October 29, 2004

Regulatory Analysis and Development

PPD, APHIS, Station 3C71

4700 River Rd, Unit 118

Riverdale, MD  20737-1238

RE: Docket 98-106-4

       Animal Welfare; Regulations and Standards for Birds, Rats and Mice

Dear Sir or Madam:

On behalf of its 22 member societies and the 65,000 biomedical and life science researchers they represent, the Federation of American Societies for Experimental Biology (FASEB) offers these comments on Docket No. 98-1-6-4. In general, we find that the proposed rules are unnecessary and contrary to the expressed wishes of Congress.
Rats, mice and birds bred for biomedical research are already covered by existing regulations.  Therefore, FASEB questions the need to develop and administer new regulations. In fact, USDA’s notice pointed out that “the vast majority of animals used in biomedical research, including birds, rats and mice are provided with oversight by the Public Health Service [PHS] of the U.S. Department of Health and Human Services, through voluntary accreditation by the Association of Assessment and Accreditation of Laboratory Animal Care International (AAALAC), or both.” There are regulatory mechanisms already in place. Additional regulatory burden would hamper research and result in unnecessary expenditure of taxpayer money. Furthermore, as the American Physiological Society pointed out in their comments, when Congress approved the 2002 Helms Amendment to the Animal Welfare Act (AWA), it was understood that the reason for changing the statutory definition of covered species  was to avoid unnecessary and duplicative  regulations of rats, mice and birds purpose bred for research. 
With regard to the specific question on the regulation of birds, FASEB supports the position advocated for by the National Association for Biomedical Research (NABR). We join with NABR in disagreeing with USDA that the general standards in subpart F of part 3 of the regulations are inadequate to provide for the humane handling, care, treatment and transportation of birds. As noted in the NPRM, there are some 9,000 species of birds belonging to about 30 orders. Such a large number results in wide variations in husbandry and care requirements.
Rather than developing specific standards for 9,000 species of birds, FASEB believes that a more feasible approach would be to have USDA use existing guidelines contained in subpart F and then reference existing scientific societies that have expertise in the care, management and transportation of birds. This process would allow for more specific standards of care as agreed upon by experts and would permit greater flexibility when they are updated and revised. 
In response to the request for comments regarding the regulation of rats and mice, FASEB feels that the current regulations outlined under the general standards in subpart F of part 3 of the AWA should remain in place. It is our understanding that evidence suggests the number of non-purpose bred rats and mice used in research is very small and encompasses a wide range of species. If this is the case, it is not reasonable to develop specific standards for each species, which would likely not be more specific or useful than the guidance provided in subpart F. 
Should you have questions, or need additional information, please contact me. 
Sincerely,

Paul W. Kincade

President

