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Presic]e_nt to Order Drug Makers to Conduct Pediatric Studies

By ROBERT PEAR

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

The officials said they decided to

require such studies because drug .
companies were not doing enough--

pediatnc studies on their own.

Mr. Clinton will announce the new
policy on Wednesday at the White
House, the officials said.

Chris Jennings, a White House
aide who coordinates health policy,
said: ‘‘Medications used for pediat-
ric populations have been woefully
and inadequately tested to date. Only
42 percent of drugs that have proved
highly usefut in pediatric populations
have been tested on children.”

The-brder is the latest example of
the Clinton Administration's empha-
sis on protecting children. Mr. Clin-
ton recently persuaded Congress to
create a health insurance program
- for children. Under his direction,
Federal agencies are trying to halt

the sale of tobacco 10 minors and to |

protect children from environmental
health hazards, sex and violence on
television, and liquor advertising.

Under a rule to be issued on
Wednesday by the Food and Drug
Administration, Mr. Jennings said,
“we will require drug manufactur-
ers to conduct studies to determine
the safety and appropriate dosage
levels for any prescription drugs
used widely by chlldren .

In addition, he said, ““we will re-
quire appropriate labeling” to re-
flect the results of those studies.

Alan F. Holmer, president of the
Pharmaceutical Research and Man-
ufacturers of America, a trade asso-
ciation for drug companies, said the
industry would work with the Gov-
ernment in a cooperative spirit.

By JAMES DAO

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

The three-year-old argument
came to the forefront on Monday
when the President used his new line
item veto powers to delete a Federal
budget provision intended to pre-
serve rules that have allowed New
York State 10 collect up to $2.6 billion
in Federal Medicaid matching funds
since 1992. State officials say they
are concerned that the veto will lead
to a reduction in Federal Medicaid
payments to the state by $200 million
or more in the coming year.

Because the Medicaid {unds in dis-

*“1 would éxpga that there would

be some increase in testing of drugs
in children as a result of this regula-
tion,” he said, ‘‘but it’s hard to deter-
mine the precise magnitude until we

have a chance to see the text of the |

regulation.”

Dr. John D. Slegfned deputy vice

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

“F.D.A. assumes that thousands of -

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

n addition, he said, children of
di’rerent ages may react differently

tojthe same dose of a particular drug. ,

So the studies will be -difficult to
deSLgn

" Under the proposed regulanon

drug companies would not have to
evaluate a new drug in children if it
was ‘‘impossible or highly impracti-
cal” to do so.

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

Many drugs used by children, in-
cluding asthma medications and

" adults. Under the new rule};

tary of Health.and Human Services,
said: “‘Children are not simplysmall

turers of drugs likely to-be used- by.
children will be required to. complete

studies and place, information won
drug labels to help: physxc xmake-,
scientifically . based dec1sxons *when'
prescribing drugs for children.””

In addxuon Mr Holme' sal , drug’

drugs, welcomed the resxdent s im-
tiative,

*“This is one of t.he most h'nportant
advances for pediatric drug therapy
in several decades,”™ Dr. Ward said.in
an interview. “It will imgr . the
information that doctors have:ayail-
able to'them when. they:selectiand

antibiotics, have not been specifical-
ly studied in children or approved for
use in children. They are approved
for adults and prescribed for chil-

dren, for uses not specifically recog-

nized on the labels.

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

But Donna E. Shalala,_the Secre

pute have helped finance health care
programs for the poor, Mr. Clinton’s
veto came under intense attack by
state labor leaders, hospital officials
and political leaders in both parties
today, many of whom said they had
already begun lobbying blitzes to

persuade the President to reverse_ -

his action.

Amid the protests, Chris Jenmngs
deputy assistant to the Président for
health policy, said that he would at-
tempt to convene a meeting between
budget and health care advisers to
the President and aides to Mr. Pa-
taki and Mayor Rudolph W. Giuliani
within the next several weeks.

“We will do everything we possi-
bly can to work this out,” Mr. Jen-
nings said.

His remarks came as an array of
Democratic and Republican officials
denounced Mr. Clinton’s inaugural
use of the line item veto, saying it
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-was mappropnate a,n& ‘

prescribe medications for.children,” -
For example, Dr:; Wart

s {43 Pa-
tients with asthma are often treaxed
with steroids taken through an inhal-
er. These are among the- mosf effec- .
tive treatments available.. for.asth:
ma. But drug companies :havg S0t
spent the money.or.the time tp
these drugs in large £Ioups, ong.hﬂ-'
dren and to submit the data .tg;the
F.DA." . ; -
Susan DeLaurenu
of the Pediatric - AlDS
praised the new.rule
“Drug companies:will,
to evaluate the safety<and. dosmg ~0f
drugs that wilkbe used in children,”
she said. ““They are not’ requued to
do that now. This.is.a huge cha.nge
It’s fantastic.”” : .

] frw ’f"x‘
10,
challenge it in court,
At City Hall, Mr. Gi
ing with several’ Dem ,cr:;
bers of Congress, . saxd that,
Clinton did not reverse] ction; tt the
city would start a 1awsu1 challepg-
‘ing the constitutionality.: ‘of . th _;;lme,
item veto. “I think the:caseis
strong one,” Lhe Repubhcan
said. SR el
In Albany, aldes to State Comptrol—
ler H. Carl McCall, a Democrat, said
that he had spoken today:to.Clinton.
Administration officials, ‘including
Treasury Secretary Robert E::Ru-
bin, urging them to resolve. the dis~
pute quickly and in a way:that would
not be costly to the state:vr 3
“The Comptroller: believes::the:
President was wrong 1o havesmg\ed
out New York and vetoed this-pravi-'
sion,” said Steven : Greenherg,i1a’
spokesman for Mr. McCall::i0% -




Clinton Wants Drug-Safety Tests for Children

THE V

VALL STREET JOURNA

By LAURIE MCGINLEY
Staff Reporter of THE WALL STREET JOURNAL
In 2 major change in the nation's drug-
approval policy, President Clinton will
propose today that new drugs likely to be
prescribed for children should first be

| PHARMACEUTICALS

tested on .kids for safety, dosage and, in

some cases. effecliveness.

