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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 of the 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 prescrxptlon medicines safe for
Amenca s chlldren

TK’s story is not unique. Far too many medicines ---g 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.

~Small children are particularly. vulnerable to problems when doctors don’t kné__w precisely —__

how much of an important medicine to give. I’ll give you just one example. A number of years- -
ago, 33 infants died after being given what looked like reasonably small doses of a crucial oe
antibiotic commonly used in adults. It turned out that the infants were unable to clear the LL<

medicine from their bodies and deadly amounts built up in their livers. The antibiotic simply
hadn’t been studied adequately in young children. Guessmg -- even educated guessing -- had

deadly results, A-MQ%%’F

The rule we are 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 of dose information puts children at

.risk. : - ‘ ; -

And let me be clear on another point: If a manufacturer fails to do the studles in chlldren '
the FDA will not reject a new drug or pull an older one from the shelves. That, of course, might
~ deprive adult patients of important therapies. Instead, we will seek a fedcral court order to -
ensure that the proper studles are done. : e

Senator Dodd has also introduced Iegislétion that would provide financial incé;ntives for -
drug manufacturers to perform the needed studies in children. I applaud Senator Dodd’s - Sl A
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approach It is compatible with the rule we are introdu¢ing today, and I hope that when lhe S
Congress returns from recess and gets back to work on W i Congress-will-send '
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- 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
Medicaid was 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 Elizabeth Glazer, 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 the best medical care. Their future and ours depends on how well
we do our job. : : ' L -
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Acknowledgments: V.P. Gore, the First Lady; Rep. Jim Greenwood; Dr. David Kessler,
who was instrumental in preparing this rule; Dr. Mlchael Friedman, Acting Comm1ssxoner of the

FDA; Reagan Ralph, who introduces you

~ Little Samuel’ s story is not unique. According to the American Academy of Pédiatrics,
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 4

“ensure that parents and pediatricians will have the safety information they need.

Doctors have long known that children react differently from adults to prescrii:tidn drugs.
In many cases, children must have vastly scaled down doses. In some cases, their bodies have

not developed enough to take any quantity of a 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 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 chlldren Information is particularly sparse for cluldren V
under two. : ‘

' Without clear guidance, pediatricians sometimes decide not to prescribe for children
drugs used successfully by adults. That means chlldren 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 drug

from their bodies and large amounts built up in-their livers. Because needed dosage studies had
not been done, 23 infants died. '
; | o ’ ;

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 needed 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. 1 am pleased to report that groups representing patients, physicians, nurses,
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pharmacists, and drug manufacturers have all indicated their wﬂlmgness to help 1mplement thlS
. newrule.

I warit 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 rule we are introducing today. Ilook 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 th well we
do our job.
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Mr. President, Mr. Vice President, Mrs. Clinton, Mrs. [parent], other

distinguiéhed guests:

Today we announce another dose of good medicine for our children’s health -- -

and another victory for good government.

.y
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As our kids get readyvto head back to school, their parénts are erying Abdut :

whethcr they’l]l have the right books, 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 will have the right medicines -- safe medicines.

And, that’s why we’re here. *

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

access to promising new drugs that are safe, effective, and arrive on time.
' . . 3y .

i}

- The results? Mbre cancer drugs are réaching people who need them -- when they

need them.
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\\)\QJ W(‘/ W Mllcs of red tape have been cut. Piles of regulauons have been thrown away.

And we're working with the Congress to reach consensus on bal‘ancéd 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:

' -2 To promote the public health, to maintain the public trust, and to improve the

1

lives of all Americans -- especially children.
- Every once in awhile, we have an extraordinary oppertunity to do that.
When an FDA doctor named Francis Kelsey was faced with a decision about - '

approving Thalidomide more than 30 yea:sag‘q,‘sﬁe knew she had an opportunity to

prevent birth defects in countless children.

And she did i.
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" And now, once again, we see too many children placed in harm’s way.
. L . - -

4

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

iﬁformation about what medicines and what dosages will help them.

Too many pediatricians forced to play a 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 goverhment and as a nation, we have an opportunity -- and
a responsibility - to act. SN
We have an opportunity to place our most exciting scientific discoveries firmly

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 ,exﬁsuring that our science and technology are on the
cutting-edge, and to always putting our public health first.

