveillance 
methods in the context of the latest scientific information. 
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Questions and Answers 

Question 

Has the Federal government ever mandated a specific medical test or procedure? 

Answer 

No, such mandates have been strictly the province of the states. 

Question 

For what are babies routinely tested? 

Answer 

PKU, congenital hypothyroidism, galactosemia, maple syrup urine disease, homocystinuria, 
biotinidase deficiency, sickle cell, toxoplasmosis, congenital adrenal hyperplasia, cystic 
fibrosis, and tyrosinemia. 



MfiY-25-1995 09:06 FROM UHITE HOUSE RIDS POLICY TO 92024562070 P.01 

OFFICE OF NATIONAL AIDS POLICY 
EXECUTIVE OFFICE OF THE PRESIDENT 

750 17th Street, N.W. 
Washington, DC 20503 

Phone: 202-632-1090 
Fax: 202-632-1096 

FACSIMILE COVER SHEET 

TO; ^J^v^Igr \C(ti^ 

FAX NUMBER 

FROM: o U ^ r d ^ S ^ r f os. 

DATE: ^ ( ^ ( ^ 

PAGES INCLUDING COVER SHEET: 7 

COMMENTS: IMJfiNTS: ^ fl 



mv- 2 s - 1 9 9 5 0 9 : 0 6 F R O r i W H I T E H 0 U S E fiIDS p o L i c Y T O 9 2 0 2 4 5 6 2 e 7 e p > 0 2 

May 25, 1995 

MEMORANDUM FOP THE PRESIDENT AND THE FIRST LADY 

FROM: ??????? 

SUBJECT: HIV TESTING OF PREGNANT WOMEN AND NEWBORN INFANTS 

PURPOSE: To update you on the current debate over HTV testing of pregnant 
women and the CDC survey of childbearing women. 

BACKGROUND: Scientific advances in the prevention of perinatal transmission of HTV 
have raised new public policy challenges. Among them: should the 
government require pregnant women to be tested for HIV and should a 
CDC survey of childbearing women be "unblinded." The Public 
Health Service has responded aggressively to the new science and 
promulgated new testing guidelines for pregnant women and newborns 
while temporarily suspending its survey of childbearing women. 

Summary 

Recent scientific advances in the prevention of perinatal transmission of HIV resulting from 
the NIH-sponsored AIDS Clinical Trial Group 076 have raised a series of public policy 
issues that have found their way into the news and editorial pages of several major 
newspapers. The central questions are: 

• In light of this new science, should the Federal government impose mandatory testing 
of pregnant women? 

• Should the CDC survey of childbearing women be "unblinded" so that the mothers of 
newborns know their HIV status? 

Due to some misunderstandings (and some blatant mischaracterizations) of the science 
involved, these two issues have become intertwined, but they should be viewed separately. 

In the last 15 months, the Public Health Service has responded aggressively to the scientific 
advances represented by ACTG 076 by changing its policies regarding HTV testing of 
pregnant women and newborn infants and by suspending the ongoing survey of childbearing 
women. Other changes are underway, but much work remains to be done. CDC will 
shortly begin a consultative process with states, affected groups, medical professionals, and 
ethicists to deal with these issues. 
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I _ -AGIMTfrK^iW 

In February 1994, researchers funded by the NIH reported the results of AIDS Clinical 
Trials Group Study 076 (ACTG 076), which found that the use of AZT by an asymptomatic 
HIV-positive woman during pregnancy, labor, and childbirth and by the newborn for six 
weeks following birth can reduce the risk of perinatal HIV transmission by as much as 67% 
(from an average of 25 % to 8%). 