The policy could pose a quandary for
the drug industry, which would face new
research costs but can't afford to appear
insensitive to children’s needs. Alan
Holmer, president of the Pharmaceutical
Research and Manufacturers of America,
the industry’$ Washington-based trade
group, said manufacturers are committed
to increasing) their pediatric testing but
questioned whether a government man-
date is needed.

The drugiesting proposal follows an
increasing clamor from children’s health
experts about what they see as a growing
problem: Drugs commonly used for kids
often don't ~ and, indeed, aren't required
to — undergo pediatric testing. In the case

of new AIDS drugs, doctors have been .

reluctant to prescribe them to children

because they don't know how the drugs,

which have severe side effects, will work.

Only about 40% of drugs considered
highly beneficial for young patients un-
dergo pediatric testing, including medica-
tions for such’common childhood ailments
as asthma, allergic reactions and ear
infections, administration officials say.
Qnly about 20% of the drugs on the market
have been tested on children.

White pediatricians often prescribe
drugs that haven't been studied. in chil-
dren, they frequently lack important infor-
mauon on precisely how much medication
to use and how it will affect their pa-
lients.

As a result, physicians are sometimes
forced to choose between “‘prescribing
drugs without well-founded dosing and
salely information or utilizing other poten-
tially less effective therapy.” says a copy
of a draft Food and Drug Administration
rule. In fact, administration officials say,
the percentage of drugs tested on children
is decreasing. and is largely absent for
children under two years of age. In
the case of AIDS, only five of the 11
approved drugs have been tested in chil-
dren.

The administration estimates the plan
would cosl the drug industry between $13.5
million and $20.9 million a year. Part of
that reflects a requirement that manufac-
turers develop drug formulations, such as
liquids. that could be used by children. *

Mr. Holmer of the drug makers’ group
called the administration’s cost estimate
oo low. It widely misses the mark and
fails to reflect the enormous scienlific
difficulties that are often invoived” in
cunducting pediatric fests and developing
tormulutiuns for chlldren, he said.

Industry officials say that pediatric
trials are particularly challenging because
parents are often reluctant to enroll their
children. Another problem: The tests may
have to be repeated in children of different
apes to get enough useful information.

But health groups and administration
officials note that drug companies have
been conducting sale clinical trials involv-

ranging in age from newborn through}ls,

ing children for years. - Sa!gr!,,ls’
concern,” says Susan . DeLaurenti
founder of the Pediatric AIDSFoupd
a Santa Monica, Calif., group:
pushed hard for increased pediatricitest:
ing. She notes that both' the' Am=
Academy of - Pediatrics and thi .
government have issued guidelines W i
to conduct such'tests ethically. And qthej
AIDS activists say the regulatlon Vinua,lly
ensures that manufacturers -developing .
the next generation of AIDS drigs condjict
pediatric testing before seeklng FDAaD: .
proval.  ». "

The Clinton admzmstrauo KIE
would require prescription drug makersIo :
submit pediatric data (o.the FDA wher
they apply for approval to sell the d.rugs_
adults, or shortly after .appRal
granted. The rule would cover. drugs tha
are expected to be & slgnlﬂcant &)
for children and medications-likely: fo: i
taken by more than 100,000 children & yéar:
The FDA expects 12 of the mew’ dpuggat
approves each year to trigger.the:
ments, and it would decide
were.

While manuracturers that
ply would face court action and |

e Tu

Continued From Page Bl %
wouldn't be threatened with drug- approval
delays or product recalls —enforcement ac-
tions the administration re)ected as uneth "
ical. :
For drugs already on the markel. mah--
ufacturers would be required to’submit-
pediatric information if there were ‘‘com-"
pelling circumstances” — {or example;
the drugs could help children but:weren't..
being used because of a dearth of data. In -
cases where children and adults are:af-
fected similarly by a disease, companies .
would have to test a drug for ‘safety and ;
dosage but not pertorm mare, elaborate_:
elfectiveness testing. ~
Some drug cumpames are a.lready
ing their drugs in children. A Glaxo. Well :
come PLC spokeswoman says the company
includes pediatric studies for:its HIV
drugs, among others. Glaxo also testeq its
drug Ultiva, an analgesic used-ianesthe-
sia procedures, in childreq tmd dlder,
and it is now testing the drug: uvchlld:en

ms_of_Glaxo's -asthma” drug,

Ventolin, are approved !or —thlldren a.s‘
young as two, she adds. - .

SmithKiine Beecham PLC is testing us
antidepressant, Paxil, in young peopleJ&
spokesman says. He also notes that the:.
company conducted pediatric trials for .|
leading antibiotic, Augmentin. - Cl

A spokesman for Novarts AG,..thg:
company that makes Ritalin, says the dmg
to treat attention deficit disorder has ped|
atric approval but isn't recommended-
children under six years of dge. He di
clined to comment on the proposed require-:’
went (o fest drugs in children bocnu.le lhd.
compuny hasn't seen the proposal, = =i

The new rule, which is stil}- subject
change, will become effectlve sometlmg_
after the close of a 90-day public-comment
period. Manufacturers submitting” neu?
drug applications would have-between 15 /
4nd 2! months to hand In kids': stud!es(*
depending on when they med the ¢
application. 3.
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Drug ‘quantum step’ in treating heart disease

By Steve Sternberg
USA TODAY A’

A new drug for people undergoing
coronary angioplasty cuts their risk of
death, heart attack and collapsed
blood vessels, but it may be too costly
for all but the sickest people.

