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Thank you, Mrs.TK. Thank you for sharing TK's story with us. 

It is simply unacceptable that our children do not have the benefit of all ofthe medical 

advances science has offered our adults. And that is why I will take executive action to put an 

end to this disparity. This Administration will act to make prescription medicines safe for 

America's children. 


TK's story is not unique. Far too many medicines --~ majority, in fact -- lack adequate 

information on safe and effective doses for children. Far too 'many pediatricians are forced to 

guess the proper doses or forego what might be the very best treatment available. Far too many 

parents are left to worry that their children are not getting the best possible care. 


-vSmall children are particularly. vulnerable to problems when doctors don't kno.w precisely-... 
how mudi of an important medicine to give. 1'II give youjust one example. A nUmber of years' 
ag~, ~3 '.infants died after b~ing given what looked like r~onably small doses of a cr;ucial 
antIbIOtic commonly used m adults. It turned out that the mfants Were unable to cleat the 
medicine from their bodies and deadly amounts built up in their livers. The antibiotic simply 
hadn't been studied adequately in young children. Guessing -- even educated guessiQ,g -- had 
deadly results .. A~~ -u;~,-r~t-P cy---e,..:zg;, t V\.&.~ c9n~ :p,<'2~ 

The rule weare making public today will put an end to the guesswork and give parentS 

and pediatricians the dose, information they desperately need. This new rule will require the , 

manufacturers of medicines needed urgently by children to study the effects in young' people and 

provide information on dosages. And the rule will 'apply not only to innovative new medicines 

now in development but also to medicines already on the market. But keep in mind, in both 

cases the rule will target only the medicines for which a lack ofdose information puts children at 


, risk. 

,Arid let me be clear on,another point: If a manufacturer fails to do the studies in children, 
the FDA will not reject a new drug or pull an older one from the shel'ves. That, ofcourse, might 

, deprive adult patients ofimportant therapies. Instead, we will seek a federal court order to 
ensure that the proper studies are done. 

I ' 
\, 

Senator Dodd has also introduced legislation that would provide financial incentives for 

drug manufacturers to perform the, needed studies in children. I applaud Senator Dodd's " " 
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approach. It is compatible with the rule we are introdu ing today, and I hope that when the 
Congress returns from recess and gets back to work on . , Congress will sead 
·~atcontainst~vi.&iGa.and I can sigai! iato laWI lln>-f'c ~ -&:::> .r-- t. 4' ~_. 

wi ~.DoJIci}~ ~ ~+~~5 (S<Cv-P. . 

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 for children since the 
Medic~idwas enacted, 32 years ago. And now we are working to ensure that the treatments we 
give our children are safe and that cutting-edge medicines will be available to children just as 
soon as they are available to adults. . 

We owe this much to. parents like TK and Elizab'eth Glazer;whom the First Lady just 

spoke ofa 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 the best medical care. Their future and ours depends on how well 

we do our job. 


,­
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PRESIDENT WILLIAM J. CLINTON 

REMARKS ON PEDIATRIC-DOSE LABELING 


THE WHITE HOUSE 

AUGUST 13, 1997 


Acknowl~dgments: 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 AmeriCanAcademy of Pediatrics,. . 
more than 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 _ 
ensure that parents and pediatricians will have the safety information they need. . 

Doctors have long known that children react differently from adults to prescription drugs. 
In many cases, children must have vastly scaled down doses. In some cases, their bodies have 
not developed enough to take any quantity ofa medicine that has been proven safe for adults. 

We are aware of these dangers, and yet we still do not have good information about 
medications for some of the most common childhood illnesses -- like asthma, allergic reactions, 
and ear infections. We also don't know enough aboutmedications to treat life-threatening 
diseases. Less than half of the drugs used to treat the estimated 12,000 children withHIV 
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 ofwhat might be 
the very best treatinent 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 ~rucial 
antibiotic commonly used by adults. It turned out that the infants were unable to clear the drug 
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 require the manufacturers of all medicines ne~ded by children to study the_ 
drugs' effects in young people. 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 
young .patients. I am pleased to report that groups representing patients, physicians, nurses; 

:. 1 ­



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

I want to applaud Senators Dodd and De Wine 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 mle 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. [parentJ. other 

distinguished guests: 

Today we announce another dose ofgood medicine for our children's health -- . 

and another victory for goqd government. 

., \ 

. . 

As our kids get ready to head back to school, the~r parents are worrying about , 

whether they'll have the rightbooks, the right classes, and, even the right ~lothes.. 

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

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

And, 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. 
. . . \ 

The results? More cancer drugs are reaching people who need them -- when they 

need them. 

}:-::, . 

Drug approval times ,have been slashed in haIf ..;..and' are now as fast~reveri::fas~:" 
. : ", , "~/':" ."~ '~', '..... ;~' •. ':'1,',,'., ...;:.'..... : ..... '. .... ~.';;._..:.:: '. ' 

""., . than every ~ther Datio.~:;·..~;· 
. '. 
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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 
I' .' I 

refonn. 

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 truS't,and toimprove the 

lives ofall Americans -- especially children. 

, Every once in awhile, we have an extraordinary 0PPQrtunity to do that. 

When an FDA doctor named Francis Ke]sey was faced with ,a decision about " 

approving Thalidomide more than 30 yearsag9,she knew she had an opportunity to 

prevent birth defects in countless children. 

And she did it. 

-..... ;, 
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. And now, once again, we s.ee too manychildren placed in harm's way . 

. Too many children with asthma> depression,and other ailments and not enough 

inforIl?ation about what medicines and what dosages will help them. 

'. 

Too many pediatrjcians forced to playa high-stakes guessing game about 

whether to forgo an effective treatment or risk prescribing one that could hurt -- 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 ofevery 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 flISt. 

Through his words and deeds, he has created a vision for g~od government that 
'. ' .' . '. ... . 

\ . 

can prot~ctour heaith today and meet our challenges tomorrow. It is my great honor to 

introduce Vice President Al Gore. 

