
Can't describe the way his tummy hurts.1

Needs a doctor who can read between the lines.

Children who have GERD may have difficulty communicating
what they feel. Even parents may not understand that their
child’s symptoms such as abdominal pain, heartburn, or
chronic cough might be associated with GERD.1 Fortunately,
at PREVACID, we are committed to helping you identify
symptoms of GERD.

Talk to your PREVACID sales rep or visit http://rx.prevacid.com
for more information.

PREVACID is the only FDA-approved PPI for patients as young
as 12 months.2-7

References 1. Rudolph CD, Mazur LJ, Liptak GS, et al. J Pediatr Gastroenterol Nutr. 2001;32(suppl 2):S1-S31. 2. PREVACID Complete Prescribing
Information. 3. Aciphex® (rabeprazole sodium) Complete Prescribing Information. 4. Nexium® (esomeprazole magnesium) Complete Prescribing
Information. 5. Prilosec® (omeprazole) Complete Prescribing Information. 6. Protonix® (pantoprazole sodium) Complete Prescribing Information.
7. Zegerid™ (omeprazole) Complete Prescribing Information.
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Important Safety and Other Information

• The safety and effectiveness of PREVACID have been established in patients 12 months to 
17 years of age for the short-term treatment of symptomatic GERD and erosive esophagitis.
Individual results may vary.

• PREVACID use in this population is supported by evidence from adequate and well-controlled
studies in adults along with additional clinical and PK/PD studies performed in pediatric
patients. (The pediatric studies were uncontrolled, open-label studies performed in 66
patients aged 1 to 11 years old and 87 patients aged 12 to 17 years old.) The safety and
effectiveness of PREVACID have not been established in patients <1 year of age.

• The most frequently reported adverse events in patients aged 1 to 11 years were constipation (5%)
and headache (3%). In patients aged 12 to 17 years, the most frequently reported adverse
events were headache (7%), abdominal pain (5%), nausea (3%), and dizziness (3%). The
adverse events profile in children and adolescents resembled that of adults taking PREVACID,
where the most common adverse events were diarrhea (3.8%), abdominal pain (2.1%), and
nausea (1.3%). Symptomatic response to therapy does not preclude the presence of gastric
malignancy. PREVACID formulations are contraindicated in patients with known hypersensitivity
to any component of the formulation.

See adjacent page for brief summary of prescribing information.
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FDA Guidance Lowers Bar on Early Drug Testing
B Y  M A RY  E L L E N  S C H N E I D E R

Senior Writer

Researchers now have a pathway for
conducting early clinical testing of
drugs in a small number of human

subjects under new guidance from the
Food and Drug Administration. 

Officials at the FDA finalized guidance
on exploratory investigational new drug
(IND) studies that allows researchers to
move forward with small human studies
before beginning traditional phase I safety
testing in humans. The guidance, pub-
lished in January, makes recommendations
on safety testing, manufacturing, and clin-
ical approaches in these early studies. 

The FDA also published draft guidance
and a direct final rule last month that out-
lines new standards for the manufacture of
drugs solely for use in phase I studies. The
rule is aimed at making it easier for sci-
entists to produce small quantities of
drugs for small-scale, early-phase human
testing. 

“This is about saving lives and about
building medicine’s future,” said Dr. An-
drew von Eschenbach, acting FDA Com-
missioner of Food and Drugs. 

Currently, fewer than 10% of IND ap-
plications for new molecular entities
progress beyond the investigational stage,
according to the FDA. These changes will
remove some of the hurdles from very
early drug development, Dr. von Eschen-
bach said during a media teleconference
sponsored by the FDA. 

But critics of the approach say it relax-
es needed human subjects protections at
a time when the safety of clinical trials is
already being questioned. 

In guidance on the exploratory IND,
FDA officials outline their thinking that
drug sponsors have not taken full advan-
tage of the flexibility in the existing reg-
ulations and often provide more sup-
porting information than is required for
an exploratory IND. 

Exploratory IND studies involve ad-
ministering either a subpharmacologic
dose of a product or doses that are ex-
pected to produce a pharmacologic but
not a toxic effect, so the risk to human
subjects is considered lower than in a tra-
ditional phase I study, FDA said in its
guidance documents. 

Because exploratory IND studies pose
fewer risks, FDA said, they can be initiat-
ed in humans with less, or different, pre-
clinical support than what is required for
traditional IND studies. 

Previously, one of the major obstacles in
the development of new drugs was that
the requirements for beginning early ex-
perimental studies were the same as those
for large pharmaceutical companies who
are making drugs for thousands of pa-
tients, Dr. Steven Rosenberg, chief of
surgery at the National Cancer Institute,
said during the teleconference. 

“We’ve been at the mercy of large
biotech and pharmaceutical companies
who have the resources to fulfill the very
stringent regulations that exist for taking
these new products to very large numbers
of patients,” he said.

The changes made by the FDA will

make it possible for scientists to take new
ideas to small numbers of patients with
desperate diseases and test those agents in
ways that weren’t possible before, he said.
Dr. Rosenberg said he expects to see a lot
of ideas tested now that might not other-
wise have been taken to patients under the
old framework.

But Dr. Sidney Wolfe, director of Pub-
lic Citizen’s Health Research Group, said
he remains concerned that the usual pro-
tection for human subjects has been “wa-

tered down.” Under the new process out-
lined by the FDA, a safety problem that
might have been detected through more
extensive animal studies now may be
missed, he said. 

And he is doubtful of the benefits. Dr.
Wolfe said the types of studies described
in the exploratory IND are already being
done but with the previous protections in
place for human subjects. 

Sen. Charles Grassley (R-Iowa), chair-
man of the Senate Committee on Finance,

which has been conducting oversight of
the FDA’s consumer protections, also ex-
pressed safety concerns. 

“Of course people want to get safer, bet-
ter drugs faster, but there have to be suf-
ficient checks and balances in the drug ap-
proval process,” Sen. Grassley said in a
statement. “At a time when new questions
are being raised about whether partici-
pants in clinical trials are protected and
treated ethically, the FDA is loosening the
reins on drug companies.” ■
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