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By ROBERT PEAR "I would expeci" that there would 
WASHINGTON, Aug. 12 - Presi- be some increase in testing of drugs 

dent Clinton will order changes in the in children as a result of this regula­
testing of prescription drugs tO in- tion," he said, "but it's hard to deter­
sure that manufacturers specifically mine the precise magnitude until we 
examine the drugs' effects on chll· have a chance to see the text of the 
dren if the medications are to be regulation." tary of Health:and Human.Services, 
used by any significant number of Dr. John D. Siegfried, deputy vice said: "Children are not s!nlP.ly-small 
young patients, White House officials president of the association, said. It .. adults. Undefthe new nile;:filanUtao­
said today. might be difficult for drug makers to turers of drugs likely to b{used ·by: .. 

The officials said they decided to recruit children for clinical trials. children will be required to complete 
require such studies because drug '.'F.D.A. assu.mes that thousands of . studies and pl~ce in(o~xtiation..JJn 
companies were not doing enough·· h ld II b d ' 
pediatric studies on their own. c 1 ren are wi mg to .e .teste and d~g l~~.ls .to h,elpipb-)l~is~i,P!*~· 

Mr. Clinton wiH announce the new that their parents are w1Iltng to have scientifically. based decis1ons·•when. 
policy on Wednesday at the White ~~em. tested," Dr. Siegfried said. preff,ribing drugs for chilciien~" · 
House, the officials said. But U1 reality, there are not a lot of lii addition, Mr. Holmer. said ·drug 

Chris Jennings, a White House parents who want their kids to be in companies will have to eonduJc::new 
aide who coordinates health policy, clinical tests just for the sake of studies of some driig~'.:~: .. .... ·. :.:in 
said: "Medications used tor pediat- satisfying the Government." wide use among chil<h"eil:': ·A' 
ric populations have been woefully Jn addition, he said, children of Dr. Robert M)Nard; a pia essor.of 
and inadequately tested to date. Only different ages may read differently pediatrics at the Uriivers!cy:pflltiill 
42 percent of drugs that have proved tOjthe same dose of a particular drug. , and chairman of th~.'American. Acad­
highly useful in pediatric populations So the studies will be difficult to emy of Pediatric.5!.''conimlttee on . 
have been tested on children." d~sign. drugs, welcomed the)>resideh~'s lni- · 
The~rder is the latest example of --uncter-·ctie proposed regulation · tiative. · ·: :-.• . · , . · ' 

the Clinton Administration's empha- drug companies would not have t~ "This Is one of the m.os.t.~p<irtant 
sis on protecting children. Mr. Clin- evaluate a new drug in children if it advances for pediatric drug µie.rapy 
ton recently persuaded Congress to was "impossible or highly impracti- in s~veral.decades,'~Dr. W,ard·sii.id.)n 
create a health insurance program cal" to do so. an mterv1ew, "It will IIJiR.i:oye, the 
for children. Under his direction, : Explaining why the White House information that doctors;.l.i;a.~~~Wl- · 
Federal agencies are trying to halt had decided to act now, Mr. Jennings able to· them when. they~.setect-:and. 
the sale of tobacco to minors and to said: "In the last few years, 't'e have prescribe medications for:-.chl!drA" ·· 
protect children from environmental requested the pharmaceutical indus- . For ~ample, Dr ... W8[':1'ITT\i.~.;'}.;,<,P~­
health hazards, sex and violence on try to provide this information and to U~nts WI~ asthma are often· treated 
television, and liquor advertising. put it on drug labels. Unfortunately, with steroids taken th~ough ~.lnhal-

Under a rule to be issued ori we have had a fairly low success rate er. These are among:the·mos(~ffec-. 
Wednesday by the Food and Drug ill getting the companies to do it uve treatments a.vailabl~ .foJ-.,~·th" 
Administration, Mr. Jennings said, voluntarily." ma But dr:ug comp~e.~ .... .b.~!(ll~Qt 
''we will require drug manufactur- Many drugs used by children, in· spent the mo~ey.or the t1lJ}e,.~P._J>J:U\1.}' 
ers to conduct studies to determine eluding asthma medications and these drugs m lar~e groups, ~~&llU~ 
the safety and appropriate dosage antibiotics, have not been specifical- ~rDen.Aa;?d to submit the <!at&t .t9~~.e 
levels for any prescription drugs ly studied in children or approved for · · • ._:,. ;r,:-t<,~.j.·· ::r~~'.- .. 
used widely by children." · . . Susan DeLaurenus a .CQ:-foU!J.q~r 

In addition, he said, "we will re- use m children. They are approved of the Pediatric -AIDS'. -~ciiipdadon; 
quire appropriate labeling" to re- for adults and prescnbed for chi!- praised the new rule-::'._'.:;:,:•':.-,'..:/:,· 
fleet the results of those studies. dren, for uses not specifically recog- .. ''Drug companies-·wilL!>e'.r,!!gU,\red 

Alan F. Holmer, president of the mzed on the labels. . to evaluate the safety~d,dosiqg,of 
Pharmaceutical Research and Man- Mr. Holmer said drug tnals for drugs that wilEbe use.din children,'' 
ufacturers of America, a trade asso- children must not delay the develop- she said. "They are not',r.equired to 
ciauon for drug companies, said the· ment, approval and marketmg of do that now. This.is.a huge.change. 
industry would work with the Gov- drugs for adults. It's fantastic."· '.· :,.; .: .::. ·· 
ernment in ~ cooperacive spirit. ~ut Donna _E~halal~,.J.l:i~. ~~~~re: · · · · ·" · · 

White House Ta/ks Seen Likely ~n Medicaiq;i9J/,.(C,'_' 
. . '..'IU'jl°'0 i!l)W• ~fti.' 

By JAMES DAO 

. ALBANY, Aug. 12 - Advisers to 
·President Clinton said today that the 
White House was prepared to open 
negotiations with the Pataki admin­
istration to resolve a dispute that had 
jeopardized the payment of hun­
dreds of millions of dollars in Fed­
eral Medicaid money to the state. 

The three-year-old argument 
came to the forefront on Monday 
when the President used his new line 
item veto powers to delete a Federal 
budget provision intended to pre­
serve rules that have allowed New 
York State to collect up to $2.6 bill10n 
in Federal Medicaid matching funds 
since 1992. State officials say they 
are concerned that the veto will lead 
to a reducuon in Federal Medicaid 
payments to the state by $200 million 
or more in the coming year. 

Because the Medicaid funds in dis-

pute have helped finance health care was inappropri.ate SJ!f ri9»'.ln~..;&>, 
programs for the poor, Mr. Clinton's challenge It in cou.rt. ;,., •:!ii;i't-L~t;,·;;)'1} 
veto came under intense attack by At City Hall, Mr .. Gil!ij~~!1Pllf.~t> 
state labor leaders. hospital officials ing with several ~lll\l!=~;\~\c Jnem:. 
and political leaders in both parties be rs .of Congre~s •. s!lJ.9 ,t,l!iJ.b!!. ¥!\_ 
today, many of whom said they had Clinton did not rever?e..~;111;,ggn;!A¢. 
already begun lobbying blitzes to city would start a Iawsui1;.cp:a1.1em:~ 
persuade the President to reverse~ .. ing the constitutionalitY..:.oU-'1~.Hin~j 
his action. item veto .. " I think the:~e ili<!!Ye_TY.; 

Amid the protests, Chris Jennings, strong one," the Republican: M.aY.qf.,;, 
deputy assistant to the Prtisident for said. ·, ·'.':.·': ~'-''' <··'rf; 
health policy, said that he would at- In Albany, aides to StateComptrol­
tempt to convene a meeting between ler H. Carl McCall, a Democr.at; said 
budget and health care advisers to that he had spoken today,to,Cll!lton, · 
the President and aides to Mr. Pa· Administration officials, .. Including 
taki and Mayor Rudolph W. Giuliani Treasury Secretary Robert .:E.' Ru­
within the next several weeks. bin, urging them to resolve.the·.dis-· 

"We will do everything we possi· pute quickly and in a way.'that would 
bly can to work this out," Mr. Jen- not be costly to the state:·:0ii ·.;:;_.,,,,,.,.,,, 
nings said. "The Comptroller· believes''. tht!-' 

His remarks came as an array of President was wrong to have.singled 
Democratic and Republican officials out New York and vetoeq this-provi~· 
denounced Mr. Clinton's inaugural sion," said Steven · Gret:mberg;pa 
use of the line item veto, saying it spokesman for Mr. McCaJJ..::d ·. :-: ··· 

'<?rhcNc\u !t!ork Qti,nc!i 
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s1aff R~po'''"'' of THll!;·w..,u. Sn.££T Joua.NAL concern,•• says· Susan. De~LK~A <·: 
By LAURIE MCGINLEY ing children ror yem--:---::~flXll;;i{<' \ 

In a major change In the nation's drug- rounder or the Pediatric AID.S:F~ . ': 
approval policy, President Clinton will a Santa Monlca, Calli., .group'. · · · :: 
propose today that new drugs likely to be pushed hard ror Increased pedia\iiifi~k 
prescribed ror children should lirsl be ing. She notes that both· the· A111e~M 

Academy or· Pediatrics _and th~.: led@ 
\ P HA RMi~CE .. ~ii;l#:AI.:$ \:'I . government have Issued guldelinesoii)ia\ii 
. · 10 conduct such tests ethically._An(i\~~t 
tested on kids !or safely. dosage and. in AIDS activists say the regulation Virtu,.IJ)I 
some cases. e!!ecliveness. ensures that manuraclurers -developldi 

The policy could pose a quandary fur !he next generation or AIDS drugs con~i!ct 
the drug industry. which would face new pediatric testing before seekl~g-,~NiP.J . 
research costs but can't a!!ord to appear proval • . · . ' ·.-· ··;'.'.?,:!J 

~ insensitive to children's needs. Alan The Chnton adminislri.@i'.l~ .. 
Holmer. president of the Pharmaceutical would require prescription drµg mik~~lli '" 9 Research and ManuJacturers of America, submit pediatric data to .the .Fp~_',V(i~ !j . 