H Testing and Treatment of Pregnant Women 

From August 1987, to February 1995, CDC guidelines urged doctors to counsel women of 
childbearing age to undergo voluotaiyjnv testing before becoming pregnant. Perinatal 
transmission of HTV wasjdefittfied as on^of four main sources of HIV infectimi_along with 
sexual activity, shared̂ aedles and works, and contaminated blood productsr̂ omeh^who 
tested HTV-positivp'were urged not to become psegnant because of i 
virus to their neWbom. While not all children boĥ to HIV-posijiv^women end up 
positive themselves, approximately one-in-four c 

Absent a method to prevent perinatal transmission of HIV, the previous CDC policy made 
sense and was broadly supported by the medical, public health, and medical ethics 
communities. However, following the release of ACTG 076, CDC consulted with outside 
experts and developed a new set of guidelines. The new guidelines concentrate on pregnant 
women and urge physicians to counsel such women to undergo voluntary HTV testing. 
Pregnant women who are HIV-positive are urged to undergo treatment with AZT during 
pregnancy and childbirth and to treat their newborn with AZT for a period of six weeks after 
birth. These new guidelines have also drawn strong support from medical, public health, and 
ethics groups. Final guidelines are to be issued by CDC within two weeks. 

ID Testing and Treatment of Newborns 

CDC's counseling and testing guidelines also/recommend that women who are not tested 
before giving birth undergo voluntary testing CDC has also updated its policies regarding 
testing and treatment of babies born to HIV-positive women. Until recently, CDC 
recommended that only HIV-positive infants with suppressed immune systems be treated with 
Septra/Bactrim to prevent Pneumocystis carinii pneumonia (PCP), a frequently fatal 
opportunistic infection for babies with AIDS. In April 1995, CDC amended those guidelines 
to urge doctors to treat all babies bom to HIV-positive women with Septra/Bactrim during 
the first six to 12 weeks of life. 
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IV CDC Survey of HTV in Childbearing Women 

From 1988 to 1995, CDC, 45 states, DC, Puerto Rico, and the Virgin Islands have 
conducted an epidemiological survey of childbearing women in the U.S. to determine the 
prevalence of HIV infection in that population. The cost of the survey is $10.5 million a 
year. The survey uses blood taken from newborns during routine "heel stick" tests for 
genetic conditions. In order to confonn with applicable state laws and the precepts of 
informed consent, the results are "blinded," meaning that all identifiers are separated from 
the blood samples taken from babies. 

The CDC survey was submitted for review by numerous ethical review boards. It would not 
be feasible to "unblind" this survey. In fact, the only way that CDC can ethically conduct 
such a survey is if the results are blinded. Otherwise, under most state laws and general 
principles of medical ethics, the infants' mothers would have to provide informed consent for 
the test to be conducted. Such an approach would skew the results and render the survey 
useless; 

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

However, the results of ACTG 076 dictated that this survey be reexamined in the light of the 
new science. On May !0, Dr. Phil Lee, Assistant Secretary for Health, asked State Health 
Directors to suspend testing under the Survey of Childbearing Women and to join the PHS in 
a consultative process on the best way to proceed on surveillance and care for HIV-positive 
pregnant women in light of ACTG 076 and the guidelines on PCP prophylaxis. 

V CDC's Consultative Process 

CDC and PHS officials are currently finalizing plans for a consultative process that will 
include Federal officials, state and local health officials, medical and public health experts, 
medical ethicists, and members of affected populations. The process will focus on four 
issues: Testing and counseling of pregnant women; testing of newborns; treatment of HIV-
infected women and infants; and surveillance of HIV in women and children. This process 
should be underway by July 1. 
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VI Additional Actions 

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

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

• The Agency for Health Care Policy and Research is developing materials for 
consumers explaining ACTG 076. 

• FDA has changed its labeling instructions for AZT to allow its use in pregnant 
women and newborns. 

• HCFA has instrvcted states to include perinatal use of AZT in its Medicaid drug 
formularies. 

VII The Ackerman Bill 

ACTG 076 has understandably spurred others to propose alternative approaches. Most 
prominent among those is legislation by Rep. Gary Ackerman (D-NY) to require states that 
participate in the CDC survey in the future to "unblind" the HIV test results and give them 
to the mothers. This legislation was first introduced in 1994, shortly after the release of the 
ACTG 076 findings, but sfcw no action that year. Mr. Ackerman has reintroduced the bill 
(H.R. 1289), and now has 220 cosponsors ranging from the far right to the far left. 

Mr. Ackerman's bill would amount to a policy of mandatory HTV testing of childbearing 
women. Again, since all babies carry their mothers' antibodies at birth, a test of a newborn 
simply reflects the mother's HTV-status but not necessarily the newborn's own status. 