I

i______,__ 
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FOR IMMEDIATE RELEASE " Contact: Mark Grayson 
August 13, 1891 (202)'835·3465 

PHARMACEUTICAL INDUSTRY COMMITTED TO CHILDREN'S HEALTH; 

WilL WORK WITH CLINTON ADMINISTRATION TO PROMOTE THAT GOAL 


PhRMA President Alan F. Holmer 1.lued the following statement today in . 
responae to a White House proposal mandating clinical studies of drugs In 
children: ' 

Aa a parent ... mare spe..clftcallyp al the father of two children wIth cystic 
fibrosis ... I want more than anything In the world to .88 more and better 
medicines developed to help ~nd ha.1 chlld.ren. \ ' 

The pharmaceutical Industry Is commItted 'to thll goal. A 1991aurvey 
found .148 new medicines In development for children, Including 38 for cancer, 
the leading disease killer of children: 9 for AIDS. the prime cause of death among 
young children In soma cltle.: and &for cy.tlc flbros'" the most common fatal 
genetic dlaeaae In the United States. All 148 medicines have bt;ten or are being 
tested In children: all of the 71 companies developing these medicines Inland to: 
seek the flood and Drug Administration's approval for pediatric use of these 
drugs. 

In view of all the ongoing teatlng and studying of medicines In children. we 
question whe,the, a government mandate Is needed. However, Vie are committed 
to working with the President and otheraln the Administration, on a collaborative 
and con.tructlve b."'r regarding their proposed regulation to advance the goal . 
of better medicine for children •• a goal we all .hare. ' 

. mor.· 
. \ . 
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With that goal In mlndp any regulation should: 

• 	 Firat and foremostp prot8ct the safety of chHd'ren and 8vold exposing 
them to premature or unneceasary risk. 

For example, before beginnIng testIng on kids, we wsnt to en.ure 
that. potentIal drug Is truly vIable, and that we adequately 

. und.,.tllnil how adult pat/en" f'Npond to It. . 

• 	 Recognize the enormous practlcaldlff'lcultle8 of testIng drugs in 
children and developing formulations of medicines appropriate for 
children. . 

For example, one manufacturer has tried and '.lIed more than 1.009 
tlmN to develop a pedlatrlc formulatIon ofOfta antibiotic drulJr 
Another company unsuccessfully spent'more tIm., money, and 
huma" resources .qn a flll.d .y,up than on the adult formulation and 
the chewable version combined. . , I 

. . ~;;f' • 

• 	 Be precl.ely worded and flexibly applied 10 that testing in chitdren doe. 
not delay the drug ~ev.lopm.nt and approval procesi. 

, We need to get S.,. and ,"ectlve medicine. to all American • ... 
children IJ1!J. adult • .... ,u, rapIdly as possible. But under no 
c/rcum.tence. ahoiJld II drug be wIthheld from the market after Itha. 

, been found to beaafe and effective for either adults or children. 

Pharmaceutical companle. are 'eadlngthe way in the search for cure. for 
the diseases that kill and dhJable both children and adulls. We believe the be.t 
way the government can help patients is to enaet S.'830, the FDA Modernization 
and Accountability Act of 1991, whIch will ensure that all patients ~.. children, their 
parents, their grandparentl, other adulte .- have timely access to the fruits of 
bIomedical rasearch. 

### 
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My Q'arne is Annie Ccfaratti .. I am an American Lung Association volunteer and pare.nI of a chiid with . 

cystic fibrosis- .. My son, Anthony was first diagnosed with cystic fibrosis as·an infant- For the past ).2 years, 

Anthony and our family have leamed h.ow to live with cys~c fibrosis. I love Anthony_ I count evety day . 

Anthony's life a gift. . 


Alll:hony's gift of life would not be possible without medical care and the prescription drugs that have 

allowed him liye a happy and fulfilling life_ One ofthe dr.ugs my son uses to, manage his cystic fibrosis is a 

class ofdiugs called quintalones. While I am grateful for rbe prescripti,on ~gs thar have helped my son .. ,'.. 

live, I also have quesrions_ . . .. . .. . .. . ' . . . . 


How wiU this drug. effect my child? 

, , 

Are there any risks. in this drug unique to a child? 

. Is the recommended dosage based on the n~ ofchild? 

Clearly these are questions a parent would wanr answ~. For sOmedrilgs prescribed., like the quintalones . 

that Anthony takes. doctors do not really kDowme answers to these 'questions. Without this inforniarlon, I . 

worry that we are essentially, "dosing in the dark.'" . . 


Anthony ne~ drugs to keep his CF in check. I would not want anyaction taken that would stow the 

development ofnew drugs to treat Anthony's CF. But I also want information that will help our physician . 

and my family make iijfonned choices about Anthony·s health. 


I am pleased that President Clinton has announced the new requirements for pediatric ,drug labeliDg:. 'The 

infol11lation that the propoSed FDA rule provicks will l!eJpparents and pbysicians make treatment decisions 

based on scientific studies. The rule will help ensure my Anthony and all children receive the safesr and . 

most effective medicine that scien~ can provide. . 


Again, Mr. President. thank you fot your teadership in ~ng the health and safetY ofour nation's 

children.. . 
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August 12, 1997 

, Contact: Eric Schutt (202) 371-2760 

,.------­
Statement Provided by the Juvenile Diabetes Foundation Intemational~(..IDFI)' :' 
Regarding Proposed Regulation on Pediatric Labeling: . C... __".,} . 

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. 

'. I • 

'. .:t'_'; . 
' 

":.- . : 

1400 I Str.:et N.W. • Suite SOO: Washington. D.C. 20005 • 202-371-9146 • Fax: lO2-311-216O 



"A physician's clinical decision's 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, 

, . . . 
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August 12. 1997 

President Wil1iamJefferson Clinton 
,1600 Pennsylvania Avenue. N.W. 
Washington, D.C.. f0500 . 

Dear President Clinton: 
. ' . 