-

o Through his words and dequ, he has created a vision for good government that
RGNS - s ¢ ST ’

" can protect our health today and meet our challenges tomorrow. It is my great honor to

introduce Vice President Al Gore.

o v0:6T
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FOR IMMEDIATE RELEASE . Contact: Mark Grayson
August 13, 1897 : R (202) 835-3485

PHARMACEUTICAL INDUSTRY COMMITTED TO CHILDREN'S HEALTH;
WILL WORK WITH CLINTON ADMINISTRATION TO PROMOTE THAT GOAL

PhRMA President Afan F. Holmer lssued the following statement today in :
response to a White House proposal mandating clinical studles of drugs in
chlldren'

As a parent - more spegcifically, as the father of two chiidren with cystic
flbrosis -- | want more than anything in the world to see more aﬂd bet‘ter
medlcines developed to heip qnd heal children.

Tha pharmacsutical industry is committed to this goal. A 1997 survey
found 146 new medicines in development for children, includlng 36 for cancer, -
the leading disease killer of children; 8 for AIDS, the prime cause of death among
young children In some citles; and 5 for cystic fibrosis, the most common fatal
gonetic disease {n the United States. All 148 medicines have been or are being
testod In children; all of the 78 companies developing these madicines intend to:
sesk the Food and Drug Admlnlstratlon s approval for pedlatrlc use of these

-~ drugs. ,

~ In view of all the ongoing testing and studying of medicines In children, we
question whether a government mandate is needed. However, we are committed
to working with the Prasident and others In the Adminlstration, on a collaborative
and constructive basls, regarding their proposed regulation to advance the goal :
of better medicine for chnldren -- a goal we all share.

- more -
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With that goal In mind, any regulation should:

° F!rst and foremost, protact the safety of chiidren and avo]d exposing
them to premature or unneceseary risk. :

For example, before beginning testing en kids, we want to ensure
that a potentlal drug Is truly viable, and that we adequately
undarstand how adult patlenrs respondtoit. |
\ R
» Recognize the enormous pract!cal difficulties of testing drugs in
chlidren and developing formulatlons of medicines appropriate for
children. '

For example, one manufacturer has tried and falled more than 1,000
fimes to develop a pediatric formulation of one antiblotic drug,
Another company unsuccessfully spent more time, money, and
human resources on a falled syrup than on the adult formuletlon and
the chawablo verslon cambmed o)

* Be praclseiy worded and ﬂexlbly, applled so that testing in children does
not delay the drug development and approval process. .

- We need to get safe and effective medicines to all Americans -
children and adulis -- as rapldly as possible. But under no
clrcumstences should a drug be withheid from the market after it has

. been found to be safe and effective for either adults or children.

. Pharmaceutical companies are leading the way in the search for cures for
the diseases that kill and disable both children and adults. We belleve the best |
way the government can help patients is to enact S. 830, the FDA Modernization
and Accountabllity Act of 1997, which will ensure that all patlents -- children, their
parents, thelr grandparents, other adu!ta -- have timely access to the fruits of
biomedical rasoarch.

H#H
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- My name is Amne Ccfamttx T am an American Lune Assocnanon volumeer and parent of & chxld vnth
cystic fibrosis. My son, Anthony was first diagnosed with cystic fibrosis as an infant. For the past 12 years,
Anthony and our family have learned how 1o live wnh cysuc fibrosis. 1 love Anrhonv I count every dav .
'Amhony s life a gift. «

Anthony’s gift of life would not be possible wuhout medical mre and the prescnpnon drugs that have
. allowed him live a happy and fulfilling fife. One of the drugs my son uses to manage his cystic fibrosis is a
 class of drugs called qumtalones While I am g;aceful for the prescnpnon drugs that ha»e helped my son .
live, I also have qucsnons ‘ , ‘ :

:How will this drug- effgct my child?
Aré there any risks. in this drug unique 1:6 a cﬁild?
| s the mcommended dosage based on the needs of clnld"

Clearly these are quesuons a pa:ent would want answered. For some drugs prescribed, like lhe qumtalones
that Anthony takes, doctors do not really know the: answers to these quesuons Wxthout this mformanon, I
- worry that we are essentially, “dosmg in thc dark” : :
Anthony needs drugs 1o keep his CF in check. T would not want any action taken thax would slow thc
devclopment of new drugs to treat Anthony’s CF.. But I also went information that mll help our physxcxan
and my famﬂy make mformed choices aboux Amhony S Iwalth :

I am pleased that P:mxdent Cliaton has announced xhe new requn'ements for pediatric drug Iabeling. The
informarion thar the proposed FDA rule provides will help parents and physicians make weatment decisions
based on scientific studies. The rule will help ensure my Anthony and all children receive the safes: and
most effective medicine that science can prov:de S ' o
Agmn, Mr. Prwldmt, thank vou for your. Ieadezs}np mn ensunng the health and safev.y of our nanon 3 j
children..