The anti<clotting drug, abciximab,
reduced the one-year death rate by
19% and the three-year death rate by
13% overall, researchers say.

The drug worked best in the sickest
people: one 12-hour intravenous infu-
sion cut the death rate by 60%.

“"We have never seen any drug that
has a lasting impact on patients un-
dergoing angioplasty,” says lead in-
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vestigator Eric Topol, of the Cleve-
iand Clinic Foundation.

About 1 million people each year
undergo coronary angioplasty in
which a balloon is opened inside an
artery to clear a blockage. For half,
the newly opened arteries collapse by
the first anniversary of treatment.

Like aspirin, the new drug prevents
blood clots from forming and may
also block inflammation within blood
vessels, reducing the odds that a new-
ly cleared artery will collapse.

The new drug says Topol, “takes
aspifin a quantum step further.”

The drug, which is sold as ReoPro,
is in the vanguard of a powerful new
class of drugs that prevent clot-form-
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ing red blood cells from clumping.
David Fischman of the Jefferson
Medical College in Philadelphia says
researchers are now also trying to
make oral versions of these drugs.
The study is an extension of an ear-
lier one. In the new trial, doctors mea-
sured the drug’s long-term benefit in
2,001 people; half got abciximab be-
fore angioplasty, half a placebo. The
findings are in today’s Journal of the

American Medical Association.
The drug, made by Centocor Inc. of -

Malvern, Pa., costs $1,350. Since it ap-
pears to work best in the riskiest pa-
tients, Fischman notes in a compan-
ion editorial that it may be too costly
to use in low-risk patients.
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ReoPro is given before balloon angioplasty. it
is given intravenously over a 12-hour period.
Cost: About $1,350.  pyatelets

D 2 18 4
inflating the  To heal the injury, ReoPro stops

balloon red blood cells ~  platelets from
injures the  (platelets) form  clumping,
innerwall of clots that stop allowin? blood
the artery blood flow. to flow lceely.

Source: Eric J. Topol, Cleveland Ctirec Foundaton
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“The order is the latest example of the Clinton
Administration’s emphasis on protecting children. Mr.
Clinton recently persuaded Congress to create a health
insurance program for children. Under his direction,
Federal agencies are trying to halt the sale of tobacco to
minors and to protect children from environmentai health
hazards, sex and violence on television, and liquor
advertising.”

-Robert Pear,
New York Times
August 13, 1997



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

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

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

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

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

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

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

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

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



PRESIDENT CLINTON ANNOUNCES NEW MEASURES TO INCREASE
AVAILABILITY OF INFORMATION ON SAFE USE OF MEDICATIONS USED
TO TREAT CHILDREN
August 13, 1997

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

WHY THIS REGULATION IS NEEDED

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

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

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

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

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

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



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

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

SUMMARY OF THE RULE

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

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

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

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

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

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

2) [f the product is indicated for very significant or life threatening illness, but additional
dosing or safety information is needed to permit its safe and effective use in pediatric
patients.
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THE WHITE HOUSE
WASHINGTON

August 12, 1997

PEDIATRIC DOSAGE AND LABELING ANNOUNCEMENT

DATE: August 13, 1997
LOCATION: Rose Garden
BRIEFING TIME: 1:15pm- 1:35 pm
EVENT TIME: 1:45-2:15 pm
FROM: Bruce Reed

PURPOSE

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

BACKGROUND

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

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

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

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



1.

VI

PARTICIPANTS

Briefing Participants
Secretary Shalala
Bruce Reed

Chis Jennings

Jennifer Klein

Maria Echaveste

Events Participants

Vice President

First Lady

Secretary Shalala

Parent of child with asthma

Meet and Greet Participants (Prior to Event)

Bill Schultz, Deputy Commissioner of the FDA, and family.

Mike Freedman, Acting FDA Commissioner, and family.

Dr. Joseph A. Zanga, Vice President, American Academy of Pediatrics

Susan DeLaurentis, Co-Founder, Pediatrics AIDS Foundation

Francesca Del.aurentis, daughter

Lawrence McAndrews, President and CEQO, National Association of Children’s Hospitals

PRESS PLAN
Open Press.
SEQUENCE OF EVENTS

- You will be announced onto the stage accompanied by stage participants.

- The First Lady makes welcoming remarks and introduces Secretary Shalala.

- Secretary Shalala makes remarks and introduces the Vice President.

- The Vice President makes remarks and introduces parent of child with asthma.
- Parent makes remarks and introduces you.

- You will make remarks and then depart.

REMARKS

Remarks Provided by Lowell Weiss in Speechwriting.



SUPPORTERS OF THE PRESIDENT'S INITIATIVE ON
PEDIATRIC LABELING

PROVIDERS

American Academy of Pediatrics
American Academy of Family Physicians
American Medical Association
National Association of Children's Hospitals
National Association of Pediatric Nurse Associates and Practitioners, Inc.
American College of Physicians

CONSUMERS

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

Juvenile Diabetes Foundation International
National Organization for Rare Disorders
Center for Medical Consumers
National Medical Association

PHARMACY

National Association of Chain Drug Stores

OTHER VALIDATORS

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



QUOTES SUPPORTING THE PRESIDENT'S ANNOUNCEMENT ON PEDIATRIC
LABELING

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

—— C. Everett Koop, M.D., Sc.D.