On behalf of the 5.300 membe~ of the National Association of Pediatric Nurse 
Associates and Practitioners and the children they se~e, I commend you for yoUr leadership in 
addressing pediatric,phannaceutical 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" -~ their metabolism. 
response rates. and tolerance levelS are different from adults. 

, We greatly appreciate the Administration's effort to ensure that phannaceuticals are 
adequately tesred in children and that such studies are used to support better labeling for 
pediatric dnigs. Giving health care providers adequate and appropriate infonnation 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 fOlWard to assisting the Administration in development of these new 
regulationS. 

S,incerely • ,'~" _ L R •. 

p~~ 

Pamcia Fnmklin, MSN ~ RN, CPNP ' 
President . , 

. :-",. 

. ,'" 
',: ' 

1101 Kings Highway, North. Suite 206/ ChenyHiII. New Jersey 08034-1912/6Q9.861·1n3/ FAX 609-667-7187 
r:.mS'lil , '74"4 ...1$)("'....,.,.,..._..... r,..".... ............0 ......." ................... _... . 




CENTER FOR MEDICAL, CONSUMERS 

237 THOMPSOl'f STREET NEW YORK, N.Y. 10012-1090 

(212) 674 7105 w FAX (212) 674 7100 . 

August 12, 1997 

President Bill Clinton 

The White House 

Washington, D.C. 


Dear President Clinton: 

I am writing to ~'Press my support for the FDA's proposed requirement that drug m.anu:fiicturers 
provide more labeling iofonnation about the safety and efficacy oftheir products for use in 
pediatric populations. 

Prescription drugs are used to treat all segments·ofthe 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 information 

required on drug labeling pertaining to pediatric use. . 