.....,_..... the industry ·s Washington-based trade they apply for approval to" sell lhfd!lla: .. 
group, said m_anuracturers are committed adults. or shortly after , appi'D,~-~ . ,: 

rJ) to rncreasing1 their pediatric testing but granted. The rule would,cover:drugs · • 
queslioned w_hether a government man- are expected lo be a slgnl!icant'iid\i.QCe 

~ dale is needed. · for children and medications llliely:w.Ji~ 
rJ) The drug'tesling proposal !ollows an taken by more than 100,000 chlldre a~; 
C,) increasing clamor from children·s-heallh The FDA expects 12 of the.new'· · r:lt 

experts about what they see as a growing approves each year to trigger,1)1.N~@- · 
~ problem: Drugs commonly used !or kids men ts, and it would decide ,w 
~ often don't - and, indeed, aren't required were. · · . :~ " 

to - undergo pediatric testing. In the case While manuJacturers that \!O.~;i:J#.111 ·' 
..........._ or new AIDS drugs, doctors have been . ply would face court action and flil~.~~!X· 
~ _:.r~el~u~ct~a~n~t~to~p~re~s~cr~i~be~t~he~m.!!....;t~o~c~h~il~d~re~n~-"-~~ai:~e~'TU:J!!!rn~ro~Pag:'.S1~B~~~Cb~lll!!!!fi5.~.~-~>~~'-~~~-
~ because they don't know how the drugs,• Continued From Page Bl_<;:·-·; •>-:, 

t' ~ ' which have severe side effects, will work. wouldn't be threatened with drug·approvill ' 
....,........ Oniy about 40% of drugs considered delays or product recalls-enlorcement ac-
~ highly beneficial for young patients un- t

1
_cioan

1
_s the administration rejected_ ~-' Un_-.;._,e!Ji-.,, 

l.o\J dergo pediatric testing, including medica-
r r'I lions for such·common childhood ailments For drugs already on the market, mail· 
\J J.. as aslhma, allergic reactions and ear ulacturers would be required to '.submit·· 

I infections. administration o!!icials say. pediatric information If there were ·,.c:Om:· 
hr. Only about 20% of the drugs on the market pelling circumstances" - tor exami>le;1r;· 
VJJ have been tested on children. the drugs could help children but:w~r~l!'t-· 
~ While pediatricians oflen prescribe being used because of a deartl} or .~.1,1..ln 
,....; drugs that haven't been studied. in chil· cases where children and adults . .are· at-
~ dren. they frequently lack important in!or- lected similarly by ·a disease, co_nipanies 

Q 
mauon on precisely how much medication would have to lest a drug ror ·safe°J}(.and ' 
to use and how it will affect their pa- dosage but not perform mare.,ela_bo"riite'_: 

. tients. effectiveness testing .... • ·, ~ :f:- i;·.:·: f .. 
As a result. physicians are sometimes Some drug companies are already t_est-· · 

forced to choose between "prescribing ing their drugs in child~n. A Glµo Well-
drugs without well-founded dosing and come PLC spokeswoman.says Uieeiinipaily 
safety information or utilizing other poten- includes pediatric studies Cordts IDV 
tially less effective therapy," says a copy drugs. among others. Glaxo also ceste4 Its 
of a draft Food and Drug Administration drug Uitiva, an analgesic us·~¥£a.JleS\!le-
rule. In fact. administration omc1als say. sia procedures, in ctiildren two· and, older, 
the percentage of drugs tested on children and it is now testing the drug WW~ 
is decreasing. and is largely absent ror ranging in age !rom newbO{)l_'.tl!fO)lg!W,.lj< 
children under two years of age. In . Various forms of Glaxo's ·asthinil df.tlg; 
the case of AIDS. only live· of the II Ventolin, are approved ror,l:hti'Jre"n· Iii: 
approved drugs .have been te~(ed in chii· young as two, she adds. · ·· ·:' · ·.· -.:·,: 
dren. 

The administration estimates the plan SmithKilne Beecbam PLC ls testing US.:: 
wouid cos! the drug industry° between Sl3.5 antidepressant, Paxil, in young peopleJQ.'.·: 
million and S20.9 million a year. Part of spokesman says. He also notes that th~:. 
that reOects a requirement that manu!ac· company conctucted pediatric trials tor.Its'.:: 
turers develop drug rormulations, such as lead mg antibiotic, Augmentin. ·. · 
liquids. that could be used by children. • A spokesman !or Novartis AG, .. the;:: 

Mr. Holmer of the drug makers' group company that makes Ritalin, says the ctrut:: 
called the administration's cost estimate to treat attention deficit disorder llas pedl:.:: 
loo low. "{! widely misses the mark and atric approval but isn't recommended'{9t':·· 
fails to reOect the enormous scienllfic children under six years o! li.ge: He c;I.~: 
d1ffic11Jt1es !hat are alien involved" in clined to comment on the proposed req~:: 
1 \\1111111·\iu~ 1i1•1\i;1tri1· h·st~ :iwl t11'vl'\npini.: nu·nl In lc•st drUKS ln children bocauae thd.··· 
1on1111latlu11s fur t:hllt.Jnrn. tu.• said. ru111pn11y hasn't seen the proposal.· .1.·-~:: 

Industry officials say that pediatric The new rule, which Is s!UJ:subject ti{; 
trials are particularly challenging because change. will become effective 6ometlni~:: 
parents are olten reluctant to enroll their alter the close of a 9Q-day public-<:0mment.-:· 
children. Another problem: The tests may period. Manuracturers submitting·· neW:< 
fJJ\'(; lo be repeated in children of di!!eren1 dniR applications would have·between i5o' 
a~es tu ~et enuu~h useful infurmalwn. Jltd '1 monlhs to hand in kids' :studl~ 

But health groups and administration depending on when they llled their, f?i' ._ 
oflicials note that drug companies have appllcauon. _ ..... ".· _.:.· \i: :. 
been conducting sare clinical trials involv- -Elyse·flinQu 

contribuled to ~.fiJ!.~ ; . 

J
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Drug 'quantum step' in treating heart disease 
By Steve .Sternberg Al vestigator Eric Topol, of the Cleve- ing red blood cells from clumping. 
USA TODAY land Oinic Foundation. David Fischman ot the Jelrerson 

About I million people each year Medical College in Philadelphia says 
A new drug tor people undergoing undergo coronary angioplasty In researchers are now also trying to 

coronary angioplasty cuts their risk of which a balloon is opened inside an make oral versions of these drugs. 
death, heart attack and collapsed artery to clear a blockage. For halt, The study Is an extension or an ear· 
blood vessels, but It may be too costly the newly opened aneries collapse by lier one. In the new trlal, doctors mea· 
tor all but the sickest people. the first anniversary or treatment sured the drug's long-term benefit in '· 

The anti-clotting drug, abciximab, Like aspirin, the new drug prevents 2,001 people; half got abclximab be-
reduced the one-year death rate by blood clots from forming and may fore angioplasty, halt a placebo. The 
19% and the three-year death rate by also block inllarnmation within blood l!ndlngs are In today's Journal of the 
13% overall, researchers say. vessels, reducing the odds that a new- American Medical Association. 

The drug worked best In the sickest ly cleared artery will collapse. · The drug, made by Centocor Inc. or. 
people: one 12rhour Intravenous lntu· The new drug, says Topol, "takes Malvern, Pa., costs $1,350. Since It BJ>" 
sion cut the death rate by 60%. aspirin a quantum step further." pears to work best In the riskiest pa· 

"We have never seen any drug that The drug, which ls sold as ReoPro, tlents, Fischman notes In a compan-
has a lasting Impact on patients un· is In the vanguard or a powerful new Ion editorial that it may be too costly 
dergolng angioplasty," says lead In· class or drugs that prevent clot-form- to use In low-risk patients. 

ReoPro is given before balloon angioplasty. II 
is given intravenously over a f2-hour penod. 

Cost: ~bout $1,350. ~latelets r·. . 

I .• ,.~·:,~. ' :· . --

·~ ~ · -~~ i:Y . ·' ' ' ~ 

. . ~i ~· 
·: :~-· _ .. 

Inflating the 
balloon 
injureslhe 
inner wall of 
the artery 

To heal the Injury, ReoPro stops 
red blood cells platelets from 
(platelets) form clumping, 
clots that stop allowing blood 
blood flow. to flow freely. 

Sourw: Eric J. Topol, Clcw9land Cine; fouidllbOn 
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"The order is the latest example of the Clinton 
Administration's emphasis on protecting children. Mro 
Clinton recently persuaded Congress to create a health 
insurance program for children. Under his direction, 
Federal agencies are trying to halt the sale of tobacco to 
minors and to protect children from environmental health 
hazards, sex and violence on television, and liquor 
advertising .. " 

-Robert Pear, 
New York Times 
August 13, 1997 



President Clinton Continues to Fight to Improve the Health of Our Nation's Children 

Children and Prescription Drug Testing. Today's announcement requiring manufacturers to do studies on 
pediatric populations for new prescription drugs and those currently on the market builds on an impressive 
array of children's initiatives advocated by President Clinton. 

• Children and Insurance Coverage. The President fought hard to ensure that the Balanced Budget Act 
included $24 billion -- the largest investment in children's health care since the passage of Medicaid in 1965 -­
to provide meaningful health care coverage to as many as five million of our nation's uninsured children. He 
also fought to include revenue from a 20 cent tobacco tax which will not only further reduce the number of 
uninsured children, but it will also serve as a financial barrier to help prevent our children from starting to 
smoke in the first place. 

• Children and Tobacco. The President issued guidelines to eliminate easy access to tobacco products and to 
prohibit companies from advertising tobacco to kids. Each day about three thousand children become regular 
smokers and 1,000 of them will die from a tobacco-related illness. According to former FDA Commissioner 
David Kessler, the possibility of a comprehensive, public health oriented settlement with the tobacco industry 
could not have come about without the President's leadership in this area. 

• Children and Insurance Reform. By signing the Kassebaum-Kennedy bill into law last year, the President 
helped millions of American children keep their health care coverage when their parents lose or change jobs. 

Children and Juvenile Diabetes. The President fought to include $150 million ($30 million annually for five 
years) for research to help find the cure for diabetes. Americans with this disease often suffer severe 
consequences, such as blindness and kidney disease, even when they receive the best treatment and care. The 
HHS Secretary will have discretion to target the new funds toward the best scientific opportunities. This 

represents the largest single new investment in Juvenile Diabetes. 

• Children and Immunization. As the President recently announced, over 90 percent of America's toddlers 
in 1996 received the most critical doses of each of the routinely recommended vaccines -- surpassing the goal 
set by the President in 1993. 

• Children and the Environment. Earlier this year, the President signed an Executive Order to reduce 
environmental health and safety risks to children by requiring agencies to strengthen policies and improve 
research to protect children and ensure that new regulations consider special risks to children. 

• Children and Medicaid. Throughout his Administration, the President has fought to preserve and strengthen 
the Medicaid program; its coverage of about 20 million children, makes it the largest single insurer of children. 
The Administration has partnered with states through Medicaid waivers to expand coverage to hundreds of 
thousands of children. 