L
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August 12, 1997

Contact: Eric Schu& (202) 3712760 | | S

Statement Provided by the Juvenile Diabetes Foundation lntemattonaI» JDF l)
&gardmg Proposed Regulation on Pediatric Labeling: {;_/ g

The Juvenile Diabetes Foundation Intemational (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 understandlng that children are not simply small adults, and ‘
therefore may require additional measures to ensure that they receive the best v
possnble treatments currently avaﬂabie :

100 I Street N.NU. - Suite 500 - Washington, D.C. 20005 - 202-371-9%46 - Fax: 202.371-2760



"A ph?sician'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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2, National Association of Pediatric ¥
Nurse Associates & Practitioners, Inc.

August 12, 1997

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

Dear President Clinton:

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 leadershlp 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” -- their metabolism,
response rates, and tolerance levels are different from adults.

- We greatly appreciate the Administration’s effort to ensure that pharmaceuticals are

adequatcly tested in children and that such studies are used to support better labeling for

, pedxamc dnigs. Giving health care providers adequate and appropriate information about usagc
- is crucial in ensuring the health and safety of our nation’s children.

" Thank you agam for keeping our chxldren s interests at the forefront of national health -
policy. We look forward to assxstmg the Adxmmstranon in development of these new
reguladons. ‘

Sincerely,

Pmm

Patncla Franklin, MSN RN CPNP

1101 Kings Highway, North, Suite 206 / Chenry Hill New Jersey 08034-1 912/ 609-867 1773 | FAX 809667 7187

Fomails 74224 K1 A cane Cam Irdarnats s msaman mem



CENTER FOR MEDICAL CONSUMERS

237 THOMPSON STREET NEW YORK, N.Y. 10012-1090
(212) 674 7105 . FAX (212) 674 7100

August 12, 1997 -

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

Dear Président Clinton;

1 am writing to express my support for the FDA's proposed requiremerit that drug manufacturers
provide more labeling information about the safety and efficacy of their products for use in
pedxatnc populanons

Pmcnpnon drugs are used to treat all segments of the population, yet the clinical trial expenence
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 :hough the thresholds for safety and effectiveness
~ may differ among age groups.

Iti is time to stop putting children unnecessarily in harm’s way by improving the mformanon
required on drug labeling pertaining to pediatric use. ,

r@wéﬁ:”

Arthur Aaron Levin, MPH
" Director

Sincerely,
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Fran Du Melle Q\\\GM%.
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Governmerd Relations | f‘: AI‘S . g I'HORACIC LUNG |
Washington Office : < : ' o
1726 M Strvet N.W. g‘_ 7985 A SOC]ETY ' , ASSOC'A-HONQ
Suite 902 ’ . . -
Washington, DC 200364502 .
Phone: (202) 7853355
Fax: (202) 452-1808
National Headquariers:
1740 Broadway
New York. N.Y. 10019-4374 August 12, 1997 |
R Garsen || William J. Clinton :
anaging Duectar 1600 Permsylvania Avenue, NW

Marilyn Hansen | ; Washmgton, DC 20500

Executive Director, ATS

Mr. Prwdent:

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 requirements. The proposed rule you
have announced today will help the FDA, health care providers, the pharmaceutical
imdustry and patients reach a needed consensus on labeling and information
Tequirements 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 pediatric 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
understanding the unique health and dosmg needs of a ¢hild.. Our nation’s children are

" not after-thoughts.

Today the goal should be for health care providers, pbaxmaoeuucal companies and

patients to work together to collect and distribute information on the pediatric ‘

application of prescription drugs. Mr. President, I applaud your announcement today as -
. being a first step in reaching that goal- : V

' : e Smcerely, I '
When You Can't S

Breathe, \ (9% : 7&6.! ; 502,
Nothing Else . (.M@ _ .