Sincerely, . 

~~~ 
Arthur Aaron Levin, MPH . . . 

. Director 
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Au~ 12,1997 

William J. Clinton 
1600PamsylvaniaAvenue, NW 
Washington. DC 20500 

Mr. President:. 

On behalf ofthe American Lq Association and its medica1se(:tion, the American 
Thoracic Society, we wam: to congratulate youfor the Food and Drug Admlnisttation's . 
(FDA) propOsed rule on Pedia.nc Drug Labeling requirements. The proposed rule you 
have announced today will belp the FDA, health care providers, the pharmaceutical 
industIy and patients reach a needed consensus on labeling and information 
requirements for pediatric prescription drugs.. 

The pharma~cal industry has improved the lives ofmillions ofAmerican children 
by developing new drugs to treat the may ofpediatric diseases. However, some ofthe 
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 
underStanding the unique health 'and dosing needs ofa 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 distribute information on the pediatric 
application ofprescription drugs. Mr- President, I applaud your annoUncement today as 

. being a first step in reaching that goal. 

Sincerely, 

\~ \(9fl---. 7J...7J.·~ 
Donald L Clark Talmadge E. King .' 

President. President... . , , 


The American Lung Association The American Thoracic Society 


, 
'or 3~rddO HS~M '~~N ~'~'woad Ll'Ll L6-Gl-~n~ 
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~ "'" INDUSTRY 
...._ ........__ ASSOCIATION PRESS RELEAS 

For Immediate Release Contact 

Diane Donnan 
Manager. Communications 
202.833.9070 ' 

\ , 

GPIA'S TILL TO ATTEND WIDTE HOUSE CEREMONY ON PEDIATRIC DRUG LABELING \ 

Washington, DC, Tuesday, AugUst 12, 1997- Dr. Alice Till, President ofthe 
Generic Phannaceutical Industry Association, has been fnvited to attend a Rose Garden 
ceremony at the Vlhite House tomorrow when President Clinton will' announce an 
Administration initiative to identify the proper pediatric dosage for drugs commonly used by 
children. 

Based on the FDA's proposed criteria that a drug must be used widely by children and have a 
"meaningful therapeutic benefit," FDA officials say there may be about 12 new drugs a year that 
require pediatric studies. For those drugs already on the marl{et, additional studies will be 
needed only ifa drug is widely used by children and ,continued use of the drug by the pediatric 
population "poses a significant hcalth risk.II ' 

"Up until now, definitive information for the administration ofcertain drugs to children has not 
been available to pediatricians and other '!lealthcare providers. So doctors have been hesitant to 
prescribe these drugs without the assurance that they are safe and effective in this important 
group ofpatients," said Till. "The FDAis to be commended for taking the initiative to propose 
regulations to address these issues.,\The Adminisl1"ation 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," 
continued Dr. Till. 

GPlA represents the leading manufacturers and distributors ofgeneric medicines, DIld related 
companies. Its mission is to insure that the American consumer is provided with the highest 
quality generic chugs at the lowest possible cost. 

### 
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C £V1!R8T Koon M.D.. 

August ] 2, 199.7 

Honorable WiJliam 1. Clinton 

TIle President 

The White House 

1600 Pennsylvania Avenue 


..Washington, DC. 

Oear Mr. President: 

1am writing to applaud the efforts ofyou and your Administration on children's 
pharmaceuticals. After long years of working withlnadequate data. the nation's physici8J:l3t . 

phazmacists. and parents will fumlly bave solid information about the safety and dosing of 
medicines for children. I am very pleased that you hav~ mO\'ed to iequire that drugs be tested for 
pediatric patients unless tberefs a good reason not to do so; This Is a common:'sense and 
workable policy that will do a lot ofgood. 

ThroUgbOl.lt my medical career ofworldng with ch11dr~onc-by.gnc and my public health 
, c~ccrofworking with the children orAmerica, I know how desperate families can become when 
,th~ir $('111 and daushters ar~ sick. The current drug approval s)'stopl usually,leaves lhemwitb 
only two choices: Give the chlldren drugs that have not been tested for safety orwithhold a 
treatment that works in adults. It is an unsatIsfactoIY choice. 

. . 

Instead, the·policy you arc proposing would cr~c ,~ewaud beUer choice: drugs that 

have been studied for pc;dia.tric usc. It is the! right policy tei choose. We should eDSllle tl18t 

cblldren benefit from biomedical research andmcdical pro~ss as much as adtdts do. You 

should be congratu.lated. on taldng ibis step. '. , <' 


. Sincerely yoUtS, 

th. 

C. Everett Xoop, M.D•• ScD. 

. \ 
\. 

. .. \ .. . , . \ . ': . . 
61111 OIl11otOCICA<'" notl( r,vJ\kI). Sl.nTJ! 1(11, 8I!1Hf."IDA. MD 2M17-1129· COU 49:\«11&' PA)( {3Of I4~1tiO . 
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August 12, 1997 . 

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 chifdren, 
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 lnat they receive the best 
possible treatments currently available. 

1400 I Street N.w.. • Suite 500 • Washington, D.C. iooos • 202-371-9146 • Fax: 102·371-1760 
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National Organi~?tion for Rare Disorders, ,I ryc.e 

NORD e 100 Rt. 37, r O. Box 8923. New Fairfield. CT 06812·8923 
(203) 746-6518. FAX: (203) 746-6481 eTDD:(203) 746·6927 


hnp:llwww.nord·rdb.coml~orphanee~m8il:orphan@nord-rdb.com " 


August 12, 1997 
",-ffw. ........... 


t.uo ... /ItIw, ' ,. 

President Bill CJnton 

The White House 

1600'Pennsylvania Ave. 

Washington, DC 

Attention: Barbara Wooley 


Via FAX: 202..456-6218 

Dear President Clinton: 

The National Org&ruzation for Rare Disorders (NORD). representing an estimated 20 . 
million Americans with more tha.n 5,090 rare "orphan diseases," applauds your' 
important initiative to ensure that pediatric infonnation 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 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 hencefonh manufacturers will be required to include children in clinical trials, and 
that data from' pediatric studies will be includCd on phannaca.rticallabeling. The 
inclusion ofan enforcement mechanism is vital to the success of the new regulation, 
ensuring t~t all manufacturers will obey the new rule. 

Mr. President, on behaif ofthe millions ofAmerican children who are afflicted by rare 
, disorders; most ofwhich are genetic, we are truly grateful for your leadership and 
.concem for improving the lives ofAmerica's children. . 

Very truly youn, 

.. ~.~ 
Abbey S. Meyers 

President 


_c.o.n._ 
T__",,",-_<tta.. 

. ,01__ , __­___ '_•• 1rL 

•__IoIr4"11 __.Fot 
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C. EVBUTI Koor. MD . 

. August 12, 1997 

Honorable William. J. Clinton 

The President 