PRESIDENT CLINTON ANNOUNCES NEW MEASURES TO INCREASE 
AVAILABILITY OF INFORMATION ON SAFE USE OF MEDICATIONS USED 

TO TREAT CHILDREN 
August 13, 1997 

Today, President Clinton unveiled a new FDA regulation that will protect children by requiring 
manufacturers to study the safety and appropriate dosage levels of drugs for pediatric 
populations. The regulation also requires proper labeling of drugs for use in children. Even 
though many drugs affect children differently than adults, most drugs have not been tested on 
pediatric populations. Under this rule, manufacturers of prescription drugs likely to be used by 
children will be required to complete studies and place information on drug labels to help 
pediatricians and other health care providers make scientifically-based treatment decisions when 
prescribing drugs to children. 

WHY THIS REGULATION IS NEEDED 

Most drugs -- even those commonly used in children -- have not been widely tested on 
pediatric populations. According to the American Academy of Pediatrics, only a small fraction 
of drugs and biological products marketed in the United States have had clinical trials performed 
in pediatric patients. Despite evidence that drugs affect children differently than adults, 80 
percent of all drugs marketed in the United States have been labeled for use by infants, children, 
and adolescents. Forty-two percent of drugs that are widely used in pediatric populations have 
been tested on children. 

• Many drugs commonly given to children under the age of six including Prozac, Zoloft, 
Ritalin, and drugs for asthma, allergic reactions, and ear infections are inadequately tested 
and labeled for use in children. These drugs, taken together, are given to over five million 
children each year. 

• Less than half of the drugs used in the treatment of HIV infections carry any safety or 
effectiveness information for children. Of those that do, the data is often incomplete. 

• Safety and effectiveness information is especially sparse for the over seven million 
children under the age of two. · 

• The percentage of drugs being tested on children decreased by over one-third between 
1996 and 1991. 

Drugs are likely to have a different impact on children than on adults. The appropriate use 
and dosage levels of medication for children and adults is usually different because of disparities 
in organs, the immune system, and metabolism. 



Children who take prescription drugs that have not been tested on pediatric populations 
arc at serious risk for unexpected adverse reactions. Evidence suggests that prescribing drugs 
that have not been adequately tested on children can be extremely dangerous. One example of 
the possible harm is the case of "gray baby syndrome" where a number of babies died from 
chloramphenicol, an antibiotic that their immature livers were unable to accept. Other children 
had withdrawal symptoms from prolonged administration of fentanyl, a pain killer used as an 
adjunct to anesthesia in infants and small children. Still others have suffered seizures and cardiac 
arrest from bupivacaine, a local anaesthetic not adequately tested in pediatric populations. 

Some physicians are reluctant to prescribe much needed therapies to children because they 
have not been tested on pediatric populations. Physicians report that they have denied 
children important new drugs because, in the absence of adequate testing and labeling, they 
would have to guess at an appropriate dosage, and they do not want to take that risk. As a result, 
too many children do not receive the treatment they need and deserve. 

SUMMARY OF THE RULE 

Pediatric Studies for New Drugs. Under this proposed rule, manufacturers of new drugs would 
have to do studies on pediatric populations under two circumstances: when the product 
represents a meaningful therapeutic benefit over existing treatments; or when the product is 
expected to be widely used on pediatric patients. The FDA anticipates that about twelve new 
drugs each year would meet this requirement. Manufacturers could receive waivers from the 
requirement to do a pediatric study under any one of the following circumstances: 

( 1) TI1e product does not represent meaningful benefits over existing treatments and is not 
likely to be used on a substantial number of pediatric patients as a whole; or 

(2) Necessary studies are impossible or highly impractical-- i.e., the number of patients is too 
small or geographically diverse; or 

(3) There is evidence strongly suggesting that the product would be unsafe or ineffective in 
pediatric populations. 

Pediatric Studies For Existing Drugs. For drugs that are already on the market, the new FDA 
regulation requires additional testing on the pediatric population only if there is a "compelling 
need for more infonnation." The criteria used is: 

( 1) If the product is widely used in pediatric populations and the absence of adequate labeling 
could pose significant risks to pediatric populations; or 

(2) If the product is indicated for very significant O{ life threatening illness, but additional 
dosing or safety information is needed to permit its safe and effective use in pediatric 
patients. 



~· , 
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THE WHITE HOUSE 

WASHINGTON 

August 12, 1997 

PEDIATRIC DOSAGE AND LABELING ANNOUNCEMENT 

DATE: 
LOCATION: 
BRIEFING TIME: 
EVENT TIME: 
FROM: 

I. PURPOSE 

August 13, 1997 
Rose Garden 
1:15 pm - 1:35 pm 
I :45-2: 15 pm 
Bruce Reed 

To demonstrate your commitment to children's health issues by announcing a new FDA 
regulation to improve the safety of pediatric drugs. 

II. BACKGROUND 

You will be unveiling a new FDA regulation that will require drug manufacturers to study the 
effects of drugs on children. The regulation will apply both to certain new prescription drugs 
and to certain drugs currently on the market. Under this regulation, drug manufacturers will 
be required to complete clinical studies and place information on drug labels to help 
physicians make informed decisions when prescribing drugs to children 

Although children have distinct needs with regard to doses and potential side-effects of 
medications, most drugs have not been tested on pediatric populations. Currently, only 42 
percent of drugs are tested on children. As a result, physicians are reluctant to prescribe many 
drugs to children because they do not want to risk giving an inappropriate dosage. 

There are at least ten drugs used by millions of children that do not have adequate labeling. 
These include Prozac, Zoloft, Ritalin, and drugs for asthma, allergies, and ear infections. In 
addition, less than half of the drugs used in the treatment of HIV are being_studied on 
children. The Pediatrics AIDS Foundation has lead the fight for this new regulation on behalf 
of the 10,000 to 12,000 children with HIV. 

Representatives from the Pediatric AIDS Foundation, the National Association of Children's 
Hospitals, the American Academy of Pediatrics, and other children's health organizations will 
be in attendance. · 



IlJ. PARTlCll>ANTS 

Briefing Participants 
Secretary Shalala 
Bruce Reed 
Chis Jennings 
Jennifer Klein 
Maria Echaveste 

Events Participants 
Vice President 
First Lady 
Secretary Shalala 
Parent of child with asthma 

Meet and Greet Participants (Prior to Event) 
Bill Schultz, Deputy Commissioner of the FDA, and family. 
Mike Freedman, Acting FDA Commissioner, and family. 
Dr. Joseph A Zanga, Vice President, American Academy of Pediatrics 
Susan DeLaurentis, Co-Founder, Pediatrics AIDS Foundation 
Francesca DeLaurentis, daughter 
Lawrence McAndrews, President and CEO, National Association of Children's Hospitals 

IV. PRESS PLAN 

Open Press. 

V. SEQUENCE OF EVENTS 

- You will be announced onto the stage accompanied by stage participants. 
- The First Lady makes welcoming remarks and introduces Secretary Shalala. 
- Secretary Shalala makes remarks and introduces the Vice President. 
- The Vice President makes remarks and introduces parent of child with asthma. 
- Parent makes remarks and introduces you. 
- You will make remarks and then depart. 

VI. REMARKS 

Remarks Provided by Lowell Weiss in Speechwriting. 



SUPPORTERS OF THE PRESIDENT'S INITIATIVE ON 
PEDIATRIC IABELING 

PROVIDERS 

American Academy of Pediatrics 
American Academy of Family Physicians 

American Medical Association 
National Association of Children's Hospitals 

National Association of Pediatric Nurse Associates and Practitioners, Inc. 
American College of Physicians 

CONSUMERS 

American Foundation for AIDS Research 
American Lung Association 
American Thoracic Society 
Pediatric AIDS Foundation 

Juvenile Diabetes Foundation International 
National Organization for Rare Disorders 

Center for Medical Consumers 
National Medical Association 

PHARMACY 

National Association of Chain Drug Stores 

OTHER VALIDATORS 

C. Everett Koop, M.D., Sc.D. 
Senator Barbara Boxer 



QUOTES SUPPORTING THE PRESIDENT'S ANNOUNCEMENT ON PEDIATRIC 
LABELING 

"I am writing to applaud the efforts of you and your Administration on children's 
pharmaceuticals. After long years of working with inadequate data, the nation's physicians, 
pharmacists, and parents will finally have solid information about the safety and dosing of 
medicines for children .. .I know how desperate families can become when their sons and 
daughters are sick ... The policy you are proposing would create a new and better choice: drugs 
that have been studied for pediatric use. You should be congratulated on taking this step." 

-- C. Everett Koop, M.D., Sc.D. 

"The American Academy of Pediatrics enthusiastically applauds President Clinton's efforts to 
ensure that children will no longer be "therapeutic orphans." The availability of medication 
approved for infants, children and adolescents just took a much needed step today, and the 
President is to be commended." 

"Currently, only 20 percent of all drugs marketed in the United States have been labeled for use 
by infants, children and adolescents. As a result, pediatricians must prescribe drugs based on 
information from limited medical studies, rather than more comprehensive clinical trials in 
children." 

"For children, we label the food they eat and the television shows they watch. However, when it 
comes to prescribing children's medicine, information about how much and how often to give it 
to them is sorely lacking." 

"The impact of these proposed regulations, properly implemented, cannot be understated. 
Pediatricians and other health care professionals will now be armed with more precise 
information that takes into account various ages and stages of child development so that the best 
drug, at the right dose, can be prescribed." 

-- American Academy of Pediatrics 



"On behalf of the 85,000 members of the American Academy of Family Physicians, I would like 
to commend you for your initiative to improve labeling of drugs prescribed for children. Your 
proposed regulation will help ensure that our nation's children receive safe and effective 
medications." 

"We arc highly supportive of an initiative that will provide family physicians with additional 
information to use as we prescribe drugs for children. America's family physicians stand ready 
to assist you in implementing an initiative that will be of enormous benefit to our youngest 
patients." 

-- American Academy of Family Physicians 

"Product labeling information that would provide all health professionals with readily accessible 
information about proper dosage for the use of adult medications by children would further 
assist pharmacists and other providers in determining the appropriate use of these medications 
for children. We strongly support efforts that would increase the amount of useful information 
available to health care providers in treating and counseling patients." 

-- National Association of Chain Drug Stores 

"The American Medical Association today celebrates President Clinton's proposal to make more 
information on using drugs to treat children available to physicians. We applaud President 
Clinton for this initiative, and for all his hard work in the area of children's health." 