Matters? Donald L Clark ' o Talmadge E. King -

Founded in 1904, the President, Y\ . . President,

American Limg Association The American Lung Assoczauon ' The American ThOI'aClC Socxetv
includes affiliated '

2ssociations throughout .
the U.S.. and a medical section.
the American Thoracic

Oﬂidm'.(oumals

. American Journal of Respiratory
American Journal of Respirstory
Ceil apd Molecular Biology
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Diane Dorman
Manager, Communications
202.833.99‘?0
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GPIA’S TILL TO ATTEND WHITE HOUSE CEREMONY ON PEDIATRIC DRUG LABELING \

Washington, DC, Tuesday, August 12, 1997— Dr. Alice Till, President of the
Generic Pharmaceutical Industry Association, has been invited to attend a Rose Garden
ceremony at the White House tomorrow when President Clinton will announce an
Administration initiative to identify the proper pediatric dosage for dnigs 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 market, additional studies will be
needed only if a drug is widely used by children and continued use of the drug by the pediatric
population “poses a significant health risk." '

“Up until now, definitive information for the administration of certain drugs to children has not
been available to pediatricians and other healthcare providers. So doctors have been hesitant to
prescribe these drugs without the assurance that they are safe and effective in this important

group of patients,” said Till. “The FDA is to be commended for taking the initiative to propose
regulations to address these issues., The Administration has taken an nnportant first step towards ,
‘ensuring that American children recewe 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.

GPIA represents the leading manufacturers and distributors of generic medicines, and related
companies. Its mission is ta insure that the American consumer is prowded with the highest
quality generic drugs at the lowest possible cost.

HHH
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v ~ ( , . August 12, 1997 -

Honorable William J. Clinton
~ The President

The White House

1600 Pennsylvania Avenue

Washington, DC

Dear Mr. President:

1 am writing to applaud the sfforts of you and your Administration on children's
pharmaceuticals. After long years of working with {nadequate data, the nation’s physicians, - -+~
pharmacists, and parents will finally have solid information about the safety and dosing of
medicines for children. I am very pleased that you have moved to yequire that drugs be tested for
pediatric patients unless there's a good reason not to do so. Th;s is a common-sense and’
workable policy that will do & lot of good. :

Throughout my medical career of woddng with children one-by-one and my pubhc health
., carcer of working with the children of America, | know how desperate families can become when
*their sons and daughters are sick. The current drug approval system usually-Jeaves them with
only twao choices: Give tha children drugs that have not been tested for safety or withhold a
treatment that works in adults. It is an unsatisfectory choice. i

Instead, the policy )ou are proposing would create & new aud better choice: drugs that
have been studied for pediatric use. It is the right policy to choose. We should ensure that
clilldren benefit from biomedical research and mcdlcal progress &3 much es adults do. You
should be congratulated on takmg this stcp. :

Sincerely yowss,

Aok

C. Everstt Koop, MD,, Sc.D.

. ) - ‘ . . - ". .7 C . . . Cotes . » BN " .
6707 DIMOCKACY BIOUTFVAk), SUNTE 10, BETHEIDA, MD 20M7-129 014936603 FAX (3010492160 .~ - - L e
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Juvasile Digbetes Foundation international
The Dicbetes Research Fovndation

Goverament Relations

August 12, 1997

Contact: Eric Schutt (202) 371-2760

Statement Provnded by the Juvenile Diabetes Foundatlon Intema’aonal (JDFI)
Regarding Proposed Regulation on Pediatric Labeling: v

The Juvenile Diabetes Foundation Intemational (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 sirmply small adults, and
therefore may require additional measures to ensure that they receive the best
possible treatments currently available. .

1400 I Streer N.W. + Suirc 500 - Washington, D.C. 20005 - 202-371-5746 + Fax: 202-371-2760
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President Bill Cjinton
The White House

. 1600 Pennsylvania Ave.
Washington, DC

' Anenuon Barbam Wooley

Via FAX: 202-456-6218
Dear President kClintori:

The National Organization for Rare Disorders (NORD), representing an estimated 20 .
million Americans with more than 5,000 rare “orphan diseases,” applands your
important initiative to ensure that pediatric information is included on pharmaceutical
labeling. As you are keenly aware, until now most prescription drugs have not been
tested on children, and appmpnate dosaae information for pedxatncxans is absent from
product labelmg

Your new FDA regulation reqmnng 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 enforcemnent mechanism is vital to the success of the new regulation,
ensuring that all nmnufacmrers will obey the new rule. |

 Mr. President, on behaif of the millions of American children who are afflicted by rare

‘disorders; most of which are genetic, we are truly grateful for your lmdershxp and
.concern for i unprovmg the hves of America’ s children,

Very truly yours,

Unitodt Parkinzon
Unia Pasgnts” Assaciation 17 Pulmohary

Hyperieayion, Inc,
¥ N .
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C. Evmu_'rr Koor MD

- :Aﬁgust 12,1997

Honorable William J. Clinton
The President

The White House

1600 Pennsylvania Avenue
Washington, DC

Decar Mr. President:

* I am writing to applaud the efforts of you and your Administration on children’s
pharmaceuticals. After long vears 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 am very pleased that you have moved to require that drugs be tested for
- pediatric patients unless there’s a good reason not to do so. This is a common-sense and
workable policy that will do a lot of good.