The White House 

1600 Pennsylvania Avenue 

Washington. DC 


Dcar Mr. President: 

I am writing to applaud the ettorts of you and your AcimiDistration on childrent 5 

phamuweuticals. After long years ofworkina witb inadequato.daIa, the nation', physicians, 
pbannacists. and parents wiU finally have solid information about the safety and dosing of 
medicines for children.} am very pleased that you have moved to require that drugs be. tested for 

. pediatric patients 'Lmless there's a good reason DOt to do so. This is a common-sense and 
workable poliey that will do a lot ofg06d. 

Throughout my medical career of wortdng with cbJIcJrcn one-by-one and my public bealth 
c:areer ofworking with the children ofAm~tica, I know how desperate families can bcc;ome when 
their sons and daughteis are sick. The current drug approval system usualJy leaves them with 
only two choices: Give the children d:rUas that have not been tested fot 98fety or withhold a 
treatment that works in adults. It is an lW8lisfactory choice. . 

Inst88d, the policy you are proposing would cn::ale a new and better choice: drugs that . 
have been studied for pediatric U$e. It is the right policy to choose. We should ensure that 
children benefit from biomedical research and medical prosrcss u much II adults do. You 
should be congratulated on taking Ibis step. 

Siri.cerely yours. 

th-

C. E,,'etOtt Kbop. MD., ScD. 

, .r.., 



(NMA~ National 
~ Medical

s'n~8i5 Association 

1012 Tenth Street. Northwest 
Washington. D.C. 20001-4492 
C~(2) 3-i7-l89; FAX (202) 842-3293 

SENT VIA FACSIMILE TO 202/456-6218 

August 12, 1997 

. The 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 undcrsetvcd 
populations. Because of limitations in testing of many chugs in pediatric populations and labeling 
for pediatric use of specific drugs, children can be considered an underscrved 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 effediveness and safety of treatments for this vulnerable population. 

Sincerely, JI .. 
7l~ytf.~~,,-· 
Nathamel H.Murdoclc, M.D. . 
President 
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August!!. lit7 

'.the President 

'tbe Wh1te HOUDe 

Wash; agtOn, DC 20500' 


Dear Kr. President: 

1: writ.e in support. of yOur M.m.1nistration'" proposed 

regul.ation8 on childrGnfs pha.:rmao::11.1I:1cals:. These new regulations 

ba:re the potential ~ do much to improve child healtb. in America. 

YOui:' actions to raise' the visibility of thelII will also educate 

p~n.t:B across the nation regard.:lng important heal.th issues 

involved in giving pnscriptlon drugs to children• 
... 

For too loog the routine courso 'baa been that drugs will be 

tested ouly 'for adUlt: use and. that parents, pediatricians,. and 


.	pharmacists will be left without solid data aD which to base 
decisions regarding treatments for a aick child. I aminformec1 
Chat 80 percent of d:r::ugs OD the market have never been' tested for 
Bil.fot:Y in childJ:e:a., eVeD. d:cugs that are routinely prescribed for 
them. I a1I pleased that these regulations will finally address 
this defiCiency. 

. lIhen t:he i'DA remUatians become final, . I am 1n:formed that . 

the new presumpt10a will instead be that. drugs vill be test.ed for 

chil.~'a use unless' there is a reaSon not to. Thieie clearly 

thA ~ppropriatQ way t.o procGGd. 


I am particularl..y tou.c:hed thcd:;, IiQ\;lch of this aCJticm bas belen . 
undertaken in the ~i~it of Elizabeth Glaser, forwho~ I had the 
bighest 'regard. From: the first moment that I met her, to the 
time she teatif!ed. bc£orc CongreDtJ at my iuvit.ation, to the l.a.st 
days of her life, Elisabeth worked'tirelessly to get drugs and 
drug research ,for children. She was near despeIiiltioD. when she 
first discove~" that the drug that. she herself was t.aking was 
not available to treat her c1.a~ghter, Ariel., She and the . 
Pediatric AIDS FoundatioIl, which she co-founded, 'Bet the.iDselvee a 
goal of ensuring that this does not happen again--for children . 
with AIDS or for children with any serious disease. ~ 
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'. I know I· speal:: for the Pcu:o.dac!oo.--.u4, I UI .omahOW" 81.ire, 
for B'lizabeth- -wilen I t!:la:Jlk you for yow:' actioNl" c:ongrat:ulat.e 

.you. on the new 'propo~als" cd e.xpresa f!Ner!I J:soP.e and vieh t:.hat 
the broadest pOG8ib1~ DVIIDar of children will bea.efit. 

..: 

Dbited States Senat.or 

. BB/jo 

\ 
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. NACDS· 

National Association of Chain I>rug Stores 

Ti~o;n.;<. ,\t Ryan 
CJlBirm"n IIf rJu Balii'd . 

R.on:lld L. Zi~gler 
Prrti:ltNt II CEO 

August 11, 1997 

The President 

The White House 

Washington DC. 20500 


Dear Mr. President: 

On behalfof the members of the National Association ofChain DNg Stores, we are 
writing to support the intent of a new proposedregullltion to be issued by the' Food and . 
Drug Administration that would provide pharma~ists and other health care providers with 
additional information on prescription drugs that can be used in treating child illnesses .. 

The National Association of Chain Drug Stores (NACDS) membership consists of more 
. than 130 retail chain community pharmacy companies. Collectively. chain ~uni.ty 

pharmacy comprises the largest component of pharmacy practice with over 86.000 
pharmacists. These pharmacists are responsible for filling approximately 60% of the 
more than 2.6 billion prescriptions dispensed anrrua11y in the United States. 

Pharmacists are considered one of the most accessible and trusted health care 
professionals. and frequently the only health professional available in many small towns 
and rural areas. On a daily basis, commuriity 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 for the use Qf adult medications by children 
would further assist phannacislli and other providers in deterriunins the appropriate use of 
these medicaqons for children. We strongly support efforts that would increase the 
amount of useful infonnation available co health care providers in treating and counseling 
patients. 



AmFAR 

August 8, 1997 

The President 

The White House 

Washington, DC 


Dear Mr. President: 

The American Foundation for AIDS Research (AmFAR) endorses your support of 
the proposed rule by the Food and Drug Administrationto 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 II 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 healrh or that of their adult friends 
improve while their children worsened. 

We at AmFAR have strongly supported FDA rules that have accelerated the 
availability ofpromising 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. 

~=:l~~.~. 
Mathilde Krim, Ph.D: 

Founding Co-Chair and Presid t 

Chairman of the Board 
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American .-\CadenlY (>f Frunily Physicians 
7be duc/ors ll'bv "j}(xialize ill .rOll 

August 8, 1997 

The Honorable William 1. Clinton 