"Currently only about 20% of all pre~cription drugs marketed in the U.S. are labeled specifically 
for use by children. As a result, many physicians prescribe drugs for children based on limited 
research, and without comprehensive information based on clinical trials with children. We 
hope today's move will dramatically increase the amount of information available, allowing 
physicians to more confidently treat children using a wider range of prescription medications." 

-- American Medical Association 

"The Administration has taken an important first step towards ensuring that American children 
receive the very best pharmaceutical care in the world.' The generic industry applauds the White 
House for its strong public support of this initiative." 

-- Generic Pham1accutical Industry Association 



"For too long the routine course has been that drugs will be tested only for adult use and that 
parents, pediatricians, and pham1acists will be left without solid data on which to base decisions 
regarding treatments for a sick child. I am pleased that these regulations will finally address this 
deficiency." 

-- Senator Barbara Boxer 

"Today's announcement will change history. From now on, children will not be automatically 
left out. From now on, it will be rule that drugs are tested for children, unless there's a good 
reason not to. Once again you have demonstrated that this is an Administration that truly cares 
about children." 

-- Pediatric AIDS Foundation 

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

"Three weeks ago, in a hearing before the Senate Public Health and Safety Subcommittee, a 
number of the nations' leading pediatric researchers cited the serious lack of pharmaceutical 
products tested for children' 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." 

"As 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. All too often, our children's care givers must rely only on their 
personal judgement in deciding which drugs and which dosages are best suited for their 
patients." · 

-- National Association of Children's Hospitals 



"The Juvenile Diabetes Foundation International (JDFI) applauds President Clinton's leadership 
in attempting to improve the health care of all children, particularly those who suffer from 
diabetes. This announcement demonstrates an important understanding that children arc not 
simply small adults, and therefore may require additional measures to ensure that they receive 
the best possible treatments currently available." 

-- Juvenile Diabetes Foundation International 

"A physician's clinical decisions must be based on scientific evidence, and the Administration's 
action will take us another step towards evidence-based medical practice." 

-- American College of Physicians 

"Your new FDA regulation requiring pediatric data on new drugs is long overdue and essential 
to the well being of ill children throughout the nation. It is vitally important that henceforth 
manufacturers will be required to include children in clinical trials, and that data from pediatric 
studies will be included on pharmaceutical labeling." 

"Mr. President, on behalf of the millions of American children who arc afflicted by rare 
disorders, most of which arc genetic, we are truly grateful for your leadership and concern for 
improving the lives of America's children." 

-- National Organization for Rare Disorders, Inc. 

"Prescription drugs arc used to treat all segments of the population, yet the clinical trial 
experience on which their approval is based often excludes the very young and the very old. 
once a drug is marketed, however, it is widely prescribed even though the thresholds for safety 
and effectiveness may differ among age groups. It is time to stop putting children unnecessarily 
in harm's way by improving the inforn1ation required on drug labeling pertaining to pediatric 
use." 

-- Center for Medical Consumers 



"We greatly appreciate the Administration's effort to ensure that pharmaceuticals arc adequately 
tested in children and that such studies arc used to support better labeling for pediatric drugs. 
Giving health care providers adequate and appropriate infom1ation about usage is crucial in 
ensuring the health and safety of our nation's children." 

-- National Association of Pediatric Nurse 
Associates & Practitioners, Inc. 

"Because of limitation in testing of many drugs in pediatric populations and labeling for 
pediatric use of specific drugs, children can be considered an underserved population for certain 
drug therapies. The proposed regulation requiring pediatric-use data on new drugs, with 
provisions pertaining to existing drugs, has the potential for improving available treatments and 
increasing the effectiveness and safety of treatments for this vulnerable population." 

-- National Medical Association 
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Honorable William J. Clinton 
The President 
The White House 
1600 Pennsylvania A venue 
Washington. DC 

Dear Mr. President: 

c. £vmrn Koor, MD. 

August 12, l 997 

I am writing to applaud the efforts of you and your Administration on children's 
pharmaceuticals. After long years of working with inadequate data. the nation'• physicians, 
pharmacists, and paren~ will .finally have solid infonuation about the safety and dosing of 
medicines for children. I am very pleased that you have moved to require that drugs be tested for 
pediatric patients unlC$s there's a good reason not to do so. This~ a oommon·scnse and 
workable policy that will do a lot of good. 

Throughout my medical career of woddng with chlldrai one-by-oiie and my public health 
career of working with the children of America, r know bow desperate families can b~omc when 
their sons and daughte~ aie sick. The eurrent drug approval system usually leaves them with 
only two choices: Oivo the chJldren drugs that have not been tested for safety or withhold a 
treatment that works in adults. It is an unsatisfactory choioe. 

ImtMd, the policy you ace proposing ·would cmue a new and better choice: drugs that 
have been studied for pediatric use. It is th~ right policy to choope. We should ensure that 
children benefit from biomedical research and medical progress as much as adults do. You 
should be congratulated oo taking this step. 

Sincerely yours, 

~ 
C. E-.--ereu K0op, M.D., Sc.D. 

\ " 
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Dear Mr. President: 
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r writ.e in support of your Mminintra.tion' n propoaed 
regulations on child.rim• s pha.rmd.oaut1C4..l~. These new regulations 
have the potential to do much to iutprove chil<1 health in America. 
Yaar actions to raise the visibility of them will also educate 
p~n.t:s across the nation regarding important b~th usues 
involved in giving prescription drugs to children. -

Fox- too loag th& xoutine course has been that drug& vill be 
tested only i:or adult:: use and that parent:s, pediatricians, and 
pharmacists will be left without solid d4.ta. on vhich to base 
daciaiona regarding treatments for ~ aick. child. I am infol:nM!d 
that: 80 percent of d:r:ugs on the market have never beeIJ teated for 
aafaty in children, even c:b:ugs that are routinely prescribed for 
them. I am pleased t:ha.t: ~hea~ regulation.a will finally address 
this deficiency. 

When the FDA. remiJ..atioru; become final, I .w. informed that 
the new presumption will inat:ead be t:hac dl:ugo vill be tested for 
cbi.1dren's use unless· there is a reason not to. This is clearly 
t:ba ;:1.pproptlat.G w~ to procQGd. 

r mn particularl.y tou.chcd th4.t much of thio action has bGen 
u:odertaken in the spi~it of Elizabeth Glaser, for vhotD I had the 
highest ·regard. From: the :Ciret moment that I met her, to tbe 
time nhc teatificd before Congreoe at my invitation, to the 1..a.Gt 
da.yu of bar life, Elin.beth worked tirelessly to get drugs and 
dXug research .tor children. She was near desperation when she 
first dieoove~d that t.he ~g that. ahe .herself v.;tg taking was 
not available to treat her daughter, Ariel. . She and the .· · 
Pediatric_ AIDS Foundation, Yhich ebe .co-;-fo~ed, ·•set ·tbemse1vee a 
goal. of ens1.1ring that thia does not· happen '·aga,tn--for children·· 
with AIDS or for children with any e~rlous disease~ · '" 
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I Jen.ow I Gpea.k for the P'cru.n.dat:ion--~, I am QOmabow '1Ure, 
~or El.izabeth--wben I t:.anJc you for your actiorui, congratulate 
you on the naw propoBala, aiid ~g 6'fCrY hoP:e and vi.oh that 
the hrce1.dest poasihle OilKlbor of children will benefit. 

Benat:or 
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PRESS STATEMENT on 
CHILDREN AND DRUG LABELING 

(This statement con be anributcd to .Joseph R. Zanga, M.D., AAP Vice President) 

The American Academy of Pediatrics cntlmsiasticully applauds President Clinton's efforts to 
cns\1re that children will no longer be "therapeutic orphans." Thanks to the proposed Food and 
Drug Administration (FDA) regulations, drug manufacturers will routinely conduct pediatric 
studies of most new and specific classes of drugs ulr~ady in Che market. TI1e availability of 
medication approved for infants, children and adolescents jusc took a much needed step today, 
and the President is to be conunended. 

Several members of Congress, including former Seu. Nuncy Kassebaum (R-Kan.), have long 
recognized rhe need to actively pursue this goal. We beliew the proposed regulations will 
complement AAP-backcd kgislation incroducc:d in tht= l 05th Conbrress. The Better 
Pharmaceuticals for Children Act, sponsor~ by Sens. Christopher Dodd (D-Conn.) and Mike 
'le Wine (R-Ohio), and Reps. Jim Giunwood (R-Pa.) and Henry Waxman (D-Calif.), will 

. .;olidify the establishment of a drug devdopmcnt system that meets the unique needs of children. 

Proper drug smdies must be done to ensure d1at children receive optimal treatment. The wrong 
drug, or even too much or too little of the right drug, does no good and may do hann. Currently, 
only 20 percent of all drugs marketed in the United States have been labeled for use by infants, 
children and adolescents. As a result. pediatricians must prescribe drugs based on information 
from limited medical studies, rath~r lhan more comprehensive clinical trials in children. Adulrs 
have had the benefit:> of testing and la~ling for over half a century. For children, we la~l the 
food they eat and the television shows they watch. However, when it comes to prescribing 
children's medicine, information about how much and how often to give it to them is sorely 
lacking. for exumple, asthma is th~ leading cause ofhospitali7..ation of children in the United 
States, and commonly affects children younger than age 5. Despite thut, there is only one 
asthma drug labeled for use in children Wldcr the age of 6. 

The impact of these proposed regulations, properly implemented, cannot be µ11derstuted. 
Pediatricians 21id other health care profossionats will now be armed with more precise · .. 
information that takes into aecount various ages and stages .of child devclopm~nt so that the best 
drug, at the right dose; can be prescribed. . . . . .. . ~ 

' ' .: ·~ : 

### 

The American Academy off ediatrics is an organization t~f 5 3. 000 primary care pedia1ricians. 
pediatric medical sub.fOpecialists. and pediatric surgical specialists dedica1ed to the health. 
safery. and well-being of infants. clzildren. adolescent.\· and young adult.\·. 
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Pediatric 

Honorable William J. Clinton 
The President 
The White House 
1600 Pennsylvania Avenue 
Washington, D.C. 

Dear Mr. President, 

A I D 5 Foundat1or. 
Augu~1 . -< l 997 

l want to thank you for announcing today a proposed Food and Drug Administration 
regulation requiring drug manufacturers to perfonn pediatric studies for new drugs that will 
be used by children. Thank you for raising this issue to the highest visibility and for taking 
this step to ensure that children are no longer left behind in the progress of biomedical 
research. 

The Pediatric AIDS Foundation was established to get drugs and research for 
children with HIV. We have been active on this issue because children with HIV couldn't get 
the same drugs as their parents. My best friend and fellow co· founder, Elizabeth Glaser, was 
shocked to find that the drugs that were available to her were not available to her daughter, 
Ariel. 

