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PREVACID indications include the short-term treatment of symptomatic GERD.
Individual results may vary.

• The most frequently reported adverse events with PREVACID in adults 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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PREVACID SOLUTION:
effective treatment

Finds inner peace, but still feels the burn.

Needs help that fits her routine.
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FDA Aims to Improve Drug Safety, Development
B Y  M A RY  E L L E N  S C H N E I D E R

Senior Writer

Officials at the Food and Drug Ad-
ministration are planning to reor-
ganize its Center for Drug Evalu-

ation and Research in an effort to improve
the agency’s approach to drug safety and
to help improve drug development.

The FDA plans to appoint a new asso-
ciate director at the Center for Drug Eval-
uation and Research (CDER) to focus on
broad drug safety, policy, and communi-
cation issues. Agency officials also plan to
consolidate some drug safety–related ac-
tivities and have that staff report to the
new associate director. This would in-

clude Med-
Watch report-
ing staff and
Drug Safety
O v e r s i g h t
Board staff.

The reorga-
nization plans
also call for ele-
vating the sta-
tus of the cur-
rent Office of
Drug Safety,
which is pri-
marily responsi-
ble for epidemi-

ology and surveillance activities, and its
staff will report to the CDER director. The
name of the office will also be changed.

“Over the past year, the Center has been
the focus of intense internal and external
scrutiny regarding drug safety,” said Dr.
Steven K. Galson, CDER director, in a
memo to the center staff. “The current or-
ganizational structure perpetuates the mis-
perception that ensuring drug safety is
solely the responsibility of the current
Office of Drug Safety.”

While the Office of Drug Safety is a
small unit, about half of CDER’s re-
sources are dedicated to drug safety ac-
tivities, said Deborah Henderson, R.N., di-
rector of the Office of Executive
Programs at CDER.

But the proposal includes no plans to
make the Office of Drug Safety indepen-
dent from CDER, as some in Congress
have proposed. When reviewing drugs,
FDA staff members need to balance the ef-
fectiveness of the drug against the risks,
Ms. Henderson said, so pulling the safety
activities out of the center wouldn’t be in
the best interests of public health.

FDA officials plan to implement the
changes over the next 6 months.

The changes will also help to improve
regulatory and drug development science
through the agency’s Critical Path Initia-
tive—a top FDA priority that calls for part-
nering with industry and academia to im-
prove the drug development process.

Through the Critical Path Initiative,
FDA hopes to help industry find better
biomarkers and improve clinical trial de-
signs, Ms. Henderson said, which would
ultimately lead to better, more targeted
drugs.

While a number of CDER staff have
been working on the Critical Path Initiative,
there has not been a central office within

CDER. Under the proposed reorganiza-
tion, the FDA will create a new office that
will report to the CDER director and pro-
vide a hub for Critical Path activities. 

The FDA also plans to make other
changes, including establishing an Office
of Counterterrorism and Emergency Op-
erations, which will report to the Office of
the Center Director; and realigning the
Division of Scientific Investigations from
the Office of Medical Policy into the Of-
fice of Compliance.

“A reorganization is not designed to
achieve instant solutions to the challenges
CDER faces, although I believe it will ad-
dress many of the criticisms and sugges-
tions which have been offered on how to
approach our work, including drug safety,”
Dr. Galson said in his memo to CDER
staff.

But real improvements in drug safety
need to happen outside the FDA, said Curt
D. Furberg, Ph.D., professor in the depart-
ment of public health sciences at Wake

Forest University in Winston-Salem, N.C. 
Congress needs to act to give the FDA

greater authority to change labels, with-
draw drugs, and levy penalties against
drug makers who don’t live up to their
postmarket promises, he said. “FDA can’t
do that on its own,” Dr. Furberg said.
“Congress is failing.”

The streamlining being proposed by the
FDA is a good idea, he said, but it won’t
address the larger problem. “The issue of
safety is much bigger,” he said. ■

‘The current
organizational
structure
perpetuates the
misperception
that . . . drug safety
is solely the
responsibility of
the current Office
of Drug Safety.’
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