TOM: DAVIS, VIRGINIA,
CHAIRMAN

CHRISTOPHER SHAYS. CONNECTIGUT
DAN BURTON, INDIANA

[LEANA ROS-LEHTINEN, FLORIDA

JOHN M. MCHUGH, NEW YORK

JOHN L. MHCA, FLORIDA

Gl GUTKNECHT, MINNESOTA

BAARK E. SOUDER, INDIANA

STEVEN C. LATQURETTE, OHIO

TODD RUSSELL PLATTS, PENNSYLVAMIA
CHRIS CANMNON, UTAH

JOHN J. DUNGAN, JR., TENNESSEE
CANDICE MILLER, MiCHIGAN

MICHAEL R. TURNER, OHIQ

DARRELL ISSA, CALIFCRNIA

JON C. PORTER, NEVADA

KENNY MABCHANT, TEXAS

LYNN A. WESTMORELAND, GEORGIA
PATRICK T. McHENRY, NORTH CAROLINA
CHARLES W. DENT, PENNSYLVANIA
VIRGINIA FOXX, NQRTH CARQLINA

ONE HUNDRED NINTH CONGRESS

Congress of the

Inited States

PHouge of Representatibes

COMMITTEE ON GOVERNMENT REFORM
2157 Raveuan House OFFicE BUILDING
WasHINGTON, DC 20515-6143

faJoRTY {202) 225-5074
Facsimie (202 225-3974

HENRY A, WAXMAN, CALFORMA,
RANKING MINORITY MEMBER

TOWN LANTOS, CALIFORNIA

MAJOH B8, OWENS, NEW YORK

EDCOLPHUS TOWNS, NEW YORK

PAUL E. KANJORSKI, PENNSYLVANIA

GAROLYN B, MALONEY, NEW YORK

LLUAH E. CUMMINGS, MARYLAND

DENNIS J. KUGINICH, OMHIO

DANNY K, DAVIS, LLINOIS

Wh. LAGY CLAY, MISSOUR)

DIANE E. WATSON, CALIFORNIA

STEPHEN F, LYNCH. MASSACHUSETTS

CHAIS VAN FIOLLEN, MARYLAND

LINDA T, SANGHEZ, CALIFORNIA

C.A DUTCH RUPPERSBERGER,
KMARYLAND

BRIAN HIGGINS, NEW YORK

ELEANOR HOLMES NORTON,
DISTRICT OF COLUMBIA

JEAN SCHMIDT, GHIO

Micoriry (202} 225-5051 Ao
T {202) 225-6852 INDEPENDENT

http:/freform.house.gov

FOR IMMEDIATE RELEASE
June 26, 2006

FOR MORE INFORMATION, CONTACT:
Karen Lightfoot/Molly Gulland: (202) 225-5051

NEW REPORT REVEALS DRAMATIC DECLINE IN FDA ENFORCEMENT

WASHINGTON, D.C. — Today Rep. Henry A. Waxman (D-CA) released a new report that
finds that FDA’s enforcement of the nation’s food and drug laws has dropped dramatically over
the last five years and that FDA headquarters officials routinely reject the enforcement
recommendations of career field staff.

“Americans have relied on FDA to ensure the safety of their food and drugs for 100 years,” said
Rep. Waxman. “But under the Bush Administration, enforcement efforts have plummeted and
serious violations are ignored. FDA can’t do its job when its enforcement arm is tied behind its
back.”

The report is being released just days before FDA — the first government agency established to
protect consumers — celebrates its 100" anniversary, Key findings include:

. FDA enforcement actions have declined under the Bush Administration. The
number of warning letters issued by FDA fell by over 50% between 2000 and 2005.
Despite growing reports of defects in medical devices, such as pacemakers and
defibrillators, the number of FDA warning letters involving medical devices has declined
by 65%.

. FDA headquarters officials routinely reject the enforcement recommendations of
career field staff. Internal agency documents show that FDA overruled field inspectors
and failed to bring enforcement actions in cases involving death and serious injury.

. FDA recordkeeping and case tracking practices are inadeguate. FDA is unable to
track and maintain adequate records of agency enforcement decisions, an apparent

violation of the Federal Records Act.

The complete report is available online at www.democrats.reform.house.gov.
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