A decade later, that is still too often the case. Last year, there was great news for 
adults with AIDS-protease inhibitors offered new hope. But the hope wasn't available to 
kids for almost a full year later. Only thii. spring, two of these drugs were finally approved 
for older children. One was a drug that did its adult trials long before its pediatric trials-·the 
usual story for most AIDS drug!!. The other, however. was the drug manufactured by 
Agouron, a company that did the right thing by developing their drug for children at the 
same ti.me as for adults. 

But stiJJ none of these new protease inhibitors have been approved for infants and 
newborns. This is especially tragic since recent mudies show that the most promising time to 
control and potentially reverse the effects of HIV could be in a newly infected newborn. 

Children should not be an afterthought. Progress in research should include both 
adults and children. And while we have been primarily involved in AIDS, we recognize that 
this problem affects children with many other illnesses. So the solution should not be 
disease-specific. It should be for all diseases. It should be children-specific . 

Today's announcement will change history. From now on. children will not be 
automatically left out From now on, it will be the rule that drugs are tested for children, 
unless there's a good reason not to . 

For that, I am grateful to you. Once again you have demonstrated that this is an 
Administration that truly cares about children. 

•; ..... ·.".·· ·. _:__.,·.· 

CO FOUNDERS: Sus;in Oelaur~ntis/Elizabetfl Claser/Susie Zeegen 
1311 Colora<ln AW!nu~. :Sant.JI Moolr:a, c.a1;rnrn1a 90.S04 
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Statement 

Lawrence A. McAndrews 

CHILDREN'S HOSPITALS URGE FEDERAL ACTION 
TO STIMUI.ATE MANUFACTURERS' TESTING 

OF PHARMACEUOCAL PRODUCTS FOR CHILDREN'S USE 

August 13, 1997 

The National Association of Children's Hospitals (N.A.C.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 Lady 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 phannaceutical 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 noc the 
case. As both parents and pediatric providers understand all too well, children 
are not miniature adults. Thek health care needs are not appropriately met by . 
providing either adult-sized treatments or even miniature versions of them. 

40 I \\'nhe 5rcc1. .-\lcundria VA 22J 14 
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All too often. our children's care gi\'ers must rely only on their personal 
judgment in deciding which drugs and which dosages are best suited for their 
patients. Because they devoce 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 cescing and labeling of phannaceuticals for 
children. 

N.A.C.H. believes the Administration's new initiative to develop the most 
appropriate ways co stimulate produce testing through regulation can 
complement the important legislation proposed by Senators Christopher Dodd 
(D-C1) and Mike DeWine (R-OH) plus Representative Jim Greenwood (R-PA) 
and Henry Waxman (D-CA) to create market incentives for manufacturers co 
undertake pediatric studies of new and FDA-approved phannaceucicals. Their 
legislation, which has strong bipartisan support, continues the effort begun in 
1991 by former Senator Nancy Kassebaum (R-KS) co persuade the Congress of 
the need co 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," 

" ... (l)he share of total national R&D toward children is less than 1.2 
percent. Unlike ocher 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 
percenc of transportation R&D. In contrast, che 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 commitmenc to market incentives and 
regulation, the federal government can stimulate manufacturers' investment in 
product testing to meet children's unique health care needs more fully . 

. · ··.·- . •. . ::_. . . : · .. ·.:, .· 

just last week, Congressional and White House commitment to bipanisanship; .. ,~: ... 
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 produces for pediatric use, 
which both children and their parents deserve. 



August 12, 1997 

hvuile DlaLctes JH•darlen l•tcr•olio11I 

Tht Dia~tlc1 huan:~ Foutclatia• 

Contact: Eric Schutt (202) 371-2760 

Statement Provided by the Juvenile Diabetes Foundation International (JDFI) 
Regarding Proposed Regulation on Pediatric Labeling: 

The Juvenile Diabetes Foundation International (JDFI) applauds President 
Clinton's leadership in attempting to improve the health care of all children, 
particularly those who suffer from diabetes .. This announcement demonstrates 
an important understanding that children are not simply small adults, and 
therefore may require additional measures to ensure that they receive the best 
possible treatments currently available. 

\ '· 

J.400 I Stu~t N .W • Suicc 500 · Washington, D.C. 20005 • 202-371-9746 • Fax: 202-311-2760 



physician's clinical decision's must be based on scientific evidence. and tflt;, ._ 

11 take us another step towards evidence-based medical practice." American College 01 • 
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American Medical Association 
Physicuns dedi~.eii l{) I.he ht..1iJ: of America 

Statement 

FOR IMMEDIATE RELEASE July 13, 1997 

AMA CELEBRATES PEDIATRIC LABELING PROPOSAL 
Stresses need/or clinical research and dosag~ information specifically for children 

Statement attributable ro: Yank D. Coble, MD 
Trustee, American Medical Association 

"The American Medical Association today celebrates President Clinton's proposal to 
make more information on using drugs to treat children available to physicians. We 
applaud President Clinton for this initiative, and for all his hard work in the area of 
children's health. 

"Currently only about 200/o of all prescription drugs mmketed in the U.S. are labeled 
specifically for use by children. As a result. many physicians prescribe drugs for children 
based on limited research, and without comprehensive infonnation based on clinical trials 
with children. W c hope today's move will dramatically increase the amount of 
information available, allowing physicians to more confidendy treat children using a 
wider range of prescription medications. 

"Although the FDA previously encouraged drug manufacturers to submit pediatric data 
on new drugs, today's proposal would require that data be put on a drug's label so 
physicians can make treatment decisioDS ~ on scientific information aimed 
specifically at their youngest patients. 

"The AMA has also supported the Better Pbannaceuticals for Children Act, sponsored by 
Sens. Christopher Dodd and Mila: De Wine and Reps. fun Greenwood and Henry 
Waxman. This bill, introduced in the IOSth Congress, would provide incentives to drug 
manufacturers who conduct pediatric studies and provide pediatric dosage formulations. 

"We look forward to working with the President and Congress on future efforts to insure 
that America's children have the best health care possiole." 

For more information, please contact: . . 

# 

Brenda L Craine 
AMA Washington 
2021789-7447 

. ·, .. · 

.. :~-

1101 VcnnontA~ NW 
~DC20005 

202 '1$-7 "°° 
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National Organization for Rare Disorders, l~c.® 
NORD• 100 Rt. 37. :: 0. Box 8923 •New Fairfield. CT 06812·8923 

(203) 746-6518 •FAX: (203) 746-6481 •TOO: (203) 746-6927 
httpJ/www.nord-rdb.com/~orphan •e-mail: orphan@nord-rdb.com 

August 12, 1997 

President Bill CJnton 
The White House 
1600 Pennsylvania Ave. 
Washington, DC 
Attention: Barbara Wooley 

Via FAX: 202-456-6218 

Dear President Clinton: 

The National Organization for Rare Disorders (NORD). representing an estimated 20 
million Americans with more than 5,000 rare "orphan diseases.'' applauds your 
important initiative to ensure that pediatric inf onnation is included on pharmaceutical 
labeling. As you are keenly aware, until now most prescription drugs have not been 
tested on children, and appropriate dosage information for pediatricians is absent from 
product labeling. 

Your new IDA regulation requiring pediatric data on new drugs is long overdue and 
essential to the well being of ill children throughout the nation. It is vitally important 
that henceforth manufacturers will be required to include children in clinical trials, and 
that data from pediatric studies will be included on pharmaceutical labeling. The. 
inclusion of an enforcement mechanism. is vital to the success of the new regulation, 
ensuring that all manufacturers will obey the new rule. 

Mr. President, on behalf of the millions of American children who are afllicted by rare 
disorders, most of which are genetic, we are truly grateful for your leadership and 
concern for improving the lives of America's children.· 

very truly yours, 

~~ 
Abbey S. Meyers 
President 

\ \ 
AaocW......,. ___ _.._ 

....:•Cleriia 

-y--~--

-.c-e;..-------- -~....,.­~--,..,._ .. _ 
--~-----

1-0..-T __ ..._.. __ ._ 

~-.._,_ .... 
".-. ........... &. ............. ~ ~~ ... --

0.-... - ...... -
~"~'...,..,...... .--.lllQJ-
~--.a...:.k 
C..--d--°""""'9 c-,-.---. 
~~·-­~J.~~ ......... -

.... -.c-._ -------........... ~ 
J4.M .. _,_ q,p.i·T ___ _ 

uo.~T~'­
.._ __ 
......... ~ ...... ,, dD'U -

-................... ~.._.. ---o.------__ .... __ _ --o.­•JCE~~ ·-·---GA.'"'" .......... ..........., .. ,.....~ 
a.-........,..__ • ..,.,__.,. 

---~......_ ... 
...... """1-Clm:M <mlMI' ... 
tlll'O-. 



August 8, 1997 

An1crican .\cadent~ of Frunily Physicians 
lbe doctors ll'ho ·'fJeciali::e iu you 

The Honorable William J. Clinton 
The White House 
Washington, DC 20500 

Dear President Clinton: 

On behalf of the 85,000 members of the American Academy of Family Physicians, 
I would like to commend you for your initiative to improve labeling of drugs 
prescribed for children. Your proposed regulation will help ensure that our 
nation's children receive safe and effective medications. 

Family physicians in the United States see millions of children each year. For 
example, in 1993, more than 37 million office visits to family doctors included 
patients under the age of 17, which means that 25% of children's visits to a doctor 
were to a family physician. Consequently, we are highly supportive of an initiative 
that will provide family physicians with additional inf onnation to use as we 
prescribe drugs for children. 

Again, thank you for initiating this important proposal. America's family 
physicians stand ready to assist you in implementing an initiative that will be of 
enonnous benefit to our youngest .patients. 

