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November 27, 2002

Dockets Management Branch (HFA-305)

Food and Drug Administration

5630 Fishers Lane

Room 1061

Rockville, MD 20852

Re: Comments on “Draft Guidance for Industry: Evaluating the Safety of Antimicrobial New Animal Drugs with Regard to Their Microbiological Effects on the Bacteria of Human Health Concern.” (Docket No. 98D-1146)

To Whom It May Concern:

On behalf of the National Cattlemen’s Beef Association (NCBA), I would like to thank you for the opportunity to provide comments on Docket No. 98D-1146, the “Draft Guidance for Industry: Evaluating the Safety of Antimicrobial New Animal Drugs with Regard to Their Microbiological Effects on the Bacteria of Human Health Concern.”

Producer-directed and consumer-focused, NCBA is the trade association of America’s cattle farmers and ranchers, and the marketing organization for the largest segment of the nation’s food and fiber industry.

NCBA has long supported a clear, logical, and scientifically sound procedure for the clearance of new animal drugs.  Scientific evidence and sound judgment should be the basis for any regulatory decisions regarding products that have been previously approved.  NCBA also advocates the judicious use of antimicrobials and the guidelines developed by the American Veterinary Medical Association.  We have also supported surveillance for antimicrobial resistance through the National Antimicrobial Resistance Monitoring program.
Antimicrobials are an important tool necessary to protect animal health and well-being.  They have been used to protect the health and well-being of food animals for more than 50 years. The U.S. Department of Agriculture Food Safety and Inspection Service announced in April 2002 that the incidence of Salmonella on carcasses and ground beef and poultry has decreased each year since 1996.  The Centers for Disease Control and Prevention also released data showing that foodborne illnesses decreased 23% since 1996.  
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NCBA commends the Center for Veterinary Medicine (CVM) for developing this risk assessment methodology to evaluate new animal drugs and their effect on bacteria of human health concern.  A risk assessment model approach should allow for a mode of approving antimicrobial new animal drug applications.  The continued improvements to cattle health and well-being, and ultimately food safety and public health, rely upon having the proper antimicrobials necessary for treatment of our livestock.  NCBA is concerned however, that components of the draft guidance will unnecessarily raise the regulatory hurdles for approvals of new animal drugs and could result in an even further decrease in research and development for new animal drugs and the impact on subsequent applications.  This would then limit the availability of choices for the best treatment options for veterinarians and producers and negatively effect animal health and well-being. 
This draft guidance, looking at both antimicrobial new animal drug applications as well as currently approved antimicrobial new animal drugs (Appendix C), does not clearly describe the science behind the approval process and opens the process up to subjectivity.  The net effect of an increasingly subjective analysis is a form of a precautionary approach to decision making rather than depending on the scientific evidence.  Providing the science and reasoning behind the process of categorizing the drugs according to their importance to human medicine, as an example, will increase the transparency and demonstrate that the decision is based on science and not purely human subjectivity or precaution.
The risk model identified in the draft guidance calls for a qualitative risk assessment to be conducted.  Performing a qualitative risk assessment could over-estimate the risk due to subjectivity.  We would urge further consideration of conducting a quantitative risk assessment for this important issue to assess the true risk to both animal health and human health.  

The draft guidance tries to assess human exposure via foods of animal origin using qualitative assessment of: 1) the probability of contamination, and 2) per capita consumption.  The draft guidance does nothing to evaluate whether the exposure is from fresh or further processed products.  Further processed products receive a lethality treatment that would kill the bacteria.  Even the consumption of most fresh products is done after a lethality treatment of cooking.  Will CVM allow the antimicrobial new animal drug sponsor to account for this in their exposure assessment to provide a true picture of human exposure?
NCBA is concerned that the draft guidance does not contain a mechanism for antimicrobial new animal drug sponsors to appeal a judgment on their product.  An appeals process is necessary and should be designed.

Thank you for the opportunity to comment on this important issue.  The continued improvements to cattle health and well-being, and ultimately food safety and public health, rely upon having the proper antimicrobials necessary for treatment of our livestock.  NCBA recognizes the importance of antibiotics to animal and human health and is committed to continuing work with public health officials and those in the veterinary and agriculture communities to combat antimicrobial resistance.  

Sincerely,
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Leah Wilkinson

Associate Director, Food Policy

