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FDA Loves Kids 

So Much, Ifll 

Make You Sick
By Henry I. Miller

If you’ve filled a prescription recently, 
you may have had a nasty surprise. A 
bottle of antibiotics or a tube of steroid 
cream used to cost a few bucks, but now 
you find drug prices like Epogen (ery­
thropoietin for anemia) at between $324 
and $486 per week, Rocalcitrol (a vitamin 
D derivative) at $55 to $385 a week, and 
Biaxin (the antibiotic clarithromycin) at 
$75 a week.

Why the huge prices? It’s your tax dol­
lars at work. Government regulation im­
poses enormous costs on drug develop­
ment that must be passed along to con­
sumers in higher prices.

They were at it again last week. Pres­
ident Clinton , announced that drug com­
panies will be required to test whether 
the medicines they sell for adults are 
safe and effective for children, and to 
put the pediatric dosages on the label. 
The new requirement will increase the 
already astronomical cost of drug devel­
opment by more than $200 million annu­
ally, according to the FDA’s i)wn (con­
servative) estimate. The added cost was 
characterized as a “very, very modest 
amount” by Chris Jennings, President 
Clinton’s principal health care adviser. 
Consumers who pay for their drugs may 
have other ideas.

* * *
A more measured approach to en­

couraging adequate pediatric testing 
. and labeling would be simply to require 
a prominent label or logo on drugs 
whose safety and efficacy have not yet: 
been determined in children. Or. the 
FDA could simply publish a list of such 
drugs each year. This would make par­
ents and physicians aware that such in­
formation is not available, and they, in 
turn, could exert moral dnd economic 

. pressure on drug companies to obtain 
it. After all, it is in drug tempanies’ 
own interest to expand the population 
that will purchase and benefit, from 
their products. ■ ’ '

The Clinton administration’s new 
regulation is far more ambitious. It 
makes unreasonable demands on drug 
developers and would actually delay the 
availability of new drugs, if FDA with-. 
holds approval for adult uses while data 
from pediatric studies are being col­
lected. Creating a dosage appropriate 
for children is often especially challeng­
ing, for a number of reasons. Can the 
active ingredient be incorporated in a 
chewable or syrup form? Will it have 
special storage requirements and ade­
quate shelf life? Is the taste one that 
kids will take?

A pediatric form of Glaxo Wellocome’s 
antibiotic Seftin, approved in 1990, re­
quired more than double the cost and man 
hours to develop than its adult form did. 
Glaxo also had tremendous problems in 
finding effective preservatives for the pe­
diatric syrup form of Epivir, an AIDS drug, 
even after the adult form had been fully 
developed.

Clinical trials are difficult to perform 
with children. For ethical reasons, testing 
is done on patients, not on healthy volun­
teers. Study participants may be scarce 
because a given disease is rare in children, 
because the patient population is geo­
graphically diverse, or because parents 
are reluctant to enroll their sick children 
in an experiment.

Finally, for the purposes of drug 
testing, “children” is by no means a ho­
mogenous category. The term implies 
several groups that are physiologically 
and metabolically distinct: newborns, 
infants, preschoolers, schoolchildren and 
teens. Moreover, children may pass 
through two or more age groups during 
the course of a multiyear clinical study.

As FDA regulatory requirements for all 
age groups are ratcheted ever upward, 
drugs are moving more sluggishly 
through the clinical testing pipeline. The 
total time required for drug development, 
from synthesis of the molecule to market­
ing approval, has more than doubled since 
1964, to 14.8 years from 6.5. And the $500 
million tab for each drug approved in the 
U.S. is by far the most expepive fri the 
world. -
/,Why does, FDA propwe; imnec)B,ssaiy 

regulations,; ^hich; ate .expeiisive; ^gjd 
and inimical, to;;market :%cesr:;For?:pne 
thing, it’s in th6 self-interest: of bureau­
crats to sebk greater , mahdates,. -aiid, 
thereby, to am^ss larger empires ^atid 
budgets. It oftenaeeins as if it’s.simply in 
their nature-as foriner FDA Coniinis- 
sioner Frank E.' Youiig :orice; puippeq, 
“Dogs barki:;co|ws; mo6.;:^nd)-^ 
regulate."