Others, including freshman Rep. Tom Cobum (R-OK), a physician who holds the seat 
formerly held by Mike Synar, are suggesting mandatory testing of pregnant women and/or 
newborns. 

It is important to note tnat neither the unblinding of the CDC survey nor mandatory testing 
of newborns would prevent perinatal transmission of HIV since AZT must be administered 
during pregnancy and childbirth as well as during the first six weeks of a newborn's life. In 
fact, focusing on newborns would be too little, too late to save infants from HTV and AIDS. 
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v m Mandatory v Voluntary HTV Testing 

Throughout the AIDS epidemic, public health officials have pursued a policy of routine 
counseling and voluntary testing for HIV. The Federal government and the states have made 
a small number of exceptions to that policy (military personnel, prisoners, Job Coips 
members). Our goal is to pull people toward testing, not to drive them away from it. 

A voluntary approach i : particularly important as it pertains to pregnant women. The 
treatment course required to prevent perinatal transmission involves treatment of the woman 
orally during pregnancy and intravenously during childbirth and it requires the mother to 
administer the drug orally to her child three times a day for six weeks after birth. To ensure 
success, we need maximum cooperation from the mother. Mandatory testing would severely 
damage the patient-doctor relationship and the likelihood of cooperation by the mother. 

There is strong evidence that routine counseling and voluntary HIV testing of pregnant 
women works very well. In Atlanta, for example, Grady Memorial Hospital has a 96 
percent success rate in getting pregnant women to volunteer for an HIV test. Similar results 
have been reported in Miami, Los Angeles, and New York. 

Conversely, there are several examples where the use of mandatory testing has had negative 
effects. They include: 

• Efforts to impose mandatory drug testing on pregnant women resulted in a sharp 
decline in the number of women seeking prenatal care. The reason most frequently 
cited was women's fear that they would lose custody of their children. 

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

The use of routine counseling and voluntary testing has been supported by the American 
Academy of Pediatrics, the American College of Obstetrics and Gynecology, the American 
Nurses Association, the Association of State and Territorial Health Officers, the American 
Public Health Association, the Pediatric AIDS Foundation, and others. 

IX Conclusion 

CDC's approach of routine counseling and voluntary testing of all pregnant women in the 
U.S. is a sound public health approach to preventing perinatal transmission of HTV. It 
preserves the doctor-patient relationship and engenders a cooperative relationship with HIV-
positive women when it comes to treatment for their newborns. Legitimate questions have 
been raised about the CDC Survey of Childbearing Women. The upcoming consultation 
should yield sufficient information to direct future surveillance methods in the context of the 
latest scientific infonnation. 
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Questions and Answers 

Question 

Has the Federal government ever mandated a specific medical test or procedure? 

Answer 

No, such mandates have been strictly the province of the states. 

Question 

For what are babies routinely tested? 

Answer 
It varies state by state, but according to the National Neonatal Screening Association, the 
most common tests are for PKU, congenital hypothyroidism, galactosemia, maple syrup 
urine disease, homocystinuria, biotinidase deficiency, sickle cell, toxoplasmosis, congenital 
adrenal hyperplasia, cystic fibrosis, and tyrosinemia. [what they are and how different from hiv?] 

Question 
What do we do about babies born to women who have not been tested and who refuse to 
have their newborns tested? 

Answer 
The CDC guidelines urge doctors to counsel such women to be tested, but there is no clear 
answer to what to do about women who refuse to be tested. This will be a topic of the CDC 
consultation. 

Question 
Are there other blinded surveys done for HIV? What about other diseases? 

Answer 
tk 

Question 
Are there other ways to obtain the infonnation now obtained through the survey of 
childbearing women? 

Answer 
tk 

# # # 
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Current Issues Concerning HIV and Pregnant Women: 
1) CDC's HIV Survey in Childbearing Women and 
2) Counseling and Testing Guidelines 

At the request of Leon Panetta, the following briefly discusses 
two issues concerning HIV and pregnant women which are receiving 
media attention: CDC's ahildbearinq wom£n survey and i t s 
counseling and testing guidelines. Although related, they should 
be understood independently. 

