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Dr. Frank lvi. Torti, M.D,, M.P.H
Acting Commissioner
U.S. Food and Drug Administration
5600 Fishers Lane
Rockville, MD 20857

Dear Dr. Torti:

The Committee on Energy and Commerce and its Subcommittee on Oversight and

Investigations are investigating the removal of Dr. Sanjay Kaul, M,D., M.P.H, from the Food and

Drug Administration's advisory committee meeting on an anti-clotting drug, prasugrel.

Dr. Kaul, a cardiologist at Cedars-Sinai Heart Institute, is a voting member of FDA's
Cardiovascular and Renal Drugs Advisory Committee. Before joining the advisory committee,

Dr. Kaul had authored research abstracts questioning prasugrel's safety and effectiveness.
According to FDA, Dr. Kaul submitted these abstracts and all other required information during
FDA's conflict screening process before FDA selected him for the panel.l

According to press reports, the advisory committee met on February 3,2009, to consider

the new drug application for prasugrel. These accounts stated that Eli Lilly, the manufacturer of
prasugrel, contacted FDA off,rcials before the s about Dr. Kaul's
participation in the advisory committee.2 FD y disinvited Dr. Kaul from
the meeting due to an alleged "intellectual bias"

Vy'e request that FDA provide a briefing to Committee staff on this matter by March 12,

2009. 'We 
ask that FDA staff be prepared to describe in detail how FDA decided to disinvite Dr.

t "Mittoket" Made; FDA Acknowledges Lilly Phoned to Question Sanjay Kaul's
Inclusion on Prasugrel Panel (Feb. 20, 2009) (online at www.theheart.orglarticlel9435l 1.do).

t FDA; "Mistake" Not To Include Doctor At Eli Lilly Drug Panel, Dow Jones Newswire
(Feb. 23, 2009).

t FDA Admits Error in Baruing Doctor From Panel, Associated Press (Feb. 24,2009).
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Kaul from advisory committee meeting, including who made ol \Mas informed of the decision,

the basis for the decision, and any communications with Eli Lilly or others regarding Dr. Kaul.

In addition, we ask that FDA staff be prepared to describe FDA's general policies and practices

with respect to "intellectual conflicts of interest'"

If you have any questions regarding this request, please contact Michael Gordon or Stacia

Cardille with Committee staff at (202) 226-2424'

Sincerely,

Subcommittee on Oversight and

Investigations

Enclosure

cc: Joe Barton
Ranking Member
Committee on EnergY and Commerce

Greg Walden
Ranking Member
Subcommittee on Oversight and

Investigations