The White House 
Washington, DC 20500 

Dear President Clinton: 

On behalf of the 85,000 members of the American Academy ofFamily Physicians, 
I would like to commend you for your initiative to improve labeling ofdrugs 
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 ofchildren 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% ofchildren's visits to a doctor 
were to a family physician. Consequently, we are highly 'supportive ofan initiative 
that will provide family physicians with additional information 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 
enormous benefit to our youngest patients. 

Douglas E. Henley, MD 
Chair, Board of Directors . 
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PEDIATRIC LABELING Qs and As' . 

-_. -_. -', 	 ,._. "'1_- , 

1. Why are you doing this now? 

Despite efforts in recent years to address this issue, most d~gs still lack adequate pediatric 

labeling. Every year about one half of all new drug and biologic products approved, that are , 

likely to be used in children. lack information to support their safe and effective use in children. 

Pediatricians initially lack information necessary to prescribe these products to children who may 

need them. For proqucts alreadY'on'the market, information is eventually made available to 

physicians by journal artides~ handbooks and other references, but usually years after a drug is 

approved (and even then'the information Isn't available on the label). 


2. Can't you .achieve the same effect through voluntary compliance? 

FDA has taken a number ofsteps inlrecent rears to address inadequate pediatric labeling, 

including issuing a rule in i 994 requiring drug manufactures to survey existing data and determine \ 

whether those data are sufficient to give information on how to use,a drug in pediatric 

populations. Most drugs, however,stin lackadequate pediatric labeling. 


3. Given that the draft FDA reform legislation, pending inCongtess, contains financial incentives 
· to encourage voluntary compliance, why is this rule necessary?

'. . 	 , 

.	This rule is intended to complement the financial incentives for market exclusivity that are 
currently being proposed in Congress.' Because·financial incentives may work in some cases, but 
offer no guarantees, this rule is needed to give FDA the authority to ensure that products widely 

· used or offering a clinically significant use in.children carry adequate labeling for their safe and . 
effective use in children. 

4. Have children been at risk in the past? . 

· The lack of'adequate pediatric labeling has resulted in the use ofmany products that have only .' 
been tested foradidts, causing an increased risk cifinappropriate and unexpected adverse effects. 
Also, sometimes~sefill drugs not have been used in C?hildren because their effects in kids were 
uncertain.. . .' _ . .. \ .' .. ',. '. ... 

. . 	 . 

5.. How many drugs that are commonly used in children lack this data? 

FDA estimates that one-halfofthe drugs approved in the past five years that had potential 

usefulness in kids had'no pediatric labeling at the time ofapproval. . 




;".W.........,' W"""w',''''''''''''''1"'''''''' 
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6. How many' products will be 'affected by the rule? 

FDA appro~es approximat~ly 30.major new drug advances each year: Aboutl halfofthose 

products win need pediatric studies under this rule. ' The agency will also review drugs already on' \ 

the market to determine which ones should have pediatric studies. The effect of this rule will that 

in a few years inost drugs important to children will hCiv.e directions for use in,kids on their labels. , 


7. What kinds ofdrugs are commonly missing this pediatric data? " 

Drugs such as anti-astlunatics, steroids~ drugs to treat gastro~ntestinal problems, strong pain 
medications, antidepressants, and antihypertensives commonly lack, appropriate pediatric labeling. 

8. ,What do doctors do when they don't have this information? 

Many physicians rely on referenced pediatric handbooks for dosing and use information. Others 
are reluctant to prescribe certain products to children without adequate pediatric labeling on the 
product. ' ' 

,9. When'can parents expect that information to support safe and effective use ofproducts in 

children will ,become available. 


, ' , \ 

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 m~de available on the' 
la~eling ofthe products fairly quickly. In other cases, studies need to be conducted. Under the 
requirements of our 1994 regulation, where the effects ofthe 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. ' 

10. What drugs now have the best pediatric data? 

Vaccines and antibiotics are the most adequately labeled drugs for children. 

11, Why haven't companies provided this information in the past? 

Some companies do provide this information, however, pediatric labeling has not been required 
until now, Lack of familiarity with pediatric studies, need for a pediatric formulation, and cost 
may account for the lack of adequate p~iatric information. ' 

12.. How much will this cost drug manufacturers?, 
" " I 

,The costs of pediatric studies will be less than 'I% ofthe total costs of developing a'drug. FDA 
estimates that the total annual industry costs will be less than $20 million per year (for a multi­
billion dollar industry). . 

2 



. . 

13, Will drug prices increase as a result of this regulation? 

Because the cost of pediatric studies to manufacturers is expected to be small, it is anticipated that 
there Will be little pr no price increases to patientS 

14. Does this regulation cover all drugs? 

It covers all drugs that are widely used in, or important to, children. 
. \ 

. . 
15. Will this requirement hold up drug approvals? 

No, the proposal allows for postapproval submission ofpediatric data ifconcerns about pediatric 
testing arise prior to approval. Ad~itionally, the requirement' may be waived in certain cases, 

. . 

16. How will these waivers wor~ and won't they make the regulation meaningless? 

The waivers are only intended to be used in those cases in which the drug would not be widely 
used and would not represent a meaningful benefit over existing treatment or where the studies ' 
are impossible or highJy impractical or pose undue risks to pediatnc patients. 

17. Why doesn't it cover medical.devices? Do we not have this kind ofproblem with medical 
device pediatric data? 

Once the agency gains experience in requiring pediatric studies for drugs and biologics, it will 
assess the need for such labeling for devices.' . 

18. What kind of improvement can 
\ 
we expect in our childrens' health as .. a result of this 

. , . 
regulation? .-. . . . ..... . . . . '. . 

. . . .. . . 

We expect safer and more effective medicines foiClilldren. The primary benefits expected 'are the 
