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The Honorable John D. Dingell
House of Representatives
Washington, D.C. 20515

Dear Mr. Dingell:

Thank you for your letter expressing concerns about the proposed injectible use of cefquinome in cattle.
Please excuse the delay of this response.

The Centers for Disease Control and Prevention (CDC) has long recognized antimicrobial resistance as an
important public health problem. A key step toward mitigating this problem is the appropriate use of
antimicrobial agents in humans and in animals.

We are collecting the records you requested pertaining to CDC’s analysis of the use of third- or fourth-
generation cephalosporins in food animals. Use of antimicrobial agents in food animals may create a
selective pressure for antimicrobial resistance among bacteria (e.g., Salmonella) acquired from
contaminated food. CDC conducts national surveillance for antimicrobial resistance among these bacteria
from humans through the National Antimicrobial Resistance Monitoring System (NARMS). Because of
the global nature of antimicrobial resistance and our food supply, CDC frequently consults public health
officials and other researchers worldwide. Therefore, a review of our records also includes other
scientists’ statements on the use of these products in food animals. Shortly, we will provide the records
you have requested under separate cover.

Please find enclosed the recommendations that CDC’s Division of Foodborne, Bacterial, and Mycotic
Diseases presented at the Food and Drug Administration’s (FDA) Veterinary Medicine Advisory
Committee Meeting on September 25, 2006, and the accompanying slide presentation from that meeting.
The slide presentation is also available on FDA’s website, which can be found online at
www.fda.gov/cvm/VMAC/VMAC0906Pres.htm. You will see that we endorsed the evaluation through
Guidance #152 that injectible use of cefquinome for the treatment of respiratory disease in cattle is
associated with a “medium” risk of adverse human health consequences. We also cautioned that this risk
estimation could increase should fourth-generation cephalosporin use in food animals be judged of critical
importance in humans. We also recommended, to help ensure the long-term effectiveness of fourth-
generation cephalosporins in humans, that off-label use of cefquinome in animals should be prohibited
and that information on the quantity of cefquinome used in cattle should be made available on an ongoing
basis.

Thank you for your interest in this important public health topic. Ihope this information is helpful. I also
will provide this response to Mr. Bart Stupak who cosigned your letter.

Sincerely,
wha Q: 2 8

Julie Louise Gerberdin ., M.P.H.
Director

Enclosure
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Centers for Disease Control

And Prevention (CDC)

Recommendations for FDA’s Veterinary Medicine Advisory Committee Meeting
September 25, 2006
Division of Foodborne, Bacterial, and Mycotic Diseases (proposed)
Coordinating Center for Infectious Diseases

Background

FDA's Veterinary Medicine Advisory Committee (VMAC) met on September 25, 2006, to
discuss the microbial food safety of an antimicrobial drug application currently under review for
use in food-producing animals in accordance with FDA/Center for Veterinary Medicine's
“Guidance for Industry: Evaluating the Safety of Antimicrobial New Animal Drugs with Regard
to Their Microbiological Effects on Bacteria of Human Health Concern” (Guidance #152). A
company has proposed approving cefquinome injections for treating bovine respiratory disease.
This is the first proposed use of a fourth generation cephalosporin in food animals in the United

States.

CDC Recommendations
CDC provides the following recommendations to the Veterinary Advisory Medicine Committee:

* CDC applauds this application of Guidance #152 and supports the estimation that injectible
use of cefquinome for the treatment of respiratory disease in cattle is associated with a
“medium” risk of adverse human health consequences. This risk estimation may increase,
however, should fourth generation cephalosporins be judged to be of increased clinical
importance in humans.

= To ensure the long-term effectiveness of fourth generation cephalosporins in food animals
and in humans, cefquinome use in food animals should be limited and controlled by adding
fourth generation cephalosporins to the list of drugs prohibited from extra-label use in food
animals.

* NARMS does not currently screen Sa/monella strains isolated from 11l persons for resistance
to fourth generation cephalosporins. NARMS screening should be expanded to conduct this
additional testing. In addition, should resistance to fourth generation cephalosporin be
detected in human Salmonella strains, the resistance mechanism should be fully
characterized. Current resources, however, only allow for continuation of existing NARMS
activities.

= To more precisely direct efforts to mitigate emerging resistance to cefquinome should it
occur, information on the quantity of cefquinome used in cattle should be made available on
an ongoing basis, in a format suitable for public health surveillance purposes.
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