Douglas E. Henley, MD 
Chair, Board of Directors 

\ \ 

io! I .\ta.<sad1u,cn~ 
''eOU('. \.\\. 
\!. 3.'hin!<'on. ()( 
.?Oi).\(,. Hll I 

! !0!1 !3!·90.H 
fa.x ( 1021 !5!-'10H 

[·mail: 
capilo!@aafp.Of'I! 
hctp:ll'l.~~.aafp.ori: 

~idro1 

f;tll(~ B. llm. \tfl 
.llarmlk' .lf1rnwn· 

\iCT i'ttsidtnl 
S<Js.n libel.:. 'l!D 
Lou~/ . . lfllSS<l(huS<'ll> 

f'r<osidnit~lm 
\eiJ H Bn;ck:;. \ID 
Rock:tille. Cllnru.<t"ficut 

Board Ch.zir 
Oo~~ f. Hen!<". >,ID 
f"J"tflfliJJe .. '>Mb f.aro/ma 

$jK'ilir 
llidurd G. Rohm< 't!D. JD 
.ll'adtwn. lli;<oruin 

\ittSpcaktt 
\tidud 0 flMnin~. ~ 

Sbm ~t1. l.ouistana 

Etmlli•~ \itt Prtsidtltt 
Roberi Gr.tlum. Wl. N 
J;;Jnsa; Cill-. .lli.>soun' 

Di~rs 

l'!Ulip 0. Bngp \10 
J.into fr. "°" .. •kx1c" 
L21in' R Ulf'l'lind. \ID 
lJba11r. (K(17w 

f).;,ifi L \1.1.."""'<r.. \\fl 
5"nfarrl lla11w 
Bruce~.WJ 
. .Vban1· .. ~•1;,..; 
Rmuld E 0.ri\l('!l"('T! ~ll 
.t~.ww 
Joseph £. x~. ~ID. "p 
San 01~. Cal1f(}f11ia 
Ra;e ~· lblcrli Soo,..;icl ~­
.l6mimr, .llanfarul 
ltlfhilt 0. ~. \10. \\PH 
iashittfl<Jtl. 0 c 
ll:md M. '4~. ~ 
Gtr1nJ junction. Cdoradv 
Jimmie fl. :>mitb. Jr .. "ID 
t~'.\lt>m~l 

.-llbtm_t.~ 
t>:i>id ll~.flp(on 
1~~001 

l>en1f'T.~ 

A!~P1 
19·117- 199 

~·· 



CE>ITER FOR MEDICAL CONSUMERS 
237 TH0~·1PSO~ STREET NE\X' YORK. N.Y. 10012-1090 

(212) 674 7105 u FAX (212) 674 7100 

August 12, 1997 

President Bill Clinton 
The White House 
Washington. D. C. 

Dear President Clinton: 

I am writing to e>.."Jlress my support for the FDA• s proposed requirement that drug manufacturers 
provide more labeling infonnation about the safety and efficacy of their products for use jn 
pedi,atric populations. 

Prescription drugs are used to treat all segments of the population. yet the clinical trial experience 
on which their approval is based often excludes the very young and the very old. Once a drug is 
marketed, however, it is widely prescribed even though the thresholds for safety and effectiveness 
may differ among age groups. 

It is time to stop putting children unnecessarily in hann' s way by improving: the information 
required on drug labeling pertainiog to pediatric use. 