Throughout my medical career of working with children one-by-one and my public health
career of working with the children of America, T know how desperate families can become when
their sons and daughters are sick. The current drug approval system usually leaves them with
only two choices: Give the children drugs that have not been tested for safety or withhold a
treatment that works in adults. It is an unsatisfactory choice.

Instead, the policy you are proposing would create a new and better choice: drugs (hat ‘
have been studied for pediatric use. It is the right policy to choose. We should ensure that -
children benefit from biomedical research and medical progress as much as adults do. You
should be congratulated on taking this stcp. V |

’Smeerely ybuts.

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

6207 DIMOCKACY BIOUH FVARD, SUITE 17, BRTHESDA, MD 20A17.1129 (301} 493461 FaX (301) 4978160




1012 Tenth 5treet, Northwest
Washingron, D.C. 200014492
(202) 347-1895 FAX (202) B42-3293

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 Labcling

Dear Ms. Wooley:

Throughout jts 102 ycar history, the National Medical Association has been a leading voice to ‘
climinate disparities in health, particularly among the poor,” minorities, and underserved
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 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 cffectiveness and safety of treatments for this vulncrable population.

o Sinccrcly,- | B -
- Nathaniel H. Murdock, M.D.
President
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The President
The White House Lo
" Washington, DC 20500

Dear Mr. Preaident: '

I write in suppoxrt of your Administration’s proposed
rogqulations on children‘s pharmacaucicalc. These new requlations
have the potential to do much to improve child health in America.
Your actions to raise the visibility of them will also educate
parents across the nation regarding important health issues
involved in giving pz‘escription drugs to childxeu

For too long the routine course hae been that drugs will be
tosted only for adult use and that parents, pediacriclans, and
. pharmacists will be left without solid data on which to base
dacigions regarding treatments for a sick child. T am informed
that 80 percent of drugs on the market have never been tested for
safety in children, even drugs that are routinely prescribed for
them. I am pleased that thesge regulatiun.a will finally addresa

!:his deficiency

, When the FDA regulationg becoms final, I am inforwed that
the new presumption will ingtead be that drugs vill be tested for
ch:!_ldzen’s use unless there is a reasoa not to. This is c:laarly ‘

" tha appropriate way to proceed

: I am particularly touched that much of this agtion has baen
tndertaken in the spirit of Elizabeth Glaser, for whom I had the
highest regard. PFrowm the first woment that I met her, to the
time she testified before Congress at my ipvitatien, to the last
days of her life, Elizabeth worked tirelessly to get drugs and
drug research for children. She was near desperation when she
first discovered that the drug that she herself was taking was
not available to treat her daughter, Ariel.. She and the
Pediatric AIDS Foundation, which she co- foundcd set themselves a
goal of ewsuring that thie does not happen again--for children

with AIDS or for children with any serious dlaease , ¢
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« I know I speak for the Foundation--and, I aw somshow sure,
for Elizabeth--when I thank you for your actions, congratulate
.you on the naew proposals, and exprese every hope and wish that
the broadest pogsible nucber of children will benefit.

£
‘.

ted States Senator

+ 4


http:Senat.or
http:Pcu:o.dac!oo.--.u4

" NACDS

* National Association of Chain Drug Stores

Thonae M. Rvan
Chairman of the Board .

Ronald L. Ziegler
President & CEO

August 11, 1997

The President
The White House
Washington DC. 20500

Dear Mr. Prcsxdcnt

On behalf of the members of the Nanonal Association of Chain Drug Stores, we are

writing to support the intent of a new proposed regulation to be issued by the Food and -
Drug Administration that would provzde pharmacists and other health care providers with -
additional information on prescription drugs that can be used in treatmg child illnesses. -

The National Association of Chain Drug Stores NACDS) membership consists of more
- than 130 retail chain community pharmacy companies. Collectively, chain comrounity
pharmacy comprises the largest component of pharmacy practice with over 86,000
pharmacists. These pharmacists are responsible for filling approximately 60% of the
move than 2.6 billion prescriptions dispensed annually in the United States.