reductions in avoidable adverse drug reactions and under 'or over treatments that would result 
from better informing health care practitioners about whether, and in what dosages, a given drug 
was safe and effective for use in children. . . 

19. When will this regulation go into effect? 

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 wi)) take effect 3 months after 
issuance. At that time, for drugs and biologics already on the market, FDA, in compelling 
circumstances, may request that pediatric studies be initiated. Manufacturers ofnew drug and 
biologic products, under review at t~e 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.. 

3 
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20. Whatkirtd of "legal actio~1I can FDA take to force ,companies to proVide this data on 
,approved drugs?, '. " . . 

\' ": ~ 

FDA can' go 'to court and ask the court to order the company to comply with the regulations. If \ 
the company does not qomply. the court can impose penalties. 

21 .. Would pediatric study participants' lives be at risk without having all the adult data from the 
start? ' , ', 

Pediatric participants are not enrolled in studies. until. enough data on the drug have been obtained 
so that the risk to the pediatric participants is low. 
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This section contains a sunset provision that states 

that no market exclusivity will be grant:ed based on 

pediatric studies begun aft.er January .1, 2004. . In 

addition, the Secretary must c,omplete a study and report to 

Congress no later than January 1, 4!003, the, agency's 

experience under the program. ,the report must address the 

program's effectiveness. the adequacy of its incentives, 

the program's economic impact, and any ,suggestions for the 

program's modification. 


See. 619.p~sicron Emission To~og.i~hy. 

Section 619 amends the FFOCA to include the regulation.': 

of compounded positron emission t~tnography (PET) drugs. 

The provision defines compounded PET drugs to mean drugs 

t.hat exhibit spontaneous disintegration of unstable nuclei: 

includes nonradioactive reagents. nuclide generators, 

accelerators. electronic synthesizers, or associated 

software used to prepare any such drug; and. which, have 

been compounded in accordance wit.h State law by or on the 

order of a practitioner licensed in that State or in a 

federal facility in ,accordance with the laws of the State, 

in which it is located. The Act is amended to stipulate 

that a compounded PET drug is adulterated. and thus subject 

to regulatory and/or legal action by FDA if it is not 

compounded, processed. packed, or held in accordance wit.h 

the PET compounding standards and 'official monographs of 

the Unit.ed Stat.es Pharmacopoeia, (OSP) . 


The act is further· amended to prov;de that neither ,a New 

Drug Applicat.ion (NDA) nor an Abbreviated New Drug 

Application (ANnA). is required by a licensed practitioner 

to produce a compounded PET product in accordance with USP 


, standards. Within 30 days of enactment, the Secretary must 

publish in the' Federal Register a notice revoking all 

previously published efforts by FDA 'to provide industry 

guidance and regulatory standards for PET products. 


'l'l:'1'LE v:tl-FEES ULA'l'I'N(; TO DRUGS 

Sec .. 101. Shor.t Ticle. 

Section 701 provides ehat:this t.itle be cited as t:he 

"Prescription Drug Users Fee Reauthoriza.tion Act of 1997." 


Set::. 702. Findings,. 

,. Section 702' sets' forth four congressional' findings':: ('1;'):': ," . 
. the 'prompt approval. of safe and effective.newdtugS'..',~rid':',/,";::_:,!", 
,ot,h.er therapies is critical to, improve. public, healthi,'~::'(2»,{.;'-},~";;':~:':' .... ' , 
,additional:f"i,re.sources·' augmenting . the " Fo(;d"c'<iand'.P:i::,~brug~.:~:;\<;~~~,j1~;n:~;;;i":'~<'::"': ' 
Aarninistrat'ioh's '(FDA.) revieW' of humanClrUg' a:PPlic~tfons~::~;;.'::£:tf~',h'<:'i:;',":' 
serve. the public, hea.l th; .( 3 J the successful pre$cript:;r6'n'-;:~~'.":s:;,:"::'/' " , 
Dru~ :Use:: F~eAct. of 1992 (PDOFA) progratzl'reducedydrug r ':' ,,' . 

reV1.ev 'tl.Jnes; therefore it should be reauthorized f6i:'arf'." 
'additional·S' years and sbould be carrS:ed out by FDA' with' 
more ambitious and comprehensive regulatory'goals;(4) fees 
authorized by amenaments'will be used to expedite .t.hedrug 
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is no· different for food contact substances being 

marketed subj ect to a PMl'L 


Section 6l7(c} specifies chat this legislation s~ll 

be effective following 18 months from the date of ~ts 

enactmenc. PMNsrn.ay be filed after. this period (and 

become effective 120 days after their receipt. by FDA) 

without regard to 'IIIhether FDA has issued regulations 

implementing this legislation. 


Sec. 617. Health Claims For Food Products. 

Section 617 aroends sect.ion 403 (rl (3) (21 usc 343{r) (3l) 

of the FFDCA. It provides an alternative to the current 

standard and review process by a.llowing heal th claims to be 

made based on information published by authoritative U.S. 

government:. scientific bodies. The new provision will allow 

a health claim in food labeling without FDA auth~rization, ... 

if it consists of or will otherwise summarize or reflect 

information contained in a publication of a Federal 

Government scientific organization or some component of the· 

National Academy of sciences; If any such health claim is 

made, it must be submitted to FDA, along with the published 

information on which it is based, at,least 120 days prior 

to its appearance in the marketplace. A claim meeting the 

requirements may be made until a tinal regulation. 

prohibiting or modifying the claim,.'beco:rnes effective, or 

a .U. S • District. Court detex:mines that the nutri tional 

claims requirements have not been meL 


~. Sec. 618. Pediatric Studies MarketlngEXclusivity.. 

Section 618 amends Chapter V (21 USC 351 et. seq._,) ·of 

the FFDCA by creating new section 505A-~Pediatric StUdies 

of Drugs. If, prior to the approval of. a' new drug, the 

Secretary determines that. information about the drug will 

produce health benefits in a pediatric ·populaeion, and 

makes a ~itten r~ques~ for pediatric studies, and the 

studies are completed and accepted,·' then the· sponsor or 


~. 	 manufacturer can qualify for up to 6 months of extra market 

exclusivity. If the secretary.makes a written request 'for 

pediatric studies of an already marketed drug, and those 

studies are completed, then the manufacturer can be granted 

up to 6 months of increased market exclusiviey as well. 


'Within "180 days of enact:tnetlt, the· seereta;y, a,fter. 

cOl!s,:,ltation with expert.s. must develop, and publish an 

inil t:La.1 " list" of .approved. ·drugs .. for· which . addi tional 


·pedia.tric;~>:;:nforma.tl.on may produce heal thbenefies ~·,;.'.;,~When· 
.... '. the.:·SEfcretary"lha~ :fomally ; request'Eid "peaiatric'fit:uQie::r;~::<J:' 