Sincerely, 

~~~ 
Arthur Aaron Levin. MPH 
Director 



National Association of Pediatric 
Nu.rse Associates & Practitioners, Inc. 

President William Jefferson Clinton 
1600 Pennsylvania Avenue, N.W. 
Washington, D. C. 20500 

Dear President Clinton: 

August 12, 1997 

On behalf of the 5 .300 members of the National Association of Pediatric Nurse 
Associates and Practitioners and the children they serve, I commend you for your leadership in 
addressing pediatric pharmaceutical research and labeling. 

As providers of health care for children, we understand the great importance of 
pharmaceutical research that recognizes children are not "little adults" -- rheir metabolism, 
response: rates, and tolerance levels are different from adults. 

We greatly appreciate the Administration• s cffon to ensure that pharmaceuticals are 
adequately tested in children and that such studies are used to support better labeling for 
pediatric drugs. Giving health care providers adequate and appropriate information about usage 
is crucial in ensuring the health and safety of our nation's children. 

Thank you again for keeping our children's interests at the forefront of national health 
policy. We look forward to assisting the Administration in developmcot of these new 
regulations. 

\ ' 

Sincerely. ~ " _ L ~ . 

p~~ 
Patricia Franklin, MSN, RN, CPNP 
Presidcnl 

.· ., . 
.. , •·· :. 

1101 Kings Highway, North, Suite 206 /Cherry Hill. New Jersey 08034-1912 / 609-667-1n3 /FAX 609-667-7187 
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NACDS 
Nation4..l Association of Chain Drug Stores 

Ti· t Rvm 
C . uf rb' P.o.i rd 

~1ulJ L. Zic:glcr 
Prui.-i,Nr &: CEO 

August l l, 1997 

The President 
The V.'hite House 
Washington DC. 20500 

Dear Mr. President: 

On behalf of the members of the National Association of Chain Drug Stores, we are 
writing to support the intent of a new proposed regulntion to be issued by the Food and 
Drug Administration that would provide pharmacists and other health care providers with 
additional infonnation on prescription drugs that can be used in treating child illnesses. · 

The Nation.al Association of Chain Drug Stores (NACDS) membership consists of more 
than 130 retail chain community pharmacy companies. Collectively. chain co~unicy 
pharmacy comprises the largest component of pharmacy practice with over 86,000 
pharmaciscs. These phannacists are responsible for filling approximately 60 % of the 
more than 2.6 billion prescriptions dispensed animally in the United States. 

Phannacists m: considered one of the most accessible and trusted health care 
professionals, and frequently the ooly health professional available in many small towns 
and rural areas. On a daiiy basis, community retail pharmacists counsel patients on 
proper use of their medications and answer questions about prescription drugs prescribed 
for them or their family members. 

Product labeling information that would provide all health professionals with readily 
accessible infonnation about proper dosage fur the use of adult medications by children 
wouJd further assist pharmacists and other providers in decennining the appropriate use of 
these medications for children. We strongly support efforts that would increase the 
amount of useful infonnation available co health care providers in treating and counseling 
patients. 

' '· 



rNMA~ National 
I CJ Medical 
" s Association 
1012 Temh Screet, Nonhwc.sr 
W:ishi~con. D.C. ZOOOl--4492 
(202) 3-\7-189; FAX (202) 842-3293 

SENT VIA FACSIMILE TO 202/456-6218 

August 12, 1997 

1be White House 
Office of Public liaison 
Attention: Ms. Barbara Wooley 
122 Old Executive Office Building 
Washington, D.C. 20502 

Re: Proposed Regulation on Pediatric Labeling . 

Dear Ms. Wooley: 

Throughout its 102 year history, the National Medical Association has been a leading voice to 
eliminate disparities in health, particularly among the poor, minorities, and underscrvcd 
populations. Because of limitations in testing of many drugs in pediatric populations and labeling 
for pediatric use of specific drugs. children can be considered an underscrvcd population for 
certain drug therapies. The proposed regulation requiring pediatric-use data on new drugs, with 
provisions pertaining to existing drugs. has the potential for improving available treatments and 
increasing the effectiveness and safety of treatments for this wlncrablc population. 

~~#~~k_ 
. Nathaniel H. Murdock, M.D. 

President 

-· ·•::' . 

. ·.'.· .... : ,·· .. 
\ \ 



Date: Au~ 11, l~n 
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information regar~ ~atric Gooes Oru~. 
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AmFAR 
August 8, 1997 

The President 
The White House 
Washington, DC 

Dear Mr. President: 

: I' .··_'·{it·: . . 1·: 

The American Foundation for AJDS Research (AmF AR) endorses your support of 
the proposed rule by the Food and Drug Administration to require safety and 
dosing studies for new drugs that will be used in children. It is a clear statement 
that this nation is concerned about the health of its children. This decision will be 
an additional milestone in FDA progress, increasing the certainty that all 
individuals will benefit from the best of our therapeutic discoveries. Life-saving 
treatment must be available to men, women and children simultaneously. No one 
should be denied treatment because of age. No parent should be concerned about 
the safety of a drug for their child. 

For years we have watched as life-saving drugs were approved for adults but not 
for children. Nowhere has this been more dramatic and visible that in the 
HIV/AIDS epidemic. Currently, there are 11 drugs approved for adults to treat 
HIV and only 5 for children. Parents have pleaded for these new drugs for their 
children as they have watched their own health or that of their adult friends 
improve while their children worsened. 

We at AmF AR have strongly supported FDA rules that have accelerated the 
availability of promising treatments for patients with HIV infection and other 
diseases. We have seen new treatments return people to healthy and productive 
lives. We also strongly support equal access for all individuals to these therapies. 
Your decision to support this new FDA rule has the potential to bring closure to 
an inequity in health care by bringing life-saving treatments to this and future 
generations of our children. 

Sincerely, 

r- I . 
~~l--~. 

. . .. . . . 

Mathilde Krim, Ph.D. . . 
Founding Co-Chair and 
Chairman of the Board 
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August 12, I 997 

William J. Ointon 

AMERICAN 
THORACIC 
SOCIETY 

1600 Pennsylvania A venue, NW 
Washington. DC 20500 

Mr. President 

AMERICAN 
LUNG 
ASSOCIATION® 

On behalf of the American Lung Association and its medical section, the American 
Thoracic Society, we ·want: to congratulate you for the Food and Drug Administration's 
(FDA) proposed rule on Pediatric Drug Labeling requir:ements. The proposed rule you 
have announced today will help the FDA, health care provi<lers, the pharmaceutical 
industry and patients re3Cb a needed consensus on labeling and information 
requirements for pediatric prescription drugs. 

The pharmaceutical industry has improved the lives of millions of American children 
by developing new drugs to treat the array of pediarric diseases. However, some of the 
prescription drugs were initially developed with adults in mind and are used to treat 
children as almost an after.thought. Drugs are often used to treat children without 
undastanding the unique he3lth and dosing needs of a child.. Our nation's children are 
not after-thoughts. 

Today the goal should be for health care providers: pharmaceutical companies and 
patients to work together to collect and distnbute information on the pediatric 
application of prescription drugs. Mr. President, I applaud yom announ<:ement today as 
being a first step in reaching that goal. 

Sinc.erely, 

\ ...pJ l (211----
Donald L Oark 
President, 
The American Lung Association 

Jd.~J. ~ 
Talmadge E. King 
Presiden~ 
The American Thoracic Society 



PEDIATRIC LABELING Qs and As 

Q: WHY ARE YOU DOING THIS REGULATION NOW? 

A: Despite efforts to increase the number of studies on pediatric populations, still too many 
children take prescription drugs that have not been tested on children. Over 80 percent of 
drugs manufactured in the United States have not been tested on children and over 50 
percent of drugs that are known to be widely tested in children have not been tested. 

As a result, some physicians are reluctant to prescribe much-needed therapies to children. 
Physicians report that they have denied children important new drugs because, in the 
absence of adequate testing and labeling, they would have to guess at an appropriate 
dosage, and they do not want to take that risk. 

In some cases, guessing can be extremely dangerous. One example of the possible ham1 
is the case of "gray baby syndrome" where a number of babies died from 
chloramphenicol, an antibiotic that their immature livers were unable to accept. Other 
children have had withdrawal symptoms from prolonged administration of fentanyl, a 
pain killer used as an adjunct to anesthesia in infants and small children. Still others have 
suffered seizures and cardiac arrest from bupivacaine, a local anaesthetic not adequately 
tested in pediatric populations. 

Q: CAN'T YOU ACHIEVE THE SAME EFFECT THROUGH VOLUNTARY 
COMPLIANCE? 

A: FDA has already implemented reforms to encourage voluntary compliance. However, as 
80 percent of drugs manufactured in the United States and over 50 percent of drugs 
widely used in children still do not have a adequate pediatric labeling, FDA has 
concluded that this new rule is necessary to ensure that children get the protection they 
need. 

Q: GIVEN THAT THE DRAFT FDA REFORM LEGISLATION, PENDING IN 
CONGRESS, CONTAINS FINANCIAL INCENTIVES TO ENCOURAGE 
VOLUNTARY COMPLIANCE, WHY IS THIS RULE NECESSARY? 

A: The Congressional approach, while thoughtful and worthy of serious consideration, 
would not assure that most or all of prescription drugs used by children are tested and 
labeled appropriately. We believe that the Dodd/Dewine legislation has the potential to 
complement the regulation the President is unveiling today, but it is not a replacement for 
it. 



Q: DO YOU SUPPORT THE DODD LEGISLATION AS CURRENTLY DRAFTED 
AS A COMPONENT OF THIS EFFORT? 

A: We are reviewing this legislation to determine if it can be designed to compliment and 
bolster our efforts today. We believe that it has great potential to compliment the 
legislation but we are not prepared to accept it as currently drafted before we consider all 
of the ramifications of overlaying the important regulation the President is announcing 
today. 

Q: HAVE CHILDREN BEEN AT RISK IN THE PAST? 

A: Yes. In some cases physicians do not prescribe drugs because they determine that it is 
simply not worth taking the risk of prescribing drugs that have not been tested in 
children. 

In other cases, physicians choose to prescribe treatment, because it is the only means to 
cure a child's nagging illness or even a life threatening disease. Those physicians are left 
to make their best guess at the appropriate doses -- rather than rely on the through studies 
and information that the rest of us take for granted. 

In some cases, however, guessing can be devastating. One example of the potential for 
harm is the case of "gray baby syndrome" where a number of babies died from 
chloramphenicol, an antibiotic that their immature livers were unable to accept. Other 
children had withdrawal symptoms from prolonged administration of fentanyl, a pain 
killer used as an adjunct to anesthesia in infants and small children. Still others have 
suffered seizures and cardiac arrest from bupivacaine, a local anaesthetic not adequately 
tested in pediatric populations. 

Q: HOW MANY PRODUCTS WILL BE AFFECTED BY THE RULE? 

A: FDA anticipates that this will impact about I 2 new drugs each year. The agency will also 
review drugs already on the market to determine which ones should have pediatric 
studies. FDA will work as quickly as possible to ensure that in a few years the drugs 
most important to children will have directions for use in kids on their labels. 

Q: WHAT KINDS OF DRUGS ARE COMMONLY MISSING THIS PEDIATRIC 
DATA? 

A: Drugs such as anti-asthmatics, steroids, drugs to treat gastrointestinal problems, strong 
pain medications, antidepressants, and antihypertensives commonly Jack appropriate 
pediatric labeling. 
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Q: WHAT DO DOCTORS DO WHEN THEY DON'T HA VE THIS INFORMATION? 

A: In some cases they choose not to prescribe the drugs at all. In other cases, they take their 
best guess -- without the assistance of information that we rely on for adult medications. 
Sometime, however, guessing can have dangerous consequences, such as seizures, heart 
problems, or even death. 

Q: WHEN CAN PARENTS EXPECT THAT INFORMATION TO SUPPORT SAFE 
AND EFFECTIVE USE OF PRODUCTS IN CHILDREN WILL BECOME 
AVAILABLE? 

A: We believe that, in some cases, the information already exists and the drug companies 
merely need to analyze and compile it. In these cases, the information can be made 
available on the labeling of the products fairly quickly. In other cases, studies need to be 
conducted. Under the requirements of FD A's 1994 regulation, where the effects of the 
product and the disease for which it is indicated are sufficiently similar in both adults and 
children, these studies can be done within one year. 

Q: HOW MUCH WILL THIS COST DRUG MANUFACTURERS? 

A: FDA estimates that the costs of pediatric studies will be less than 1 % of the total costs of 
developing a drug. 

Q: WILL DRUG PRICES INCREASE AS A RESULT OF THIS REGULATION? 

A: Because the cost of pediatric studies to manufacturers is expected to be small, it is 
anticipated that there will be little or no price increases to patients. 

Q: WILL THIS REQUIREMENT HOLD UP DRUG APPROVALS? 

A: Clearly we will provide every incentive to complete the study before the drug is 
approved. However, the rule explicitly ensures that a drug's entrance into the market is 
not held up even if all studies on pediatric populations have not yet begun. We will rely 
on other legal and financial remedies to ensure that companies comply as soon as 
possible. 
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Q: WHEN WILL THIS REGULATION GO INTO EFFECT'! 

A: There is a 90 day period for comment on the proposed rule after which the agency will 
evaluate and respond to the comments and publish a final rule. The final rule will take 
effect 3 months after issuance. At that time, for drugs already on the market, FDA, in 
compelling circumstances, may request that pediatric studies be initiated. Manufacturers 
of new drug and biologic products, under review at the agency, will have 2 years to 
comply with the pediatric study requirement. Manufacturers of new products, not yet 
submitted for review, will have 18 months to comply with the requirement. Drugs 
already on the marketplace will have 3 months to comply. 

Q: WHAT IS THE ENFORCEMENT MECHANISM FDA WILL TAKE TO FORCE 
COMPANIES TO PROVIDE THIS DAT A ON APPROVED DRUGS? 

A: FDA can go to court and ask the court to order the company to comply with the 
regulations. If the company does not comply, the court can impose penalties. 



. -,,. 

Draft 8/12/97 8pm 

PRESIDENT WILLlAM J. CLINTON 
REMARKS ON PEDIATRIC-DOSE LABELING 

THE WHITE HOUSE 
AUGUST 13, 1997 

Acknowledgments: V.P. Gore, the First Lady; Rep. Jim Greenwood; Dr. David Kessler, 
who was instrumental in preparing this rule; Dr. Michael Friedman, Acting Commissioner of the 
FDA; Reagan Ralph, who introduces you. 

Little Samuel's story is not unique. According to the American Academy of Pediatrics, d'0 . 

more thai:i=:50% of medicines that have proved helpful for children have not been adequately - ~ 
tested for children's use. That is simply unacceptable. Today, I will take executive action to tV7 

·,.., 't:_. 
ensure that parents and pediatricians will have the safety information they need. / >'·: <. 

"\, ~~ 
Doctors h~ve long known that children react differently from adults to pr~scrip~ion drugs. ·-_l" ~ . ~ \ 

In many cases, children must have vastly scaled down doses. In some cases, therr bodies have · _ f, <:, ~ 

not developed enough to take any quantity of a medicine that has been proven safe for adults. c;_,-'.:''t:>r ~~ ~ 

We are aware of these dangers, and yet we still do not have good infonnation about ~\ ~0'\:' 
xlications for some of the most common childhood illnesses -- like asthma, allergic reactions, ;Y \ 

....ud ear infections. We also don't know enough about medications to treat life-threatening 
diseases. Less than half of the drugs used to treat the estimated 12,000 children with HIV 