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

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

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

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

—— American Academy of Pediatrics



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

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

—— American Academy of Family Physicians

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

—- National Association of Chain Drug Stores

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

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

—— American Medical Association

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

—— Generic Pharmaceutical Industry Association



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

—~ Senator Barbara Boxer

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

—— Pediatric AIDS Foundation

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

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

"As parcnts and pediatric providers understand all too well, children are not miniature adults.
Their health care needs are not appropriately met by providing either adult-sized treatments or
even miniature versions of them. All too often, our children's care givers must rely only on their
personal judgement in deciding which drugs and which dosages are best suited for their
paticnts.”

-— National Association of Children's Hospitals



“The Juvenile Diabetes Foundation International (JDFI) applauds President Clinton's lcadership
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 thcrcfore may requirc additional measures to ensurc that they receive
the best possible trcatments currently available.”

—— Juvenile Diabetes Foundation International

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

—- Amecrican College of Physicians

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

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

—- National Organization for Rare Disorders, Inc.

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

usc.

—— Center for Mcdical Consumers



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

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

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

—— National Mecdical Association
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C. EVERETT Koor, M.D.

August 12, 1997

Honorable William J. Clinton
The President
The White House

1600 Pennsylvania Avenue

Washington, DC
Dear Mt. President:

I am writing to applaud the efforts of you and your Administration on children’s
pharmaceuticals. After long years of working with inadequato data, the nation’s physicians,
phammacists, 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, [ know how desperate families can become when
their sons and daughters are sick. The current drug approvel system usually leaves them with
only two choices: Give the children drugs that have not been tested for safety or withhold a

treatmeat that works in adults. It is an unsatisfactory choice.

Instead, the policy you are proposing would create a new and better choice: drugs that
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.

Sincerely yours,

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

67 DVMOCKACY BOLH VAL, SUNTE HIZ, BRTHESOA, MD 20817-(129 (301 493663 FAX (301) 4931160




- BARBARA BOXER
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August 11, 1997

The President
The White Houde
Waahlngton, DC 20500

| Dear Mr. President:

T write in support of your Administration’s proposed
rogulations on children‘s pharmacauticals. These new requlations
have the potential to do much to improve child bealth in Ametica.
Your actions to raise the visibility of them will also educate
parents across the nation regarding iwmportant health issues
involved in giving pr'escription drugs to childzen

For too loog the routine course has been r.hzt drugs will be
testaed only for adult use and that parents, pediatricians, and
pharmacists will be left without solid data on vhich to basge
dacigions regarding treatmants for a sick child. I 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 these regulatiana will finally address

_Chis deficlency.

When the FDA regulatiang become final, I am inforwed that
the new presumption will ingtead be that druge will be tested for
c.hildmn'a use unless there is a reason not to. This is clearly

the appropriate way to procead.

I am particularly touched that much of this agtion has baen
undertaken in the gpirit of Elizabeth Glaser, for whom I had the
highest regard. From the first woment that I met her, to the
timec she testified before Congress at my ipvitation, to the last
days of her life, Elizabeth worked tirelessly to get druge and
drug research for children. She was near desperation when she
firat diecovered that. the drug that ghe herself was taking was
not available to treat her daughter, Ariel.. She and the .
Pediatric AIDS Foundation, which she. co-fomded ‘set themselves a .

of ensuring that thia does not happen’ again--for children R

with AIDS or for children with any eeriaus dlaease.
. 700 MONTAOMIRY STAEET (] 1290 GAST urCrIN HIGHWAY (] €54 CARTGL Mall O 220 TULARS CTRECT (O 8268 ETAST bu] 119 o™ L STREGT
FNTE 3460 SUITY sa¥ GUATT 6344 UL 13 . SUTE 000 KATC 10
CAN FRANCECD Ca 34113 €L SECUWDA, CA 9804S SACRAMENTY, CA 581 a FASTNO, CAa T AN OrCAQ. CA 13101 BSAK GERNARDIMG, CA 2001
(R &3 6100 N 41850 . ne QY O «83-5 e 18§ P orou] B854SS5

TETED Ox pCCVOLLO Patin



e - ———————— o —

I know I gpeak for the Foundatiop--and, I aw aomehow sure,
for Rlizabeth--when I trank you for your actiona, congratulate
you on the new proposals, and expregse every hope and wish that
the broadest poggible number of children will bepefit.

bara saaé;—ﬂl”

Opnited States Senator

& rely,
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DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION
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~

OFFICE OF POLICY

REGULATIONS POLICY AND
MANAGEMENT STAFF

5600 FISHERS LANE
HF-26, ROOM 12A-17
ROCKVILLE, MD 2085

FAX: 301-443-2046
PHONE: 301-443-2480

DATE: August 12, 1997

TO: Sarah Bianchi FROM: Diane Sullivan-Ford
FAX: 202-456-5557 ' :
PHONE:

Number of Pages (including cover): 3

RE:Pediaric Labeling proposed rule - fact sheet revisions (again) and revised Qs
and As. :

Any questions, call me at 301-827-0870
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202/347-8600
800/336-5475
PRESS STATEMENT on
CHILDREN AND DRUG LABELING
(This statement can be attributed to Joseph R. Zanga, M.D., AAP Vice President)

The American Academy of Pediatrics enthusiasticully applauds President Clinton’s efforts to
cnsure that children will no longer be “therapeutic orphans.” Thanks to the proposed Food and
Drug Administration (FDA) regulations, drug manufacturers will routinely conduct pediatric
studies of most ncw and specific classes of drugs already in the market. The availability of
mcdication approved for infants, children and adolescents just took a much necded step today,
and the President is to be commended.