Pharmacists are considered one of the most accessible and trusted health care
professionals, and frequently the oaly health professional available in many small towns
and rural areas. On a daily basis, community retajl pharmacists counse! 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 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 mformauon avaﬂable 10 health care providers in treatmg and counseling
panents '

Pregtdent and Chief Exegutive Officer
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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 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. . , o “

For years we have watched as life-saving drugs were approved for adults but not
for children. Nowhere has this been more dramatic and wisible 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 AmFAR have strongly supported FDA rules that have accelérated 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, ‘ , : ,

+ Mathilde Krim, Ph.D. Arthur J
Founding Co-Chair and Presidefit
Chairman of the Board

AMERICAN FOUNDATION FOR AIDS RESEARCH
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American \cadem\ of Family Physncmns
The doctors who specialize in you

August 8, 1997 ”

The Honorable William J. Clmton
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 medxcatxons

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 mmatxve
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 your‘lgest patients.

Douglas E. Henley, N
Chair, Board of Directors

2021 Massachusetts

Avenue, NW.
Washingron. DC
20036-101 1

(202) 232.9033
Fax (303) 2329044

E-mail: .
capitol@aafp.org
hitps//www.aafp.org

.
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 PEDIATRIC LABELING Qs and As

1. Why are you doing'this new? |

Despite efforts in recent years to address this issue, most drugs st111 lack adequate pedlatnc
 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 products already on the market, information is eventually made available to
physicians by journal articles, handbooks and other references, but usually years after a drug is
approved (and even then the information i 1sn 't avallable on the labe])

2. Can’t you | achxeve the same effect threugh voluntary comphanee"

FDA has taken a number of steps in.recent rears to. address inadequate pedxatnc Iabehng, : .
including issuing a rule in 1994 requmng 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, still lack adequate pedratnc labeling.

3. Gwen that the draft FDA reform 1egislatlon pendmg in Congress eontams ﬁnancnal mcentlves

to encourage voluntary cornphance why is this rule necessary'?

.This rule is intended to complement the financial mcentives 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 offermg a clinically significant use m chlldren carry adequate labelmg for their safe and .

effective use in chrldren

4. Have children been at risk in the past?

: The lack of adequate pedlatnc labehng has resulted in the use of many products that have only |
" been tested for adults, causing an increased risk of inappropriate and unexpected adverse effects.

Also, sometimes useful drugs not have been used in children because thexr eﬁ'ects in kids were
uncertam T .Y o - o . L S ‘

5. How many drugs that are‘commonly used in chfldréh lack this dataé o

. FDA estimates that one-half of the drugs approved in the past ﬁve years that had potenttal

useﬁﬂness in krds had no pediatric labeling at the time of approval.
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6. How many products will be aﬁ'ected by the rule?

FDA approves approxxmately 30.major new dmg advances each year. About half of those T

, products will 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 most drugs important to children will have directions for use in kids on their labels.

: 7. What kinds of drugs are commonly missing this pediatric data? -

" Drugs such as ant1~asthmattcs steroids, drugs to treat gastrointestinal problems, strong pain
medications, anndepressants and anuhypertenswes commonly lack appropnate ped:atnc labeling.

8. What do doctors do when they don‘t have this mformatlon?

‘Many physicians rely on referenced pediatric handbooks for dosmg and use information. Others
are reluctant to prescribe certam products to chddren wnthout adequate pedlatnc labeling on the
product. - .

‘9. When'can parents expect that information to support safe and effective use of products in
chlldren will become avallable ;

We believe that, in some cases, the information already exists and the diug 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 our 1994 regulation, where the effects of the product and the disease for which it
is indicated are suﬁicxenﬂy similar in both adults and children, these studies can be done within
one year

‘ .IO What drugs now have the best pedlatnc data?
o Vaccines and antlblotlcs are - the most adequately labeled drugs for oluldren
11. Why haven't compames provided this mformatxon in the past‘?

Some oompames do provide this mformatton however, pediatric labeling has not been required
until now. Lack of familiarity with pediatric studies, need for a pedlamc formuiat:on and cost
may account for the lack of adequate pedlatnc information. -

12; How much will this cost drug manufacturers‘?
‘The costs of pediatric studies will be less than 1% of the total costs of developmg adrug. FDA
estimates that the total annual industry costs will be less than $20 million per year (for a muln-
billion dollar mdustry) :

A}
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13. Will drug pricesincrease as a result of this regulation?

Because the cost of pedratnc studies to manufacturers is expected to be small itis antrcnpated that
there will be little or no pnce increases to patients

14. Does this regulation cover all drugs?

It covers all drugs that are wrdely used in, or 1mportant to, children.