infection have been tested for use in children. Information is particularly sparse for children 
under two. 

Without clear guidance, pediatricians sometimes decide not to prescribe for children 
drugs used successfully by adults. That means children are sometimes deprived of what might be 
the very best treatment available. 

The pediatrician's other alternative is to guess. But guessing -- even educated guessing -­
can have grave consequences. Some time ago, doctors gave infants small doses of a crucial 
antibiotic commonly used by adults. It turned out that the infants were unable to clear the dmg 
from their bodies and large amounts built up in their livers. Because needed dosage studies had 
not been done, 23 infants died. 

The rule I am announcing today will put an end to the guesswork. The new rule I am - _ _ _, 
-announcing today will reciuire the manufacturers of all medicines needed by children t~ Sttid§the --
drugs' effects ill yo wig pe0ple. The results will then be displayed on drug labels to help- -_ ·- · ---
pediatricians and other health-care professionals make good decisions about how to treat their 
-·1ung patients. I am pleased to report that groups representing patients, physicians, nurses, 

- l -
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phannacists, and drug manufacturers have all indicated their willingness to help implement this 
new rule. 

I want to applaud Senators Dodd and DeWine and Congressmen Greenwood and 
Waxman, who have introduced legislation that would provide additional incentives for drug 
manufacturers to perform the needed dosage studies in children. Their approach is compatible 
with the rnle we are introducing today. I look forward to working with them on this issue as the 
Congress continues our efforts to pass comprehensive FDA reform this fall. 

Through the common-sense initiative I have announced today, we will take one more 
significant step toward assuring quality health care for our children. Last week, I signed a 
balanced budget agreement with the largest new commitment to health care since Medicaid was 
enacted, more than three decades ago. Under this law, as many as 5 million uninsured children 
will get health care coverage. 

Now we are working to ensure that the treatments we give our children are safe and that 
cutting-edge medicines are available to children just as soon as they are available to adults. We 
owe this much to parents like Reagan Ralph and Elizabeth Glaser, whom the First Lady just 
spoke of a few minutes ago. We owe this to every parent and every child. As the First Lady 
says, children are not rugged individualists; they depend upon us to give them love, guidance, 
discipline, and the benefit of good medical care. Their future and ours depends on how well we 
do our job. 

\ \ 
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Mr. President, Mr. Vice President, Mrs, Clinton, Mrs. [parent], other 

distinguished guests: 

Today we annoUii.ce another dose of good medicine for our children's health --

and another victory for good government. 

As our kids get ready to head back to school, their parents are worrying about 

whether they'll have the right books, the right classes, and, even the right clothes. 

But, when a child gets sick there's one thing parents should never have to worry 

about -- and that's whether their children will have the right medicines -- safe medicines. 

\nd, that's why we're here. 

Over the last four years, we have fought hard to make sure that all citizens have 

access to promising new drugs that are safe, effective, and arrive on.time. 
. I 

The results? Mor('. cancer drugs are reaching people who need them -- when they 

need them. 
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1
~A\~l Miles of red tape have been cut. Piles of regulations have been thrown away. 

And we're working with the Congress to reach consensus on balanced FDA 

reform. 

But, even as we work to make the FDA more efficient, there is one thing we must 

never do: We must never lose sight of -- or compromise.;._ its fundamental mission: 

... To promote the public health, to maintain the public tru5t, and to improve the 

lives of all Americans •• especially children. 

Every once in awhile, we have an extraordinary oppQrtunity to do that 

When an FDA doctor named Francis Kelsey was faced with _a decision about 

approving Thalidomide more than 30 years ago, she knew she had an opportunity to 

prevent birth defects in countless children. 

And she did it. 

. I 

·. 
· · from a deadly ad~r 

. / 
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And now, once again, we see too many children placed in ha1m's way. 

Too many children with asthma, depression, and other ailments and not e:1ough 

information about what medicines and what dosages will help them. 

Too many pediatricians forced to play a high-stakes guessing game about 

whether lo forgo an effective treatment or risk prescribing one that could hun -- not heal -

- a child. 

Now, once again, as a government and as a nation, we have an opportunity -- and 

a responsibility - to act. 

We have an opportunity to place our most exciting scientific discoveries fimily 

within the grasp of every American child. And today we are_. 

Now, I'm very pleased to introduce a leader who has dedicated his entire life to 

keeping our earth in the balance, to ensuring that our science and technology are on the 

cutting-edge, and to always putting our public health first. 

· ... .-._' 
\ \ ' ' 

can protect our heai~ today and meet our challenges tomorrow. It is my great honor to 

ntroduce Vice President Al Gore. 



Mr. President, Mrs. Clinton, Vice President Gore, Secretary 

Shalala, and other guests: 

Sam, my husband and I are very honored to be here today. 

This is a day I'll never forget and, quite frankly, one Sam 

may never remember. But the occasion is one that marks a 

tremendous advance for children and one that will yield 

benefits for millions of children for decades to come. 

Mr. President, thank you for the strength and commitment 

you have demonstrated by issuing these regulations today--1 

thank you as a parent and a citizen. 



Just 21 months ago I becan1e a mother for the first time. It 

came with all the joy and chaos that parenthood brings. I 

barraged my pediatrician with all the first time questions: 

Should he sleep on his side or his back? How do I cut those 

tiny little fingernails? and WHEN will he sleep through the 

night??? 

When Sam was just four months old he had his first asthma 

attack. I was petrified. I was still working on the diaper 

rash questions and now he needed medication so his little 

lungs could sustain him. Before his first birthday he had 

been in the emergency room several times. 

' ' 
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Sam's pediatrician prescribed a couple drugs to try and 

control his asthn1a--albuterol and Intal. So far, they seem to 

be working for Sam, he hasn't been hospitalized for about 

seven months. 

It wasn't until recently that I learned that those drugs have 

not had extensive clinical trials in children Sam's age. If 

Sam were older, those drugs would have labeling but for his 

age, my pediatrician had to rely on limited medical studies, 

rather than comprehensive clinical trials. 

\ \ 
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I must thank Dr. Jeralyn Bernier, Sam's pediatrician. She 

has been with us every step of the way during Sam's illness. 

She was able to determine how much medication to give 

Sam but she should have been able to rely on a proper 

pediatric label to make that determination. 

Mr. President, asthma drugs are only one example of the 

medications that need proper labeling for children. Scores 

of other drugs need to have pediatric clinical trials done-­

drugs for pediatric AIDS, heart conditions, infections, and 

allergies just to site a few. 



/ 

These regulations being announced today will help Dr. 

Bernier and thousands of other pediatricians and health 
. \ 

care professionals make medical decisions with the precise 

information they need so that the best drug and the correct 

dose can be prescribed and my son and millions of other 

children can get the high quality treatment they need and 

deserve. 

Now it is my honor to introduce to you the President of the 

United States, William Jefferson Clinton. 



• 
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PROPOSAL TO ADDRESS THE LACK OF PEDIATRIC LABELING FOR DRUGS 

BACKGROUND 

Children suffer from most of the same diseases as adults, and, by 
necessity, are treated with most of the same drugs as adults. 
The majority of new drugs and biological products, however, have 
not been tested in pediatric populations. As a result, product 
labeling frequently fails to provide directions for safe and 
effective use in children, despite widespread use. An FDA survey 
of drugs prescribed during 1994 identified the 10 drugs 
prescribed most frequently to children without adequate labeling. 
Together, these 10 drugs were prescribed more than 5,000,000 
times. Because of differences in size and ability to metabolize 
drugs, children require different doses than adults and may be 
subject to different adverse reacti~_ri~. The absence of pediatric 
labeling information thus poses a serious r~sk of inappropriate 
dosing and unexpected adverse effect~ in children. It may also 
result in fallure to provide children with optimal treatment in 
cases where physicians are reluctant to prescribe potentially 
toxic drugs to children before they have undergone pediatric 
testing. For example, a survey by the Pediatric AIDS Foundation 
~owid that fewer than 10% of children with AIDS were receiving 

tease inhibitors! the new~st and most promising AIDS drugs. 

in recent years, FDA has undertaken several initiatives to 
encourage the voluntary addition of pediatric use information to 
drug labels. FDA has implemented a "Pediatric Plan" designed to 
focus attention on and encourage voluntary development of 
pediatric data during drug development. FDA has also identified 
the top 10 drugs used in children without adequate labeling 
rnstructions, and has written the manufacturers of these drugs 
requesting that they submit supplemental applications to add 
pediatric use information to their drug labels. In 1994, FDA 
issued a new rule that allowed pediatrjc use information to 
appear on label on the basis of substantially less data than 
before, and that required manufacturers to survey existing data 
to determine whether there was suff 1cient information to support 
pediatric use information in the drug's label. 

These volwitary efforts~to increase the amount of pediatric use 
information in labeling have not resulted in significant gain~, 
particularly with respect to new drugs.entering the marketplace. 
A comparison of drugs approved in ·!,29.L anp. 1996 s.howed that 
approximately ~of the drugs approved \in 1991 with potential 
· 1se in children had pediatric labeling, while 37% of those 

~oved in 1996 with potential use in children had pediatric 
:ling. ---



_ear 
totai NME~ ·. pbte'~ti~i 

~1?. pr<Jvea use in 
¢hildren 

1991 26 15 

1996 53 40 

PROPOSAL 

pediatric 
labeling 

at 
approval 

7 

15 

7 1 

17 ? 

FDA is considering proposing new regulations to address the lack 
of pediatric use information by requiring, for the first time, 
that applications for certain new drug and biological products 
contain pediatric data. The pu~ose of the proposed rule would 
be to ensure that important newdru s and biological products 
ca-rrycrrl a e pe 1a ric a eling at the time of, or soon after, 
approva~. The pediatric study requirement would be limited to a 
srnarr-grou of new drugs and biologics: new molecular entities 

e most innovative drugs an 10 ogical products that (1) 
would provide a significant thera eutic advanta e to children 
suffering from e 1sease or (2) would be expected to be used in 

substantial proportion of children. Pediatric studies could-be -
·erred until after approvaL if FDA found that it was 
~ropr1ate to delay pediatric studies until sufficient data were 

collected in adults. The requirement could also be waived 
altogether under certain circu:mstances. 

The proposed rule might also codify FDA's authority to ~equire in 
compelling circumstances that manufacturers of already marketea 
drugs and biological products conduct studies to support 
pediatric use labeling. The circumstances in which FDA might 
require pediatric studies of a marketed drug would be: (1) where 
the drug is widely used in children and the lack of adequate 
labeling_QQ_ses significant risks to children, or (2) where the 
<frug offers a significant therapeutic advantage to children but 
additional information is needed to permit safe and effecfIVe 
use. 

The absence of workable penalties has historically hampered FDA's 
ability to require pediatric studies. It is inappropriate from a 
public health standpoint to prevent the marketing of a drug that 
offers a clinical benefit to adults simply because the 
manufacturer has failed to study the drug, in another subgroup of 
the population. FDA is therefore considering a different type of 
·enalty for failure to conduct a pediatric study. FDA would take 

manufacturer to court and obtain an injunction requiting the 

2 
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study to be completed. Violation of the injunction would b~ 
tnishable by contempt or fines. 

' '· 
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Good afternoon and welcome to the White House. We are here to take 

another major step in our comprehensive effort to protect the health of America's 

children. The action the President is announcing today will see to it that important 

medications are tested and made available to children more effectively than ever 

before. It will also ensure that parents and doctors have the most complete 

information possible when it comes to knowing how much medicine they can 

safely give a child. 

I would like to say a special word of thanks to a number of organizations 

whose work has made this achievement possible: the Pediatric AIDS Foundation, 

the National Association of Children's Hospitals, and the American Academy of 

Pediatrics. 

I would also like to remember the contributions of someone whoisn:t here: 

Elizabeth Glaser -- one of the founders of the Pediatric AIDS Foundation. 

Elizabeth's struggle to get medication for her young daughter, Arie.I, and for 

other children with AIDS made clear a heartbreaking problem: Too many medical 

treatments that are saving adult lives are slow in finding their way to children. 
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In the Glaser's case, Elizabeth contracted HIV from a blood transfusion she 

received shortly after giving birth to her daughter. The virus was passed to Ariel. 

Yet while Elizabeth was able to take AZT to fight the disease, Ariel was not. As 

one doctor told Elizabeth, "We don't even know what dose to give her. We can't 

just experiment. This is a toxic drug. It could kill her." 

The plan the President is announcing today will see to it that no child or 

_parent will have to endure this kind of agony. It will guarantee that children get the 

same access to newly developed drugs as their parents. It will ensure that doctors 

know exactly what medicine works for children and how much of it to give. It will 

extend not just to medications for <A·itical illnesses, but also to treatments widely 

used in children for conditions like asthma, allergies, ear infections, and pain. 

In short, this reform will give parents and doctors the peace of mind that 

comes from knowing that if a drug is out there, and if it can help a child, then we 

will be able to use it. 

Today's proposal is part of the President's comprehensive children's health 

agenda. 
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Last week, the President signed into law a balanced budget that will help 

extend health insurance to up to 5 million children. 

ln the last five and a half years, my husband has taken a series of important 

steps to safeguard the health of our children: from protecting and defending 

Medicaid ... to signing cutting-edge legislation like the Family and Medical Leave 

and Kennedy Kassebaum Acts ... to shielding our young people from tobacco and 

drugs ... to seeing to it that our children get the immunizations they need. 

The President could not have done this alone. He has had a lot of help from a 

lot of people committed to his goal .of better health for all our children. I have the 

great pleasure of introducing one of those people to you now -- the Secretary of 

Health and Human Services, Donna Shalala. 
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