Several members of Congress, including former Sen. Nuncy Kassebaum (R-Kan.), have long
recognized the need to actively pursue this goal. We believe the proposed regulations will
complement AAP-backed legislation introduced in the 105th Congress. The Better
Pharmaccuticals for Children Act, sponsored by Sens. Christopher Dodd (D-Conn.) and Mike
YeWine (R-Ohio), and Reps. Jim Greeawood (R-Pa.) and Henry Waxman (D-Calif.), will
solidify the establishment of a drug development system that meets the unique needs of children.

‘Proper drug studies must be done to ensure that children receive optimal treatment. The wrong

drug, or even too much or too little of the night drug, does no good and may do harm. Curreatly,
only 20 percent of all drugs marketed in the United States have been labeled for use by infants,
children and adolescents. As a result, pediatricians must prescribe drugs based on information
from limited medical studies, rather than more comprehensive clinical trials in children. Adults
have had the benefits of testing and labeling for over half a century. For children, we label the
food they eat and the television shows they watch. However, when it comes 1o prescribing
children’s medicine, information about how much and how often to give it to them is sorely
lacking. For example, asthma is the leading cause of hospitalization of children in the United
States, and commonly affects children younger than age 5. Despite that, there is only one
asthma drug labeled for use in children under the age of 6.

The impact of these proposed regulations, properly implemented, cannot be anderstated.
Pediatricians and other health care protessxonals will now be armed with more precise
information that takes into account various ages and stuges of chlld development S0. thax the best
drug, at the nght dos«., can b¢pre>cnbcd e SR ;

N \
HEH
The American Academy of Pediatrics is an organization of 53.000 primary care pediarricians,

pediatric medical subspecialists, and pediatric surgical specialists dedicated to the health.
safety, and well-being of infanus. children, adolescents and young adults.
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Honorable William J. Clinton
The President

The White House

1600 Pennsylvania Avenue
Washington, D.C.

Dear Mr. President,

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

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

Ariel.

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

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

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

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

For thag I am grateful to you. Oncc again you have demonstrated that this i is an

_ Admmlstratxon that tmly cares about chlldrcn

o
Smcemly yours

Co-founder

CQ -FOUNDERS: Susun Delaurentis/Elizabeth Claser/Susie Zeegen
131t Colorado Avenue, $Santa Monlca, Califarnia 90404
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LANWRENCE A, MCANDREWS. FACHE
President & Chief Executive Ofticer

N.A.C.H...lo..lc-...llo-lc..c.o...-..

Statement
Lawrence A. McAndrews

CHILDREN’S HOSPITALS URGE FEDERAL ACTION
TO STIMULATE MANUFACTURERS' TESTING
OF PHARMACEUTICAL PRODUCTS FOR CHILDREN'S USE

August 13, 1997

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

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

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

These researchers included aca_dé_:xhic leaders from Children’s Hospital in
Boston and Le Bonheur Children’s Medical Center in Memphis. They

recognize that the mérket,"s'fniluté would not be a problem if children’s hé:ﬁth o

care needs were identical to those of adults. But that, of course, is not the

case. As both parents and peédiatric providers understand all too well, children
are not miniature adults. Their health care needs are not appropriately met by
providing either adult-sized treatments or even miniature versions of them.

401 Wethe Sreer. Alexandria VA 22314 An Adfiliate of the National Association of

(7O3) 634-1335 Fax(703) 684-1589 Childien's Hosouals & Relaved Instioations



All too often, our children’s care givers must rely only on their personal
judgment in deciding which drugs and which dosages are best suited for their
patients. Because they devote such a large share of their services to children
with complex conditions requiring specialized care, children’s hospitals are
very aware of the limited extent of testing and labeling of pharmaceuticals for
children.

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

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

According to the National Science and Technology Council's April 1997
prepublication report on “A National Research Initiative for America’s Children

for the 21st Century,”

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

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

Just last week, Congressxonal and White House commitment to bxparusanshx e
in budget policy helped to launch the most important new federal s
commitment to strengthening children’s health insurance coverageina * :
generation. We are confident that the same spirit of bipartisanship can lead to
effective federal policy combining appropriate incentives and regulationsto =~ —
ensure the necessary testing of pharmaceutical products for pediatric use,

which both children and their parents deserve.



Juvesile Diabetes Foundatien Internationsl
The Diahetes Research Foundation

Gowerament Relations

August 12, 1997

Contact: Eric Schutt (202) 371-2760

Statement Provided by the Juvenile Diabetes Foundation [ntemational (JDF)
Regarding Proposed Regulation on Pediatric Labeling:

The Juvenile Diabetes Foundation Intemational (JOF!) 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.

3400 I Street NN - Suite 500 - Washingtoa, D.C. 20005 - 202-371-9746 - Fax: 202-371-2760



physician's clinical decision’s must be based on scientific evidence, and the , ..
i take us another step towards evidence-based medical practice.” American College v,



American Medical Association

Physiclans dedicated to the heaid: of America

Statement

FOR IMMEDIATE RELEASE July 13, 1997

AMA CELEBRATES PEDIATRIC LABELING PROPOSAL
Stresses need for clinical research and dosage information specifically for children

Statement attributable to: Yank D. Coble, MD
Trustee, American Medical Assocjation

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

“Currently only about 20% of all prescription drugs marketed in the U.S. are Jabeled
specifically for usc by children. As a result, many physicians prescribe drugs for children

- based on limited research, and without comprehensive information based on clinical trials
with children. We hope today’s move will dramatically increase the amount of
information available, allowing physicians to more confidently treat children using a
wider range of prescription medications.

