
OFFICERS 
David 0. Wiebers, M.D. 
Char of the Board 

Anita W. Coupe. Esq. 
Vice Chair 

Amy Freeman Lee. Lii.D. 
Secretary ' 

' Paul G. Irwin 
President, CEO 

Andrew N. Rowan. Ph.D. 
Senior Vice PresidenNChiel of SfaH 

G Thomas Walte Ill 
Treasurer, CFO 

Patricia A Forkan 
Executive Vfce President 

Roger A. Kindler, Esq. 
Vice President/General Counsel 

STAR VICE PRESIDENTS 
Martha C. Armstrong 
Senior Kce President 
Companion Animals 
and Equine Protection 

John W. Grandy, Ph.D. 
Senior Vice President 
Wiidiife Programs 

Wayne Pacelle 
Senior Vice President 
Communications and 
Government Affairs 

Michael C. Appleby, B.Sc., Ph.D. 
Farm Animals and 
Sustainable Agricutture 

Katherine Benedict 
Administration. Information 
Semces, and Technology 

Richard M. Clugston, Ph.D. 
Higher Education 

Randall Lockwood. Ph.D. 
Research and Educational Outreach 

Steve Putnam 
Business Development 
and Corporate Relations 

Robert 6. Roop. Ph.D., SPHR 
Human Resources and Education 

Melissa Seide Rubin, Esq. 
F~eid and Disaster Services 

Martin L. Stephens, Ph.D. 
Animal Research Issues 

Richard W. Swain Jr. 
investigative Services 

Gretchen Wyler 
Hollywood OHice 

DIRECTORS 
Patricia Mares Asip 
Peter A. Bender 
Donald W. Cashen. Ph.D. 
Anita W Coupe. Esq. 
Judi Fnedman 
Alice R. Garey 
David John Jhirad. Ph.D. 
Jennifer Leaning, M.D. 
Amy Freeman Lee, Litl.D. 
Franklin M. Loew. D.V.M. 
Eugene W. Lorenz 
Jack W. Lydman 
William F Mancuso 
Patrick L. McDonnell 
Judy J. Peil 
Joe Ramsey, Esq. 
Jeffery 0. Rose 
James D. Ross, Esq. 
Marllyn G. Seyler 
Maurlce F Strong. P.C.. C.C.. LL.0. 
John E. Tan 
Davld 0. W~ebers. M.D. 
Marilyn E. Wilhelm 
K. William Wiseman 

John A. Hoyt 
President Emeritus 

Murdaugh Stuart Madden, Esq. 
Vice PresidenVSenior Counsel 
NGO in general consullalive slalus 
r l l h  the Economlc and Social Council 
01 Ihe Unned Nations 

August 1 3,2004 

Division of Dockets Management (HFA-305) 
Food and Drug Administration 
5630 Fishers Lane, rm. 106 1 
Rockville, MD 20852 

Docket No. 2004N-0264, "Federal Measures to Mitigate BSE Risks: 
Considerations for Further Action" 

On behalf of The Humane Society of the United States (HSUS) I would like to take 
this opportunity to submit comments regarding the Advance Notice of Proposed 
Rulemaking "Federal Measures to Mitigate BSE Risks: Considerations for Further 
Action." As the country's largest animal protection organization with more than 8 
million supporters nationwide, we are deeply concerned about the potential impact 
of transmissible spongiform encephalopathies (TSEs) on animal health. We are 
disappointed with the lack of progress made by the Food & Drug Administration 
(FDA) in closing loopholes in animal feed rules which could allow the spread of 
TSEs through contaminated feed. 

Upon discovery of a Washington State cow suffering from Bovine Spongifonn 
Encephalopathy (BSE), the U.S. Department of Agriculture (USDA) immediately 
announced prudent changes such as banning non-ambulatory disabled cattle 
(downers) from the human food supply.' On January 26,2004, the FDA also 
announced that it would strengthen its animal feed rules because "we must never be 
satisfied with the status quo where the health and safety of our animals and our 
population is at stake." It has yet to follow through with these changes. Secretary 
Thompson publicly pledged to close identified loopholes in the FDA feed ban 
regarding the use of blood, poultry litter, and plate waste, and to require dedicated 
production and transportation equipment to minimize risks of cross-contamination 
- all to be effective "immediately upon publication" of an interim final The 
subsequent publication in July of this Advance Notice of Proposed Rulemaking - a 
much more tentative step that may never yield a final rule - i s  an alarming set-back. 
Any further delay needlessly puts animal (and human) health at risk. 

The FDA has an opportunity to show true leadership by moving forward and acting 
on the premise that BSE is likely circulating in North American cattle and that we 
are likely to find more cases. It has been suggested that for each clinically affected 
animal identified, many animals are infected or exposed.3 This notion is supported 
by the USDA Foreign Animal and Poultry Disease Advisory Committee's 
Subcommittee on the United States' Response to the Detection of a Case of Bovine 
Spongiform Encephalopathy (hereafter referred to as 'the s~bcomrnittee').~ The 
FDA's Dr. Crawford was quoted as saying that the subcommittee had "convinced 
us that there is a greater risk of amplification, than previously believed."' 
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