1) Meyfrpm scr^tuflq Suyvey 

The CDC's HIV Survey in Childbearing Women, begun in 1988 
during the Reagan Administration and carried on through the 
Bush Administration, was conducted in 45 states, District of 
Columbia, Puert-n Rico, and th« Virgin Islando, at a coet of 
10.5 million dollars annually. As 3 blinded (identity of 
patient not known to researchers) population-based survey, 
i t monitored the HIV epidemic among childbearing women and 
their newborn children by testing the blood of the newborns. 
The survey played an important role in our ability to track 
the expansion of the epidemic in women and childxen 
specifically and heterosexuals indirectly (a fact sheet i s 
attached). This survey was begun and conducted before 
knowledge of an effective treatment ':fur HIV positive 
pregnant women. 

2) Counaolinq and Testing Guidelines 

Over almost two years, there has bee|n a clinical t r i a l 
testing the effectiv^enesa of administering AZT to pregnant 
women to prevent perinatal transmissiion of HIV (076 drug 
t r i a l s ) . Successful results were reported in February, 
1994, dieclooing that by taking AZT during pregnancy and 
childbirth, asymptomatic HIV positive women could reduce the 
risk of transmission to their children by as much as two-
thirds, in August, 1994, CDC lasuedi a report recommending 
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that a l l HIV positive pregnant women be offered treatment 
with AZT to prevent perinatal transmission. In February of 
1995, CDC issued preliminary giaideliines for physicians to 
apply these research findings. The .guidelines c a l l for 
counseling a l l pregnant women to be itested for HIV and 
adv-iRp. doctors to explain the potential benefits and risks 
of AZT treatment to those women who are HIV positive. These 
have been praised by medical and public health 
proffififliftnalfi, including the American College of Obstetrics 
and Gynecology, the American Academy of Pediatrics, and Dr. 
Art Ammann of the Pediatrics AIDS Foundation. 

The preliminary guidelines are expedted to be made final in 
June. 

The Ackerroan Critique 

Since the rcoulto of the AZT drug trials, critics of the 
childbearing women survey, including Congressman Gary 
Ackerman (D-NY), have proclaimed this survey unethical, as 
IIIV positive newborns are "going home without vital medical 
care because mothere are unaware of ^heir child's HIV 
status." Congressman Ackerman introduced a b i l l with 220 
co-sponsors to mandate the notification oC paLlenLs of the 
testing results from the survey. The specter of the 
Tuskegee study has been raised by Dr. Art Ammann and 
columnist Nat Hentoff. 

Action fry ms 

On May 11, 1995, Dr. Phil Lee, Assistant Secretary for 
Health, asked state Health Directory to suspend 
the Survey o± Childbearing Women until the completion of a 
consultative process with the stateaj, CDC Advisory Committee 
of Prevention of HIV Infection, National HIV/AIDS 
organizations and other interested parties (letter 
attached). The consultative effort w i l l make 
recommendations to the CDC and the Public Health Service on 
strategies to: (1) ensure that a l l pregnant women are 
offered HIV counseling and testing aind that they and their 
child are entered into a continuum qf medical and support 
services; (2) fully evaluate the implementation and 
effectiveness of the Counseling and Testing Guidelines; and 
(3) continue to monitor trends in HIV infection In women. 
Finally, the consultative effort will address the ethics 
debate over blinded surveys and distinguish the purpose,of 
surveys from more systemic effort-.R hn -identify and enter 
individuals into care. 
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K E Y I S B O E S 

1. Ethical Concerns with Survey: 

Although the CDC Investigational Review Board (IRB) cleared 
the survey, as have many state IRB'9, and the general 
acceptance of blinded surveillance techniques world wide 
(WHO/IOM STUDY '94), there is s t i l l reason to warrant a 
thorough evaluation of ethical condrerns around blinded 
surveillance procedures. 