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

“The AMA has also supported the Better Pharmaceuticals for Children Act, sponsored by
Sens. Christopher Dodd and Mike DeWine and Reps. Jim Greenwood and Henry
Waxman. This bill, introduced in the 105th Congress, would provide incentives to drug
manufacturers who conduct pediatric studies and provide pediatric dosage formulations.

“We lookforwardtowoddngudﬁ:deresidcntandCongmsonﬁitumeﬁ'orts to insure
that America’s children have the best health care possible.”

#.__

For more i_nfdfmaﬁon; please cbntact; N Brenda L. Craine
o ' ' AMA Washington
202/789-7447

1101 Vermont Avenne, NW

Washington, DC 20005
2012 789-7400
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August 12, 1997

President Bill Cjnton
The White House

1600 Pennsylvania Ave.
Washington, DC

Attention: Barbara Wooley

Via FAX: 202-456-6218

Dear President Clinton:

ot o P dartreys
o e bgac . @

The National Organization for Rare Disorders (NORD), representing an estimated 20
million Americans with more than 5,000 rare “orphan diseases,” applauds your
important initiative to ensure that pediatric information 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 henceforth manufacturers will be required to include children in clinical trials, and
that data from pediatric studies will be included on pharmaceutical labeling. The
inclusion of an enforcement mechanism is vital to the success of the new regulation,
ensuring that all manufacturers will obey the new rule.

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

Wuuc'd.‘:-oduzw . . .
Obeensive Comphisiva disorders, most of which are genetic, we are truly grateful for your leadership and
proartact - - . - - .
Ouaotc 3nd Hyparsaakuria Foundston concern for improving the lives of America’s children,
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American Academy of Family Physicians
The doctors who specialize in you

August 8, 1997 ”~

The Honorable Wiliam }. Clinton
The White House
Washington, DC 20500

Dear President Clinton:

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

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

Sincerely,

Lpste S Moy 2

Douglas E. Henley, MD
Chair, Board of Directors

2021 Massachusens
Lenue, Nw
%azhingtan. DC
20036-1011

(2621 2329033
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CENTER FOR MEDICAL CONSUMERS

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

August 12, 1997

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

Dear President Clinton:

I am writing to express my support for the FDA's proposed requirement that drug manufacturers
provide more labeling information about the safety and efficacy of their products for use in
pediatric populations.

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

may differ among age groups.

If is time to stop putting children unnecessarily in harm's way by improving the information
required on drug labeling pertaining to pediatric use.

Arthur Aaron Levin, MPH
Director

Sincerely,



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 leadership in
addressing pediatric pharmaceutical research and labeling.

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

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

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

Smocn:ly.

Obie Dol

Parricia Franklin, MSN, RN, CPNP
President

1101 Kings Highway, North, Suite 206 / Cherry Hill, New Jersay 08034-1912 / 603-667-1773 / FAX 609-667-7187

F.mail: 74924 K1/ \Anmniicanrse CAam lntormat v nennan ~en




NACDS

Nadional Association of Chain Drug Stores

Tr {. Rvan
C . uf the Board

Ronald L. Ziegler
Presidens & CEO

August 11, 1997

The President
The White House
Washington DC. 20500

Dear Mr. President:

On behalf of the members of the National Association of Chain Drug Stores, we are
writing to support the intent of a new proposed regulation to be issued by the Food and
Drug Administration that would provide pharmacists 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 community
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 anmially 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 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 information about proper dosage for the use of adult medications by children
would further assist pharmacists and other providers in determining the appropriate use of
these medications for children. We strongly support efforts that would increase the
amount of useful information available to health care providers in treating and counseling
patients,

ent and Chief Exegutivc Officer




National
Medical
Association

1012 Tenth Steeet, Northwest
Washingron. D.C. 2000{-$492
(202) 347-1895 FAX (202) 842-3293

SENT VIA FACSIMILE TO 202/456-6218

Aupgust 12, 1997

The White House

Office of Public Liaison
Attention: Ms. Barbara Waaley
122 Old Exccutive 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
climinate disparitics 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 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 cffectiveness and safety of treatments for this vulncerable population.

Sincerely,

Pt i sk
- Nathaniel H. Murdock, M.D.
President
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Respectiely submted
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AmIAR

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.

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

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

Sincerely,

Mathllde Kmn, PhD. . . o Arthur J
Founding Co-Chair and Presidefit
Chairman of the Board

AMERICAN FOUNDATION FOR AIDS ESEARCH
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August 12, 1997

William J. Clinton
1600 Pennsylvania Avenue, NW
Washington, DC 20500

Mr. President

AMERICAN
LUNG
ASSOCIATION.

On behalf of the American Lung Association and its medical section, the Amenican
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
industry and patients reach a needed consensus on Jabeling and information

requirements for pediatric prescription drugs.

The pharmaceutical industry has improved the lives of millions of American children
by developing new drugs to treat the array of pediatric discases. 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 dosing needs of a child. Our nation’s children are

not after-thoughts.

Today the goal should be for heelth care providers, pbarmaceutical companies and
patients to work together 1o 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.

Sincerely,

N 02—

Donald L Clark
President,
The American Lung Association

Fatesdy 1 g

President,
The American Thoracic Society



PEDIATRIC LABELING Qs and As

WHY ARE YOU DOING THIS REGULATION NOW?