When regulation is excessive, everyone 
is a loser-except government regulators 
themselves. Money spent by the govern­
ment, industry and consumers on FDA 
regulation is money not spent on some­
thing else, including the ability to protect 
public health in other ways-reduce 
poverty, improve highways, perform diag­
nostic testing.

Consider, for example, the potential ' 
benefits of spending the $200 million an- 
nual cost of FDA’s new regulation on ■ 
breast cancer screening-according to Na- ' 
tional Institutes of Health statistics, it ■ 
would save between 60,000 and 140,000 ' 
years of U.S. women’s lives. If it were : 
spent on cervical cancer screening, it , 
would save between 140,000 and 300,000 
years of life......................

The FDA’s new regulation is the lat­
est example of Big Brother deciding 
where private-sector research and de­
velopment resources are to be spent. -In 
the process, it increases costs , to con- : 
sumers qnd puts them at risk as the in­
troduction of new drugs is delayed. 
More fundamentally, the policy illus­
trates that the (Jlinton administration 
has a greater commitment to the 
rhetoric than to the reality of protecting 
the public health.

Dr. Miller is a senior research fellow at 
i the Hoover Institution and author of “Policy 
: Controversy in Biotechnology: An Insider’s

View” (Academic Press, 1997). He was an 
FDA official from 1979 to 199k.



MEMORANDUM FOR THE PRESIDENTIAL ADVISORY COUNCIL ON HIV/AIDS

FROM: Regan Hall Reinerth

DATE: August 13, 1997

RE: Food and Drug Administration, HHS
Proposed Rule Requiring Manufacturers to Assess the 
Safety and Effectiveness of New Drugs and 
Biological Products in Pediatric Patients

I. Reasoning for Proposal
The FDA is proposing new regulations requiring pediatric studies of certain new drugs and 
biological products. The proposed rule would attempt to address the issue of the lack of pediatric 
use information on product labels by requiring that manufacturers of a limited class of new drugs 
and new biological products provide sufficient data and information to support directions for 
pediatric use for the claimed indications, before or soon after approval.

A recent survey by the FDA concluded that products used for treatment of diseases that occur 
both in adults and children have very little information about pediatric use in their labeling. Less 
than half of the FDA approved drugs for treatment of HIV infection or opportunistic 
infections carry ANY pediatric safety or effectiveness information. Those treatments that do 
are often limited to a certain pediatric age group. For example, there is almost no information on 
use in patients under 2 years of age for most drug classes.

Even after a drug has been used in pediatric patients for a long period of time and the drug has 
been successful, directions for safe and effective use for pediatric patients still do not appear on 
the label.

Inadequate dosing information may expose pediatric patients to dangerously high doses or to 
ineffective treatment.

II. FDA Initiatives to Improve Pediatric Use Information: The 1994 Rule
The 1994 rule requires drug manufacturers to survey existing data and determine whether those 
data are sufficient to support additional pediatric use information on the drug’s labeling.

This rule recognizes that controlled clinical studies to support pediatric use information need 
not have been carried out in pediatric patients where the course of the disease and the effects 
of the drug are sufficiently similar in children and adults.

In these cases, controlled clinical studies in adults together with pharmoeokinetic and adverse 
reaction data in pediatric patients may be sufficient to establish pediatrie safety and effectiveness.

The 1994 rule does not impose a general requirement that manufacturers carry out studies if 
existing information is not sufficient to support pediatric use information. It only requires the 
manufacturer to include in the drug’s labeling the statement: “Safety and effectiveness in 
pediatric patients have not been established. ”



III. Need for Additional Steps
The 1994 rule is one of the ways in which the FDA attempted to improve pediatric use 
information, but the results of this rule as well as other steps taken by the FDA have not shown 
consistent improvement. As a result, the FDA has:

• proposed another rule that would require the manufacturers of certain new and marketed 
drugs and biological products to evaluate the safety and effectiveness of their products in 
pediatric patients

• made plans to develop guidance on clinical trial designs for assessing pediatric safety and 
effectiveness

• proposed that a users fee be waved for supplements to add pediatric use labeling, unless the 
supplements contain adequate and well-controlled clinical trials - this is to encourage the 
submission of pediatric studies

IV. Description of the Proposed Rule
The proposed rule is designed to ensure that new drugs and biological products that are likely to 
be commonly used in children or that represent a meaningful therapeutic benefit over existing 
treatments for children contain adequate pediatric labeling for the approved indications at the 
time of, or soon after, approval. The rule would therefor require a manufacturer of a drug 
classified as a “new chemical entity” ( a drug that contains no previously approved active moiety 
which is the molecule or ion that is responsible for the physiological or pharmacological action 
of the drug) or new biological product to submit, before approval, safety and effectiveness 
information on relevant pediatric age groups for the claimed indications.