2. C i v i l Liberties Issue vs Public Health Strategy (rfigsrd-i.ng 
the survey): 

Many woman's groups and representafiven of HIV infected 
women argue that public concerns with the survey are focused 
on issues around the infant and not the mother; therefore, 
the issue becomes an fl-ither/or situation: the woman's ri g h t 
to refuse testing vs society's interest i n knowing about the 
infant. Casting the issue i n this l i g h t ignores the most 
effective public health strategy we knowi voluntary 
i d e n t i f i c a t i o n of as many HIV positive pregnant women as 
possible and entering the woman (and eventually the child) 
into a continuum of medical and empport ocrvicee as defined 
i n the CDC/PHS Counseling and Testing Guidelines. 

Wc presently believe that voluntary i d e n t i f i c a t i o u u l HIV 
infected women w i l l result i n the gueatest AZT use during 
gestation, delivery and postpartum i n the newborn. Mandatory 
testing of women runs the i l a k oC alienating the mother from 
the health care system and she/ i n most instances, i s the 
primary care giver for herself and tlhe child. 

3. Risk of Mandatory Testing due to Surjvey and Guidelines: 

The Ackerman b i l l has rekindled discussions around the need 
for mandatory testing of pregnant women and thei r newborn 
infants. The discussion has focused on the new 
recommendations from the CDC on AZT use during pregnancy and 
the use of trimethoprim/sulfamethoxaizole (Septra/Bactrim) 
for prophylaxis of PCP infection i n infants bom to HIV 
positive mothers. This has also resulted i n a re-hash of 
issues around universal testing, paritner n o t i f i c a t i o n and 
name reporting. The concern is that the Ackerman b i l l , i f 
i t comes to a vote, may precipitate House floor discussions 
that quickly turn to the larger conaerns around mandatory 
universal testing with name reporting. 

We continue to believe that testing ishould remain voluntary. 
(Pros and cons of mandatory testing are attached) 
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S t r a t o q y 

The CDC/PHS consultation process w i l l happen within the next 
5 weeks. I t w i l l cousisL of two pathways--one looking at 
monitoring the HIV epidemic (both the mechanics of the 
survey, need, recommended changes to meet the stated 
mandates) ,• and a second pathway looking at issues of 
implementation across PKS agencies, states, and the private 
sector. The CDC w i l l take the lead on the issues 
surrounding surveillance, and the office of HIV/AIDS Policy 
w i l l take the lead on implementation. We w i l l then analyze 
the recommendations from the consultant meetings and design 
a j o i n t strategy ror immediate implementation. We are 
confident we w i l l be ready to complete this process and 
i n i t i a t e a comprehensive Federal approach by the beginning 
of the next t i s c a l year (October '95). 

Attachments 
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information on... 
Background 

The HIV Survey in Childbearing Women 

The HIV Survey in Childbearing Women is an ongoing, national effort begun in 1988. CDC 
conducts the survey to track HIV infection in women, to provide information for planning health 
care resource needs, and to better target services and cafe to two groups increasingly affected 
by AIDS-women and children. In fiscal year 1994, the survey cost approximately $10.5 
million. 

How STB the findings used? 

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

What are the findings? 

In 1993 (the most recent year for which complete data arls available), an estimated 7,000 
HIV-infected women gave birth in the United States, or about 1 in every 625 women giving 
birth. HIV can be passed from mother to child during pregnancy, labor, and delivery 
("perinatal transmission") and by breastfeeding. Although all infants born to infected women 
initially show a positive HIV antibody test, not all are truly] infected. The mother-to-child 
transmission rate is 15%-30%, which translates to about 1,000-2,000 HIV-infected infants 
born in America in 1993. 

What does an HIV-positive test result mean? 

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

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

Would unblinding the survey prevent infants from being infected? 

No. The best way to prevent HIV infection in infants is to prevent HIV infection in women. To 
reduce perinatal HIV transmission, women must be offered HIV counseling and voluntary 
testing before or early during pregnancy. If a woman is infected with HIV, she should consult 
with her health care provider and weigh the risks and benefits of taking AZT as oorly as the 
14th week of pregnancy, and certainly we// before the birith of her child. Knowing about HIV 
infection during pregnancy allows the woman and her health care providers to plan better and 
to coordinate with pediatric care for the infant. 