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

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

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

CAN’T YOU ACHIEVE THE SAME EFFECT THROUGH VOLUNTARY
COMPLIANCE?

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

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

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



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

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

HAVE CHILDREN BEEN AT RISK IN THE PAST?

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

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

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

HOW MANY PRODUCTS WILL BE AFFECTED BY THE RULE?

FDA anticipates that this will impact about 12 new drugs each year. The agency will also
review drugs already on the market to determine which ones should have pediatric
studies. FDA will work as quickly as possible to ensure that in a few years the drugs
most important to children will have directions for use in kids on their labels.

WHAT KINDS OF DRUGS ARE COMMONLY MISSING THIS PEDIATRIC
DATA?

Drugs such as anti-asthmatics, steroids, drugs to treat gastrointestinal problems, strong
pain medications, antidepressants, and antihypertensives commonly lack appropriate
pediatric labeling.



WHAT DO DOCTORS DO WHEN THEY DON’T HAVE THIS INFORMATION?

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

WHEN CAN PARENTS EXPECT THAT INFORMATION TO SUPPORT SAFE
AND EFFECTIVE USE OF PRODUCTS 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 made
available on the labeling of the products fairly quickly. In other cases, studies need to be
conducted. Under the requirements of FDA’s 1994 regulation, where the effects of the
product and the disease for which it is indicated are sufficiently similar in both adults and
children, these studies can be done within one year.

HOW MUCH WILL THIS COST DRUG MANUFACTURERS?

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

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 or no price increases to patients.

WILL THIS REQUIREMENT HOLD UP DRUG APPROVALS?

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



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 will take
effect 3 months after 1ssuance. At that time, for drugs already on the market, FDA, in
compelling circumstances, may request that pediatric studies be initiated. Manufacturers
of new drug and biologic products, under review at the agency, will have 2 years to
comply with the pediatric study requirement. Manufacturers of new products, not yet
submitted for review, will have 18 months to comply with the requirement. Drugs
already on the marketplace will have 3 months to comply.

WHAT IS THE ENFORCEMENT MECHANISM FDA WILL 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 comply, the court can impose penalties.
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PRESIDENT WILLIAM J. CLINTON
REMARKS ON PEDIATRIC-DOSE LABELING
THE WHITE HOUSE
AUGUST 13, 1997

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

FDA; Reagan Ralph, who introduces you.

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

more than50% 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 SR
ensure that parents and pediatricians will have the safety information they need. -.;f'.’ x }%
o
Doctors have long known that children react differently from adults to prescription drugs. " e < Zée
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. ?.’,.‘f"'k Q%
- LAt U
N\
We are aware of these dangers, and yet we still do not have good information about }:‘( o‘%r
:dications for some of the most common childhood illnesses -- like asthma, allergic reactions, 14 J‘Q

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

under two.

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

The pediatrician’s other alternative is to guess. But guessing -- even educated guessing --
can have grave consequences. Some time ago, doctors gave infants small doses of a crucial
antibiotic commonly used by adults. It turned out that the infants were unable to clear the 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 newrulelam ;- ..
‘announcing today will require thie manufacturers of all medicines néeded by children to study the_ S
drugs’ effects in young people. The results will then be d.lsplayed ondrug labelstohelp
pediatricians and other health-care professionals make good decisions about how to treat their
--aung patients. I am pleased to report that groups representing patients, physicians, nurses, . _

-1-



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

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

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

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

do our job.
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Mr. President, Mr. Vice President, Mrs. Clinton, Mrs. [parent], other

distinguished guests:

Today we annourice another dose of good medicine for our children's health --

and another victory for good government.

\

A

As our kids get ready 10 head back to school, their parents are worrying about

" whether they'l] have the right books, the right classes, and, even the right clothes.

But, when a child gets sick there's one thing parents.should never have 1o worry
about -- and that’s whether their children will have the right medicines -- safe medicines.

\nd, that’s why we’re here.

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

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

Y

1

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

need them.

Drug approval dmes bave boen slashed in half ~ and are now as fat o even st

-t vy ot



YT, ¢ AQ « Miles of red tape have been cut. Piles of regulations have been thrown away.
3
And we’re working with the Congress to reach conscnsus on balanced FDA

reform.

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

never do: We must never lose sight of -- or compromise <~ its fundamental mission:

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

s

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 years ago, she knew she had an opportunity to

prevent birth defects in countless children.

And she did it




S H

And now, once again, we sec 100 many children placed in harm’s way.

v

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

information 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 huwrt -- not heal -

- a child.

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

a responsibility -- to act. S \

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 ensuring that our science and tcchnology are on the

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

" Through his words and decds, he has created a vision for good government that
R L . { \.\ o -

Lae

‘ can pro;c}:tbur health today and meet our challenges tomorrow. It is my great honor to

ntroduce Vice President Al Gore.
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Mr. Président, Mrs. Clinton, Vice President Gore, Secretary

Shalala, and other guests:

Sam, my husband and I are very honored to be here today.
This is a day I’ll never forget and, quite frankly, one Sam
may never remember. But the occasion is one that marks a
tremendous advance for children and one that will yield |

benefits for millions of children for decades to come.

Mr. President, thank you for the strength and commitment
you have demonstrated by issuing these regulations today--1

thank you as a parent and a citizen.



Just 21 months ago I became a mother for the first time. It
came with all the joy and chaos that parenthood brings. |
'barraged my pediatrician with all the first time questions:
Should he sleep on his side or his back? How do I cut those
finy little fingernails? and WHEN will he sleep through the

night???