;>':;, " those' .s.tudies .. It\ust . be· conduct.ed by .a writt.enprOtoc6L.:.:: 
.. /: ...... a.greed to,by· the ,sponsor, . patent· holder,and che secr~t::ary.·,·.:. 

"',' . 
,Less ,tha.n:::~O ,:days·after . the. pediatz:-ic studi~s have :been 

submitted; tneSecretary Jnustdetei1nine whether,-chestudies· 

were done properly and notify the sponsor or holder;, :In· 

~ddition{ . the provision contains a section describing other 

means by which the study protocol requirements can be met. 


http:conduct.ed
http:pedia.tric;~>:;:nforma.tl.on
http:PMNsrn.ay
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American Academy ofPediatrics 

Department ot' Government Liaison 


Suite 400 North 

601 13th Streel~ N~W.. 


Washington, D.C. 20005 


Phone: 800/336-5475 or 202/347-8600 
Fax: 2021393-6137 

To; 	 Chris Jennings 

Fax #: 	 456-5557 Phone #: 

From! 	 Elaine Holhmc1 
Assistant Director (xlOOS). 

Date: 	 Allg~~t 6, 1997 

Page 1 of 

Re.:'PF.\r nlli' ~nnvl'!r~at:iml.Talk with yout.omorr'ow. 

. , 

'", '. '", ",' ''':t:','... 
,,-:, . ' 

4 ' • '," 

. ,"., " 

.,' .
' .. '.' .. 
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'.. 

,,\.';' < 

;<,":..,.'--::::-----:-:------.,;;.--..;..--~,...-----~-:---~-:---~--:-:----
)~(L:',. Company Name Address Plltm~ Nllfllht~r F;n;, Numlwr 

,~Y\.'American Lecithin PO Box 190& 2031790-2700 2031790-2705 
,;;\~::, 'C:ompany 33 Tumer Road 
:\),~: .. 

Danbury, CT 06813-1908 
'(,/,'.:,":' 
N:;~i::.-',,-,----------------------~-------

Y:c: .',' Beiersdorf Inc, 	 PO Box 5529 203/583-8008
~ ,.'.. . 

Norwalk, CT 06856-5529
</1'.' ' 
::i:{:,~'~'-'-----------------------------­
:l.ji ', ,Boehringer Ingelheim 900 Ridgehury Road 2031791-6194 

,;~':::';" Pharmaceutical:;;. Inc, PO Box 368 
:,~i;, (~/. Ridgefield, CT 06877-0368 

;;t:' .Gray l'harrnaceutical, 	 ·1tfiliale, The Purdue 203/853-0123 
Frederick C{Jmpal~Y(~ir'i:Co, 
100 Connecticut Ave 
Norwalk, CT 06850-3590,~t·;:,~ " 

.:\,,\ --------------------------------~-
" " 

::j/(,,' Eli Lilly and Company 300 First Stamford Place 203/357-7228 
;?!:~':' Regiunal Sales OJ/ice Stamford, CT 06902 
:~:.:::, j' • 

::':'/ ..
-:!?,,-,-----------------------------­
,/?:.:: 
: ',!, Milt$ Inc. 	 400 Morgan Lane 800/468-0&94 
:,(ii:' 'Phanmu.:euticaj West Haven, CT 06516 203/937-2000

31:.,/.~ . 

if',:', Division 

.) \ ., 
..~. ~. 

',' 

:,:'I~y:',; . 

;\;, 'The Purdue Frederick lOO Connecticut Ave 203/853-0123 

.\\' "Company Norwalk, CT 06BSO-3590 


fdr 01/<0 I.A.-~ lO~ 6~'-{ t~~<;: 
!, 

~lC;\VV .~-H l~ v J- -,~~ 

'.~t'.A~~_Ji\l\o.c,~ .­
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Date: Wednesday. August 6th 

Caller Ph9ne Time Message .. Response 

Rick Pollack 1800-913-3188 12:45 pIs, call 

Jen Klein 6-2599 12: 15 pIs. Call her ASAP 

Rich Boxer 414/527-3000 11 :55 PIs call 

Rick Khan, 703/299-2065 12:00 Is Newt Gingrich invited to this event? The speakefs' ofc called 
and expected to be invited. 

Jay Hoover 67103 Medicare Commission 

Michelle in Rahm' s office 62531 1:30 pIs. call 

Vicki Radd 6-7176 2:10 Pl~ r:lll her -- ~he ill~t h:l~ :I (lIIick (11 
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Au r-ec03~-:\v1 ( 1\1Date: March 14, 1997 
FOR IMMEDIATE RELEASE . LCXJ~~-» ~ 
Contact: Food and Drug Administration Jason Brodsky: (301) 827 3417 ,0 
Broadcast : (30l) 827-3434, Consumer Hotline: (800) .532-4440 

FDA Approves First Protease Inhibitors With Labeling For Use 
In Children . 

The Food and Drug Administration today approved two HIV protease inhibitors -- some ofthe most 
powerful medicines against the infection -- for use in treating children. 

Nelfinavir received its initial approval today -- including information on use in both adults and children 
-- approximately 3 months after its application was received. The labeling for nelfinavir includes a 
"pediatric use" statement, giving doctors specific dosage recommendations for patients 2 to ,13 years old. 
In addition, ritonavir, a previously approved protease inhibitor, also received "pediatric use" labeling 
today. 

"Today's actions not only add another powerful weapon to our arsenal for treating HIV infection, but 
provide us with critical information on using these cutting edge drugs to help HIV -positive children," 
said HHS Secretary Donna E. Shalala. 

"With each approval, we are providing more options in designing individualized treatment programs for 
adults and children," said Dr. Michael A. Friedman,FDA Lead Deputy Commissioner. 

The "pediatric use" section in the drug labeling provides pecific recommendations for the use of the . 
drugs in children. A . 

regulatory reform initiated in 1994 eased the process of including label information that helps physicians 
in treating pediatric patients -- particularly in serious or life-threatening situations. Now, such 
information can be provided when evidence suggests that the course of the disease and the effects of the 
drug are sufficiently similar in the pediatric and adult populations to permit extrapolation from adult 
efficacy data to pediatric patients. 

Nelfinavir received accelerated approval, a regulatory mechanism under which FDA bases early 
marketing approval for a product on laboratory markers such as plasma HIV RNA (a measure of viral 

. load) ang CD4 cell counts until information about clinical endpoillts such as disease progression or 

mortality is avallable. 


. . 

FDA based its approval ofnelfinavir on studies of up to 24 weeks in duration showing that the drug was 
active in combination with other antiretroviral drugs for the treatment of HIV or if administered alone. 
However, because the antiviral activity of nelfinavir is increased when used with other drugs approved 
for treatment of HIV, combination therapy is recommended. 

The most frequent adverse event associated with the use of nelfinavir is diarrhea, which can usually be 
controlled with nonprescription drugs. Other adverse events reported durIng clinical trials included 
nausea, vomiting, and asthepia. ' 

Nelfinavir should not be administered concurrently with terfenadine, astemizole, cisapride, trizolam or 
'., 
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midazolam, because these drugs may inhibit its metabolism and create the potential for serious and/or 
life-threatening cardiac arrhythmias or prolonged sedation: FDA has worked with the manufacturer to 
ensure that these for Children drug interactions with nelfinavir are clearly highlighted on the package 
label and that patient education materials are made available to health care professionals and patients. 

Agouron Pharmaceuticals is marketing nelfinavir under the trade name Viracept. Ritonavir is marketed 
under the trade name Norvirby Abbott Laboratories. 

Note: HHS press. releases are available on the World Wide Web at: http://www.dhhs.gov. 

20f2 08/30/9721:19:01 

http:http://www.dhhs.gov
http://www.hhs.gov/newsipresslI997presI970314.htmJ
http:997.Q,1.14