\

15. Will this requarement hold up drug approvals?

. No, the proposal allows for postapproval submission of pedlatnc data if concerns about pediatric

testing arise prior to approval. Addmonally, the reqmrement may be waived in certain cases.

16. How will these waivers work and won’t they make the regul'atron meamngless?

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 1mpossrble or highly unpracttcal or pose undue risks to pediatnc patients.

17. Why doesn't it cover medical, dev:ces‘? Do we not have this kind of problem with rnedrca.l

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 kmd ofi |mprovement can we expect in our chﬂdrens health asa result of thls

regulatron'?

We expect safer and more eﬁ‘ectwe medncmes for children. The pnmary beneﬁts expected are the

* reductions in avoidable adverse drug reactions and under or over treatments that would result

from better informing health care practltroners about whether and in what dosages, a given drug

- was safe and effective for use in children.

19. When will this regulatlon 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 will 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 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 w1th the requirement. .
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20. What kind of "legal acnon" can FDA iake to force compames to provlde this data on

FDA can go to court and ask the court to order the company to ccmply thh the regulatlons If
the company does not comply, the court can unpose penalties..

21. Would pedxatnc study paruclpants hves be at nsk wnhout havmg all the adult data from the
start? ~ . ,

Pediatric participants are not enrolled in studies until enough data on the drug have been obtamed
so that the risk to the pedxatnc partlczpants is low.

LSS0 VS X )

1



.« AUG-BB-1937 @9:@B OME DEP DIR MGMT ' 202 395 6974 P.93/ES
’ ‘ , e | ‘ ‘ u : TLEUCIDDOT ra roes

>

o . This section contains a sunset provision that states
s that ne market exclusivity will be granted based on
pediatric studies begun after January 1, 2004. In .
_addition, the Secretary must complete a study and report to
Congress. no later than January 1, 2003, the agency’'s
experience under the program. The report must gﬁdress the
program’s effectiveness, the adeguacy of its‘xncen:ives,‘
the program’s econemic impact, and any suggestions for the
program‘s medification.

Sec. 6€19. Positron Emission Tomography.

Section 619 amepnds the FFDCA to include the regulation
of compounded positron emission tomography (PET) drugs.
The provision defines compounded PET drugs to mean drugs
that 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 with 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 with
the PET compounding standards and official monographs of
the United States Pharmacopoeia  {USP). : o

The act is further amended to provide that neither 2 New
Drug Application (NDA) nor an Abbreviated New Drug
Application (ANDA) 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 preducts. -

TITLE VII-FEES RELATING TO DRUGS

Sec. 701. Short Title.

Section 701 provides that this title be cited as the
"Prescription Drug Users Fee Reauthorization Act of 1897.*

Sec. 702. Findings.

. Section 702 sets forth four congressional findings: .
.. the prompt approval of safe and effective néw drugs: and.
-~ other. therapies 'is critical to improve public health; i (:
-additional ' resources  augmenting -the ' Food:
Administration’s (FDA) review of human drug applicatis
- servé the public health; (3) the succdessful Prescription
Drug User Fee Act of 1932 (PDUFA) program  réduced -drug
‘review times; therefore it should be reauthorized foi ‘an
additicnal -5 years and should be carried out by FDA with ..
more ambitious and comprehensive regulatory goals; (4) fees
authorized by amendments will be used to expedite the drug

TATAL B oz
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is no different for food contact substances being
marketed subject to a PMN. ‘

Section 617(c) specifies that this legislation shall
be effective following 18 months from the date of its
enactment. PMNs may be filed after this period (and =
become effective 120 days after their receipt by FDA)
without regard to whether FDA has issued regulations

implementing this legislation. ‘
Sec. 617. Health Claims For Food Products.

Section 617 amends section 403(r) (3) (21 USC 343({r) (3))
of the FFDCA. It provides an altermative to the current
- standard and review process by allowing health claims to be
made based on information published by authoritative U.S.
government scientific bodies. The fnew provision will allow
a health claim in food labeling without FDA authorization, ..
if it consists of or will otherwise summarize or reflect
information c¢ontained in a publication of a Federal
Government scientific organization or some component of the
National Academy ¢f 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
e to its appearance in the marketplace. A claim meeting the
' requirements may be made until a final regulation,
prohibiting or modifying the c¢lain, . becomes effective, or
a ‘U.S. District Court determines that the nutritional
claims requirements have not been met. ‘

% Sec. 618. Pediatric Studies Marketing ’Exélusiw’ ty. N

~ Section 618 amends Chapter V (21 USC 351 et. seq.) of
the FFDCA by creating new séction 505A--Pediatric Studies
of Drugs. TIf, prior to the approval of a new drug, the
Secretary determines that information about the drug will
produce health benefits in a pediatric population, and
makes a written request' 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 exclusivity as well.