When Sam was just four months old he had his first asthma
attack. I was petrified. I was still working on the diaper
rash questions and now he needed medication so his little
lungs could sustain him. Before his first birthday he had

been in the emergency room several times.



Sam’s pediatrician prescribed a couple drugs to try and
control his asthma--albuterol and Intal. So far, they seem to

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

seven months.

It wasn’t until recently that I learned that those drugs have
not had extensive clinical trials in children Sam’s age. If
Sam were older, those drugs would have labeling but for his
age, my pediatrician had to rely on limited medical studies,

rather than comprehensive clinical trials.



I must thank Dr. Jeralyn Bernier, Sam’s pediatrician. She
has been with us every step of the way during Sam’s illness.
She was able to determine how much medication to give
Sam but she should have been able to rely on a proper

pediatric label to make that determination.

Mr. President, asthma drugs are only one éxample of the
medications that need proper labeling for children. Scores
of other drugs need to have pediatric clinical trials done--
drugs for pediatric AIDS, heart conditions, infections, and

allergies just to site a few.



These regulations being announced today will help Dr.
Beri;ier and thousands of other pediatricians and health |
care professionals make medical decisions with the precise
information they need so that fhe best drug and the correct
dose can be prescribed and my son and millions of other
children can get the high quality treatment they need and

deserve.

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

United States, William Jefferson Clinton.



PROPOSAL TO ADDRESS THE LACK OF PEDIATRIC LABELING FOR DRUGS

BACKGRQUND

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

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

These voluntary efforts, to increase the amount of pediatric use
information in labeling have not resulted in significant gains,
_particularly with respect to new drugs-entering the marketplace.’
A comparison of drugs approved in- lﬂﬁl.and 1996 showed that -
approximately 47% of the drugs approved ‘in 1991 with potential
1se in children had pediatric labeling, while 37% of those

voved in 1996 with potential use in children had pediatric

ling.




- pediatrice' o
.ear approved labeling -approval»-
. at _$g,study '
approval iﬁpromlsed;;
1991 26 7 7 1
1996 53 40 15 17 ?
PROPQSAY,

FDA is considering proposing new regulations to address the lack
of pediatric use information by requiring, for the first time,
that applications for certain new drug and biological products
contain pediatric data. The purpose of the proposed rule would
be to ensure that important neW%w drugs and biological products
carry adequate pediatric labeling at the time of, or soon after,
‘approval. The pediatric study requirement would be limited to &
small group of new drugs and biologics: new molecular entities
(EH€~55§EF§Hhovative drugs) and biological products that (1)
would provide a significant therapeutic advantage to children
suffering from the disease or (2) would be expected to be used in

substantial proportion qgf children. Pediatric studies COUld be

‘erred until after approval if FDA found that it was

Qropriate to delay pediatric studies until sufficient data were
collected in adults. The requirement could also be walved
altogether under certain circumstances.

The proposed rule mlght also codify FDA’s.authority to require in
compelling circumstances that manufacturers of already marketed

QEEQ§,and_leLQg;gaL‘Q;oducts conduct studies to support
pediatric use labeling. The circumstances in which FDA might
require pediatric studies of a marketed drug would be: (1) where
the drug is widely used in children and the lack of adequate

la bel;ng_poses significant risks to children, or (2) where the
drug offers a significant therapeutic advantage to children but

additional information is needed to permit safe and effectlve
use.

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



study to be completed. Violation of the injunction' would be
inishable by contempt or fines.
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Good afternoon and welcome to the White House. We are here to take
another major step in our comprehensive effort to protect the health of America’s
children. The action the President is announcing today will see to it that important
medications are tested and made available to children more effectively than ever
before. It will also ensure that parents and doctors have the most complete
information possible whén it comes to knowing how much medicine they can

safely give a child.

I would like to say a special word of thanks to a number of organizations
whose work has made this achievement possible: the Pediatric AIDS Foundation,
the National Association of Children’s Hospitals, and the American Academy of

Pediatrics.

[ would also like to remember the contributions of someone who_jsn’t here:

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

Elizabeth’s struggle to get medication for her young daughter, Ariel, and for
other children with AIDS made clear a heartbreaking problem: Too many medical

treatments that are saving adult lives are slow in finding their way to children.
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In the Glaser’s case, Elizabeth contracted HIV from a blood transfusion she
received shortly after giving birth to her daughter. The virus was passed to Ariel.
Yet while Elizabeth was able to take AZT to fight the disease, Ariel was not. As
one doctor told Elizabeth, “We don’t even know what dose to give her. We can’t

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

The plan the President is announcing today will see to it that no child or
parent will have to endure this kind of agony. It will guarantee that children get the
same access to newly developed drugs as their parents. It will ensure that doctors
know exactly what medicine works for children and how much of it to give. It will
extend not just to medications for critical illnesses, but also to treatments widely

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

In short, this reform will give parents and doctors the peace of mind that
- comes from knowing that if a drug is out there, and if it can help a child, then we

will be able to use it.

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

agenda.



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

extend health insurance to up to 5 million children.

In the last five and a half years, my husband has taken a series of important
steps to safeguard the health of our children: from protecting and defending
Medicaid...to signing cutting-edge legislation like the Family and Medical Leave
and Kennedy Kassebaum Acts...to shielding our young people from fobacco and

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

The President could not have done this alone. He has had a lot of help from a
lot of people commiitted to his goal of better health for all our children. I have the
great pleasure of introducing one of those people to you now -- the Secretary of

Health and Human Services, Donna Shalala.



