
 

 

 
November 15, 2010 

 

Dr. Margaret Hamburg  

Commissioner, Food and Drug Administration  

10903 New Hampshire Avenue 

Silver Spring, MD 20993-0002 

 

RE: Data collection required by the Animal Drug User Fee Amendments of 2008 

 

Dear Commissioner Hamburg: 

 

On behalf of Keep Antibiotics Working and the undersigned groups, we write to ask 

that the Food and Drug Administration (“FDA”) make public the data on the amount of 

each antimicrobial sold or distributed for use in food-producing animals in 2009.  As 

you know, section 105 of the Animal Drug User Fee Amendments of 2008 (“ADUFA”) 

(i) requires the sponsor of each animal antimicrobial drug to submit the 2009 monthly 

data by March 31, 2010, and (ii) directs the FDA to “make summaries of the 

information reported…publicly available.” 

 

ADUFA was passed unanimously by both the House of Representatives and the Senate.  

As Representative Waxman explained during the debate on ADUFA, “We now have an 

overwhelming body of evidence showing that the overuse of antibiotics in industrial 

farm production is threatening to destroy the effectiveness of some of our most 

important antibiotics for human use…The ADUFA bill we are considering includes a 

provision to increase the availability and accessibility of data on the amount of animal 

antibiotics being distributed.  This data will help us to determine how resistant bugs are 

developing and inform research on ways to stop those bugs from threatening human 

health.”  154 Congressional Record H7540 (July 30, 2008). 

 

In October 2009 the FDA indicated that there were only “29 animal drug manufacturers with 194 

approved applications for antimicrobial drugs for food-producing animals for which the drugs are 

being actively marketed (active applications).”  74 Fed. Reg. 55046 (October 26, 2009) at 55047.  

Seven months have passed since 2009 data summary data were required to be submitted to the 

FDA. Given the relatively small number of active applications and the 16 percent increase in the 

Center for Veterinary Medicine’s budget between FY 2009 and last fiscal year (from $116 

million to $135 million), it is difficult to imagine why the FDA has not yet made the summaries 

public.  

 

As you prepare the data for publication, we ask that you provide information on the route of 

administration and dose form relevant to public health—for example, the extent to which 

critically important drugs are used for mass medication in feed or water. As FDA noted in draft 

Guidance #209, medicating whole herds or flocks of animals creates a greater public health risk 

than individual animal treatment. We ask that you not lump modes of administration together, but 

instead summarize the data in a manner that reflects the differences in risk.  Related classes of 



 

drugs (e.g. macrolides and lincosamides) could be grouped together as needed, to meet the 

requirement that a class have at least 3 sponsors. 

 

We urge you to promptly make these summaries public, and we thank you for your attention to 

this important public health matter. 

 

Sincerely, 

 

      
 

     Richard R. Wood, Chair 

     Keep Antibiotics Working 

 

     Steven Roach 

     Food Animal Concerns Trust 

 

     David Wallinga, M.D. 

     Institute for Agriculture and Trade Policy 

 

     Laura Rogers 

Pew Campaign on Human Health and Industrial Farming 

 

     Nancy Donley 

     Safe Tables Our Priority 

 

 

 

cc:  Principal Deputy Commissioner Joshua M. Sharfstein, M.D. 

      Deputy Commissioner Michael R. Taylor, J.D.    

       Director Bernadette M. Dunham, D.V.M., Ph.D. 

 

 

 

 

 

 

 

 

 

 