Identifying infants by name in the current metabolic screening program (unbl'inding the survey) 
would be the same as mandatory testing of women, which CDC does not support. It would * 
not accomplish public health or medical goals, and it would not be in accordance with the CDC 
draft guidelines. 

Where is the survey conducted? 

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

How are the data collected? 

The survey uses leftover blood from routine newborn metabolic screening. After all personal 
identifying information is permanently separated from the iblood, it is tested for HIV antibody. 
Limited demographic data, including the month and county of birth, are abstracted from the 
metabolic screening form, and in some states, the motherfs age group and race/ethnicity are 
also collected. State health deportments compile the suryey results and periodically transfer 
the data to CDC. 

How is HIV antibody testing performed? 

Laboratory testing for the survey ia uonducted in state public health .laboratories using standard 
enzyme immunoassay {E1A) and Western blot methods specially adapted to dried blood 
specimens collected on filter paper. All laboratorifts participate in a special CDC quality 
assurance program. 
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HOW ara the data from the survey reported? 

State health departments periodically report results from .the survey in health department 
newsletters or press releases. CDC recently published a summary of survey data in the 
National HiV Serosurveillance Summary, Results through 1992 (single copies available from the 
CDC National AIDS Clearinghouse, 1-800-458-D231). 

What do CDC's draft guidelines for pregnant women calI\for? 

CDC's draft guidelines call upon medical professionals to.counsel all pregnant women about 
HIV and to offer voluntary testing. The draft guidelines were developed to help women learn 
before or during pregnancy if they are infected, enabling them to seek and receive the care 
they need for themselves and for reducing The chances of transmitting HIV to their Infants. A 
notice of the public comment period for the draft guidelines appears in the February 23, 1995, 
Federal Register. 

Studies show that when her health care provider talks wfth a pregnant woman about the test 
and what it means for her and her baby, most women chpose to be tested and then be treated 
as their doctor recommends. For example, in an inner-city hospital in Atlanta, Georgia, 96% of 
women chose to be tested after being provided HIV counseling and offered HIV testing as part 
of prenatal care. 

What does th* Publio Health Service recommend regarding use ot AZT in pregnancy? 

Based on the findings of ACTG 076, the Public Health Service publiehed recommendations in 
the MMWR (Vol. 43, No. RR-11, August 5, 1994). Theyjare designed to provide r basis for 
discussion between an HIV-infected pregnant woman and her health care provider about the 
use of AZT to reduce perinatal HIV transmission. The document provides recommendations 
regarding the use of AZT to reduce the risk of perinatal HJV transmission for women whose 
clinical situation meets the entry criteria for ACTG Protocol 076 as well as for HIV-infected 
pregnant women with differing clinical situations. 

HIV-infected women should be informed of the substantial benefit and short-term safety of AZT 
administered during pregnancy and the neonatal period observed in the ACTG Protocol 076. 
However, they must also be informed that the long-term risks of AZT therapy to themselves 
and their children are unknown. A woman's decision to use AZT to reduce the risk of HIV 
transmission to her infant should be based on a balance of the benefits and potential risks uf 
the regimen to herself and her child. 
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Honolulu, Hawaii 96801 r 

Dear D i ^ a B t e , O ^ l t ^ M 

Issuance of the proposed PHS Recommendatijons for HIV counseling 
and voluntary testing of pregnant women and their infants, and 
provision of preventative therapy io a high public health 
p r i o r i t y . These efforts, coupled with forthcoming 
recommendations for prevention and treatment of opportunistic 
infect ions i n infants, add new urgency td encouraging a l l 
pregnant women to learn their HIV status and access appropriate 
care for themselves and preventive efforts for their newborns. 

In l i g h t of these new prevention and treatment opportunities, I 
am requesting that you suspend the Survey of Childbearing Women 
u n t i l we have rotnpleted a consultative prioceee with the States, 
CDC Advisory Committee of Prevention of HIV Infection and 
interested parties. I t is my hope that ^e can work together to 
develop a strategy that hakes f u l l advantage of tha opportunitico 
to prevent HIV transmission and slow the course of disease 
progression i n these populations as outlined in PHS 
Recommendations for HIV CounseUng and Tqsting for Pregnant 
Women. 