Within "180 days of enactment, the -Secretary, after
consultation with experts. must develop and publish an -
~ ipitial . list  .of approved drugs 'for which additicnal . . e
w-pedidtrici information may produce health ‘benefits:...When L
. the Sécretary 'has' formally .requested pediatric.: studi
.. those’ studies must be conducted by & written protocol
.. agreéed togby‘thé§3§6nsor}'pa:entiholﬁerf'and~the'secréﬁéf?;
-'Less 'than':60 days ‘after the pediatric studies have been
submitted; the Secrestary must determine whether the studies
were done properly  and notify the sponsor or holder:. . ‘In
~addition, 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

# FILE No. 685 08,06 97 17:44 ID:AHER.ACADEMY PEDS. 1 202 393 6137 o PAGE 1

s
el

- American Academy of Pediatrics
Department of Government Liaison
Suite 400 North
601 13th Street, N.W. .
- Washington, D.C. 20005

Phone: 800/336-5475 or 202/347-8600
Fax: 202/393-6137

To: Chris Jennings
A 3

Fax #:  456-5557 Phone#: . ‘

From: ~ Elaine Holland \
Assistant Director (x300S).
Date: August 6, 1997
. Page 1 of |

Re: Per our conversation. Talk with you tomorrow.
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Company Name Address

Phone Number  Fax Number

:}{\_merican Lecithin PO Box 1908
‘Company 33 Turner Road
S Danbury, CT 06813-1908

203/790-2700 203/790-2705

‘Beiersdorf Inc. PO Box 5529
Norwalk, CT 06856-5529

203/583-8008

Boelwinger [ngelheim 900 Ridgebury Road
Pharmaceuticals, Inc. PO Box 368
Ridgefield, CT 06877-0368

203/791-6194

‘Gray Pharmaceuticals  Affiliate, The Purdue

Ca. Frederjck Company

~' " 100 Connecticut Ave
Norwalk, CT 06850-3590

203/853-0123

Eli Lilly and Company 300 First Stamford Place
Regional Sales Office Stamford, CT 06902

203/357-7228

Miles Inc. 400 Morgan Lane
‘Pharmaceutical West [{aven, CT 06516
Division

800/468-0894
203/937-2000

The Purdue Frederick 100 Connecticut Ave
-Company Norwalk, CT 06850-3590

203/853-0123

Poke Wilkco n-s 103 B4 (gggl‘
Elgine Hollavd~31]-
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- Date: Wednesday, August 6th

Caller _ _ | Phone Time Message = . . . Response
Rick Pollack 1800-913-3188 | 12:45 pls call
JenKlein 6-2599 - -1 12:15 - | pls. Call her ASAP
Rich Boxer . 414/5273000 | 11:55 Pls call |
Rick Khan; | _ 703/299-2065 12:00 Is Newt Gingrich invited to this event? The 'spea.ke__rsf ofc called

and expected to be invited. '

Jay Hoover | 67103 . Medicare Commission
Michelle in Rahm’s office 62531 |1:30 | pls call

Vicki Radd L 6-7176 2:10 =
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Date: Friday, March 14, 1997 @ @f q (l _()(L/QD
- FOR IMMEDIATE RELEASE - t \
Contact: Food and Drug Administration Jason Brodsky: (301)827-3417 .
Broadcast Media: (301) 827-3434, Consumer Hotline: {(800) 532 4440 .

FDA Approves First Protease Inhlbltors With Labehng For Use
In Children

The Food and Drug Administration today approved two HIV protease inhibitors -- some of the 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, r1t0nav1r a prevmusly approved protease inhibitor, also received "pediatric use" labeling
today. « '

"Today's actions not only add another powerful weapon to our arsenal for treatiﬁg HIV infection, but
provide us with critical information on using these cutting edge drugs to help HIV-positive chxldren
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) and CD4 cell counts until mformatmn about clinical endpomts such as dlsease progressmn or
mortality is available.

FDA based its approval of nelfinavir 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 dmgs approved
for treatment of HIV, combmatlon 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 asthenia.

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 Norvir by Abbott Laboratories.

Note: HHS press. reléases are available on the World Wide_Web at: http://www.dhhs.gov.
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