The requirement would be waived if:

1. the product did not represent a meaningful therapeutic benefit over existing treatments for 
pediatric patients and was unlikely to be used in a “substantial number” (100,000 or more 
pediatric patients constitutes a substantial number) of pediatric patients

2. studies on the product were impossible or highly impractical

3. the product were likely to be unsafe or ineffective in pediatric patients

4. reasonable efforts to develop a pediatric formulation had failed

The rule would also require that manufacturers of already marketed drugs and biological 
products conduct studies to support pediatric use labeling for the claimed indications.

The Federal Food, Drug, and Cosmetic Act authorizes the FDA to grant periods of exclusive 
marketing to manufacturers who obtain approval of labeling supplements adding pediatric use 
information to a drug’s label. A manufacturer is entitled to 3 years of market exclusivity for 
obtaining approval of pediatric use labeling based on clinical studies. Also, a manufacturer may 
be entitled to 7 years of exclusive marketing under the Orphan Drug Act for obtaining approval 
of an application for use of a drug to treat a disease or condition affecting a pediatric population 
of less than 200,000.



itgtattgimcg
U3aSs^V\^W \vVl^3

i,.. BUSINESS

Government to insist on tests 

for Migs childr^ |i||ht febl
> drugs piranptly--6r fac^ {the dose that gets a therapeutii,

S 'in court. : ;- ^ 3':., Idvel of the medicine mtd a child’s.. -utwux... '{V '-'VV
- ? Officials familiar with the rules,. - .bloodstream.

” *' who spoke on condition of anOftym-?;; ■ “People assume any drtig that|
described for their children '
^^ tested, and -thatfe not 
vbhse,” said Susan DeLaliithti’s 
the Pediatric AIDS Ppundatio

the Clinton {administration IS
; preparing to fo^ drug manufac-: | ity, say that when a company Seeks, prescri 

turers to test: whether the medi- : | FDA permission to test an expieri-:^|)een t(

■ ; ■: dre widely preSCribied to Children
,S-n.e FTO de..y

" cines they sell,to adults are safe :> menttd drug on adults, the a^ncy ^
’and effective' for children to use, "’'-wbuld decide whether it has poteh- ’ t_ ______ _____________
too^r ^ . 3 . ^. 3,^al^liil(^n.Ifso,the^^;^j.;!?Tl^

About 80 percentnf the nation^ ^uldbeprderedtbprovidea^ -^.^'Ihe proposed rd^{^so would 
prescription drugs are hot labeled for determining the safe child . inquire existing adult drugs that 

; for child use because they never dose. {3 :; ; : ^ 
were tested an children. Pediatri-

- move is the omcial app«»ed h. dte
^ -I , ^ ■ ' 'past five years, only’44 ,y(rere

The proposed rules do not re- quickly labeled to include ;bhild 
quire massive, expensive clinical > prescription information.,, The 
trials on children. Instead, if a FDA targeted 64 more drug6 that 
drug is considered safe for adults, offered promise for children, but 
comp^es could do simple dosage only two ultimately were labeled 
testing — studies that take three to : for children, 'the AIDS foundation 
six months to perform — to show said. :

tions on their smallest patients.
The drug industry has largely 

ignored Pood and Drug Adminis­
tration efforts dating back to 1994 
designed to spur more children’s | 
prescription information.

Now, President Clinton is set to 
propose reflations today that 
would require manufacturers to 
pforide that information for new :



Clinton WantsDrug-Safety Tests for Children
because they don’t know how thP rtnicr. ______________By Laurie McGinley

StafJ Reporter of The Wall Street Journal
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the POLICY CHANGE, 
to be proposed today, 
could raise costs 
for drug makers.
would cost the drug industry between $13.5 
million and $20.9 million a year. Part of 
that reflects a requirement that manufac­
turer develop drug formulations, such as 
liquids, that could be used by children.

