CONGRESS OF THE UNITED STATES

September 1, 2004

TOM LATHAM

Congressman Dr. Lester M. Crawford

4th District, Iowa Acting Commissioner
Food and Drug Administration
5600 Fishers Lane
Rockville, MD 20857

Dear Dr. Crawford:

I am writing to express concern with the process FDA’s Center for Veterinary Medicine (CVM) is
proposing to withdraw approval for the use of a fluoroquinolone (enrofloxacin) in poultry. I
completely support FDA’s public-health mission, but I also believe that the long-term consequences
of banning fluoroquinolone requires scientific certainty.

According to information I have received, the agency approved fluorequinolone for use in poultry
in 1996 afier one of the most exhaustive animal drug reviews in CVM’s history. Safeguards were
put in place to ensure the drug’s safe, effective use and to monitor potential increases in antibiotic
resistance among animals and humans. Additional protections were added in 1997, when CVM
banned “extra-label” use of fluoroquinolones. As a result of these safeguards — and the high cost of
the drugs — fluoroquinolones are among the most sparingly used animal drugs in this country; less
than 2 percent of all chickens and only about 4 percent of all turkeys are treated with the drug. This
does not, however, discount the importance and efficacy of the drug.

In 2000, CVM began to move toward banning fluoroquinolone use in poultry. After a lengthy
hearing, an FDA Administrative Law Judge’s Initial Decision this March ruled in favor of CVM and
against the manufacturer of the only remaining fluoroquinolone product on the market. The
manufacturer and CVM have filed exceptions to the judge’s ﬁndmgs, and both parties will respond
to those exceptions by mid July.
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Again, I completely support the FDA’s mission and its methods. I do, however, also believe that

the continued use of floroquinolone’s in poultry and turkeys is an issue that deserves further research
as the existing evidence is insufficient to justify the drug’s removal.

Sincerely,

[ &YA_ ,
Tom Latham™
Member of Congress