Within the next few weeks, the rector df the Centers for 
Disease Control and Prevention w i l l begin a process, assisted by 
external expert consultants, to consider the advisability and 
f e a s i b i l i t y of developing appropriate surveillanco mechanisms i n 
the context of implementing prenatal counseling and testing 
recommendations and advise CDC and the Public Health Service on a 
plan to : (1) ensure that a l l pregnant womjen are offered Hiv 
counseling and testing and that they and their child are entered 
into a continuum of medical and support siervices; (2) f u l l y 
evaluate the implementation and effectiveness nf rhe guidelines,-
(3) continue to monitor trends in HIV infection in women; and (4) 
assess the advisability and fe a s i b i l i t y of developing appropriate 
surveillance mechanics for these purposes.. ParticipaH on i n this 
process by public health o f f i c i a l s , private providers, medical 
and ethical experts, providers caring f o r women and children with 
HIV disease, and communities affected by piv would be most: 
lielpcul co ensuring widespread implementation of the Committee's 
findings and recommendations. 
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I am confident that this consultative process cau provide a 
strong foundation for determining how bk&t to achieve these 
goals. I t is my expectation that we will continue to meet the 
important goals held by CDC and State health deparunents of 
preventing the spread of the HIV epidemic and monitoring its 
movement in the country. 

Sincerely. 

e, M.D. 
Secretary for Health 



Page 2 - Mandatory Testing of Pregnant Women 

- At the Harlem Hospital in New York City, 95 perpent of women at the high-risk-
pregnancy center voluntarily consented to HIV testing after counseling was offered by 
hospital health care providers (personal communication). 

There is real concern that mandatory testing for HIY will (liscnwrage pregnanr women 
form seeking care. Mandatory testing has been shown to drive people awav from the 
health care system. This would result in a double tragcdy-adversely affecting infants 
of mothers who don't have HIV, and denying the opportunity for Hiv prevention to 
infants of HTV positive mothers. 

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

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

Resources should be put in providing prenatal care which includes counseling about 
HIV and offers voluntary testing. 
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psychological services. It also provides and opportunity for personal risk assessment, 
and education about HIV. 

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

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

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

Cons 

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

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

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

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

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

- Of over 3,500 women registered for prenatal care at Grady Memorial Hospital in 
Atlanta, GA, 96 percent chose to be tested after being provided HIV counseling and 
yffered voluntary te^ijjg 
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would discourBge _ 
cars. Most taataad tavwr mandatory oouaaeltag 
far piegnaat womn, a t a ^ at penaiadBig tham 
» t k a v t t t n u r y AIM test-TWaiwpuletioMs 

Ms. SMlala. 
peapteawv.naald 

So far, though, caoaseilag h u only ranly piov^ 
en eSeolve, and the evWence that manda lory 
waoagmioaiwiwicuawmytoPipi—inicareia 
amMgudus. Medteal prefetiriaMle araon both 

•of that qneettoa but aH aeem to agree on one 
point: oat prenatal can a croeial because new 
ouHaa Biggat that taklaa tha drag AZT durlns 
pregaaacy aad Jn delivery eao sharply TWIUCB the 
transintuloisfliJ.V.fnsiBa mother tDher baby. 

But what about thev 
Mtalcare? 

iwhodonotievkpi*-

I nihose cases, doctors can proton^ the Hveaol 
infams born with the vim—if they know the 
child b tnfeetcd. Moreover, Ihe many infants who 
ten paaiiive bm ara not tofeotodsan ctill eontrart 
the viraa from thetr mother's milk. U a moOwr 
knows in time lhat she has tha viraa. she can 
•void breast-feeding 

Mi. Shalala, gloaaing over come of tneimer 
potnts of the deba te. says her objective la v> sea to 
It that aUprepwRwoweam the csiumiy get pre­
natal care and te**g, and every Mt Of tafoma-
Uoo a«ailaMe about tbair bohtw «Why Mtlri w 
withheld Mfematkm mm a mother?" the Seef» 
tary asks. "We should tall theffl " But under the 
policy now in effect only If they want to know 