Mr. Holmer of the drug makers’ group 
called the administration’s cost estimate 
too low. ”It widely misses the mark and

the case of AIDS, onW five of the II **e repeated in children of different
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The drug-testing proposal follows an 
increasing clamor from children’s health 
experts about what they see as a growing 
problem: Drugs commonly used for kids 
often don’t - and, indeed, aren’t required 
to - undergo pediatric testing. In the case 
of new AIDS drugs, doctors have been 
reluctant to prescribe them to children

ing children for years. "Safety isn’t a 
concern,’’ says Susan DeLaurentis, co­
founder of the Pediatric AIDS Foundation, 
a Santa Monica, Calif., group that has 
pushed hard for increased pediatric test­
ing. She notes that both the American 
Academy of Pediatrics and the federal 
government have issued guidelines oh how 
to conduct such tests ethically. And othCr 
AIDS activists say the regulation virtually 
ensures that manufacturers developing 
the next generation of AIDS drugs conduct 
pediatric testing before seeking FDA ap­
proval. ,

The . Clinton administration’s plan
would require prescription drug makers to .
submit pediatric data to the FDA when 
they apply for approval to sell the drugs to 

■ pdults, or shortly after approval ' is 
granted. The rule would cover drugs that 
are expected to be a significant advance 
for children and medications likely to-be 
taken by more than 100,000 children a year 
The FDA expects 12 of the new drugs, it 
approves each year to trigger the require­
ments, and it would decide which they 
were. . . '

While manufacturers that don’t com­
ply would face court action and fines, they 
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Presidmtto Order Drug Makers to Conduct Pediatric Studio
By ROBERT PEAR

WASHINGTON, Aug. 12 — Presi­
dent Clinton will order changes in the 
testing of prescription drugs to in­
sure that manufacturers specifically 
examine the drugs’ effects on chil­
dren if the medications are to be 
used by any significant number of 
young patients, White House officials 

. said today.
i The officials said they decided to 
require such studies because drug 
companies were not doing enough 
Mdiatric studies oh their own.
, Mr. Clinton will announce the new 

policy .on Wednesday at the White 
House, the officials said.

; I Chris Jennings, a White House 
’ aide who coordinates health policy,
: said; "Medications used for pediat- 
. ric populations have been woefully 

and inadequately tested to date. Only 
'. 42 percent of drugs that have proved 

highly useful in pediatric populations 
' Kave been tested on children.”
I ■ the order is the latest example of 
; the Clinton Administration’s empha­

sis on protecting children. Mr. Clin- 
1 tpn recently persuaded Congress to 
‘ create a health insurance program 
i for children: Under his direction, 
i Federal agencies are trying to halt 
; the stile of tobacco to minors and to 
' protect children from environmental 
: health hazards, sex and violence on 
1 television, and liquor advertising.

Under a rule to be issued on 
Wednesday by the Food and Drug

president of the association, said it 
might be difficult for drug makers to 
recruit children for clinical trials.

"F.DA. assumes that thousands of 
children are willing to be tested and 
that their parents are willing to have 
them tested,” Dr. Siegfried said. 
“But in reality, there are not a lot of 
parents who want their kids to be in 
clinical tests just for the sake of 
satisfying the Government.”

In addition, he said, children of 
different ages may react differently 
to the same dose of a particular drug. 
So the studies will be difficult to 
design.

Under the proposed regulation, 
drug companies would not have to 
evaluate a new drug in children If it 
was "impossible or highly impracti­
cal” to do so.

Explaining why the White House 
had decided to act now, Mr. Jennings 
said: “In the last few years, we have 
requested the pharmaceutical indus­
try to provide this information and to 
put it on drug labels. Unfortunately, 
we have had a fairly low success rate 
in getting the companies to do it 
voluntarily.”

Many drugs used by children, in­
cluding asthma medications and

antibiotics, have not been specifical­
ly studied in children or approved for 
use in children. They are approved 
for adults and prescribed for chil­
dren, for uses not specihcally recog­
nized on the labels.

Mr. Holmer said drug trials for 
children must not delay the develop­
ment, approval and marketing of 
drugs for adults.

But Donna E. Shalala, the Secre­
tary of Health and Human Services, 
said: "Children are not simply small 
adults. Under the new rule, manufac­
turers of drugs likely to be used by 
children will be required to complete

Administration, Mr. Jennmgs said, 
“we will require drug manufactur­
ers to conduct studies to determine 
the safety and appropriate dosage 
levels for any prescription drugs 
used widely by ,children.”

:in addition, he said, “we will re­
quire appropriate labeling” to re­
flect the results of those studies,
' '- Alan F. Holmer, president of the

: be'stime mcrease Hi testmg of drugs 
S m children as a result of this fegula- 
; tlon,” he said, “but it’s hard to deter-

-I- NE

studies and place mformation, on 
drug labels to help physicians make 
scientifically based decisions when 
prescribing drugs for children.”

In addition, Mr. Holmer said, drug 
companies will have to conduct new 
studies of some drugs already m 
wide use among children.

Dr. Robert M. Ward, a professor of 
pediatrics at the University of Utah 
and chairman of the American Acad­
emy of Pediatrics’ committee on 
drugs, welcomed the President’s mi- 
tiative.

“This is one of the most important 
advances for pediatric drug therapy 
m several decades,” Dr. Ward said m 
an interview. “It will improve the 
mformation that doctors hsi^feiaYM- 
able to them when they^m^^d

tl.ni. «n iihmk«o(i.ntrlntM
with steroids taken through an inhal­
er. 'These are among’theTnok effec­
tive treatments available for asth­
ma. But drug companies have not 
spent the iponey or the time to study 
these drugs m large groups of chil­
dren and to submit the data to the 
F-D.A.”, , : . -|

Susan DeLaurentis, a cmfounder 
of the Pediatric AIDS Foundation, 
praised the new nile. .,

“Drug companies will be required

It’s fantasUc,”
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Narional Association of 
Children’s Hospitals

LAWRBNCE A. McANDREWS, FACHE 
President & Chief Executive Officer

N > A • C • H

Statement

Lawrence A. McAndrews

CHILDREN’S HOSPITALS URGE FEDERAL ACTION 
TO STIMULATE MANUFACTURERS’ TESTING 

OF PHARMACEUTICAL PRODUCTS FOR CHILDREN’S USE

August 13, 1997

The National Association of Children’s Hospitals (NAC-H.), representing more 
than 100 children’s hospitals across the country, strongly commends the 
Clinton administration’s recognition of a serious failing of the health care 
market place - the absence of adequate market incentives or requirements for 
testing and labeling of pharmaceutical products for use by children.

The proposal for public comment of new regulations mandating testing of 
pharmaceuticals for pediatric use by the Food and Drug Administration (FDA) 
reflects the strong, ongoing personal commitment of President Clinton and the 
First Udy to public policy that helps every family meet its children’s needs for 
health, education, safety, and security. Certainly a serious concern for any 
parent whose child requires medication is the realization that only about 20 
percent of all of the drugs marketed in the United States have been tested and 
labeled specifically for use by children.

Three weeks ago, in a hearing before the Senate Public Health and Safety 
Subcommittee, a number of the nation’s leading pediatric researchers cited the 
serious lack of pharmaceutical products tested for children’s use as one of the 
most important challenges facing the pediatric health care community in its 
efforts to convince the nation of the need for increased investment in research 
devoted to children’s illnesses and conditions.

These researchers included academic leaders from Children’s Hospital in 
Boston and Le Bonheur Children’s Medical Center in Memphis. They 
recognize that the market’s failure would not be a problem if children’s health 
care needs were identical to those of adults. But that, of course, is not the 
case. As both parents and pediatric providers understand all too well, children 
are not miniature adults. Their health care needs are not appropriately met by 
providing either adult-sized treatments or even miniature versions of them.

401 Wyiht .'inxr. AlcAiiudri:i VA 22.^14 An Affiliarc of rhe N:irio|v,il A.^sociaiion of
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All too often, our children’s care givers must rely only on their personal 
judgment in deciding which drugs and which dosages are best suited for their 
patients. Because they devote such a large share of their services to children 
with complex conditions requiring specialized care, children’s hospitals are 
very aware of the limited extent of testing and labeling of pharmaceuticals for 
children.

NA.C.H. believes the Administration’s new initiative to develop the most 
appropriate ways to stimulate product testing through regulation can 
complement the important legislation proposed by Senators Christopher Dodd 
(D-CT) and Mike DeWine (R-OH) plus Representative Jim Greenwood (R-PA) 
and Henry Waxman (D-CA) to create market Incentives for manufacturers to 
undertake pediatric studies of new and FDA-approved pharmaceuticals. Their 
legislation, vdiich has strong bipartisan support, continues the effort begun in 
1991 by former Senator Nancy Kassebaum (R-KS) to persuade the Congress of 
the need to address the lack of pharmaceutical testing for children.

Because they represent only about 30 percent of the nation’s population, less 
than 15 percent of health care spending, and the poorest segment of the 
population, children do not command the attention of the health care market 
for investment in research and development (R&D). This is true not just for 
R&D for children’s health care in particular, but for all R&D related to children.

According to the National Science and Technology Council’s April 1997 
prepublication report on “A National Research Initiative for America’s Children 
for the 21st Century,”

“...(TJhe share of total national R&D toward children is less than 1.2 
percent. Unlike other areas of research, the Federal Government bears 
almost total responsibility for children. For example, the private sector 
provides over 50 percent of health and energy R&D funding and over 90 
percent of transportation R&D. In contrast, the Federal Government 
provides approximately 90 percent of children’s R&D.”

Clearly, strengthening the federal investment in research devoted to children 
remains critical. But children’s needs will not be fully met if the federal 
government alone shoulders the responsibility for pediatric research and 
development. Through a balanced commitment to market incentives and 
regulation, the federal government can stimulate manufacturers’ investment in 
product testing to meet children’s unique health care needs more folly.

Just last week, Congressional and White House commitment to bipartisanship 
in budget policy helped to launch the most important new federal 
commitment to strengthening children’s health insurance coverage in a 
generation. We are confident that the same spirit of bipartisanship can lead to 
effective federal policy combining appropriate incentives and regulations to 
ensure the necessary testing of pharmaceutical products for pediatric use, 
which both children and their parents deserve.
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Today. President Clinton announced a proposed regulation that would create important protections for 
children by requiring manufacturers to provide pediatric-use information for medicines used to treat 
children. The rule would also require companies to submit information that would be placed on drug 
labels to help pediatricians and other health care providers make treatment decisions based on scientific 
information specific to children. This rule is designed to ensure that important drugs are available for use 
in children and to reduce avoidable adverse drug reactions and under-treatments by better informing 
physicians about whether - and in what dosages - drugs are safe and effective for use in children.

Continuing a Comprehensive Effort

The proposed rule is part of a comprehensive effort by the Department of Health and Human Services' 
Food and Drug Administration (FDA) to increase the number of drugs and biologic products with 
adequate labeling for safe and effective use in children. In 1994, the FDA issued a regulation to 
encourage drug manufacturers to submit pediatric-use data for review. The FDA has also implemented a 
'‘Pediatric Plan" designed to improve pediatric-use information for marketed drugs and to encourage 
voluntary development of pediatric-use data during the drug development process.

Ensurine Children’s Safety

Despite these efforts, many new drugs are still being approved without information on how they should be 
used to treat children. In addition, there is extensive evidence that drugs for conditions that affect both 
adults and children are routinely used to treat pediatric patients despite the absence of pediatric labeling, 
and even in the face of disclaimers stating that safety and effectiveness have not been established in 
children. The absence of pediatric labeling information may require physicians caring for children to 
choose between prescribing drugs without well-founded dosing and safety information, or utilizing other, 
potentially less effective therapies. As a result, inadequate pediatric labeling puts children at risk for 
unexpected adverse reactions or lack of optimal treatment. Even after a drug has been used in children for 
some time, and there has been substantial clinical experience with a drug, directions for safe and effective 
use in children are often not provided on drug labels. Under the proposed rule announced today, 
manufacturers of new and marketed drugs or biologic products likely to be used to treat children will be 
required to provide sufficient data and information to support directions for safe pediatric use, with few 
exceptions.

Building on the President’s Commitment to Children’s Health

Since taking office, protecting the health of America’s children has been one of President Clinton’s 
primary objectives. Since 1993, the Clinton Administration has significantly increased investments in 
priority areas for children, and results have followed. For example, in large part due to President 
Clinton’s comprehensive Childhood Immunization Initiative, a record number of 2-year-olds are now 
properly vaccinated, and most vaccine-preventable diseases are at record lows. In addition, infant 
mortality is at an all time low, and the numbers of women receiving prenatal care in their first trimester is 
at an all-time high. President Clinton has also expanded health coverage to more children by signing the 
Kassebaum-Kennedy legislation into law, and by ensuring inclusion of provisions in the new balanced 
budget that will expand health coverage to up to 5 million uninsured children.


