
 

 
 
 

 
 
 

March 6, 2014 
 
 

VIA Electronic Submission at Regulations.gov 
 
Division of Dockets Management (HFA-305) 
Food and Drug Administration 
5630 Fishers Lane 
Room 1061 
Rockville, MD 20852 
 
Re:  Docket No. FDA-2013-N-1317 
 
Dear U.S. Food and Drug Administration: 
  
This comment is submitted by the American Feed Industry Association (AFIA), Arlington, Va. 
AFIA respectfully requests the U.S. Food and Drug Administration (FDA) confirm that its 
tentative determination that partially hydrogenated oils (PHOs) are not generally recognized as 
safe (GRAS) for any use in food is intended to apply only to food for human consumption and 
not to food for consumption by animals other than man. 
 
Nothing in FDA’s request for comments and scientific data and information published in the 
Federal Register for Nov. 8, 2013 (78 Fed. Reg. 67,169) indicates that FDA’s concerns extend 
beyond food for human consumption. The only contact person listed is a representative of the 
Center for Food Safety and Applied Nutrition (CFSAN); there is no contact person listed for the 
Center for Veterinary Medicine (CVM). The Federal Register document discusses the current 
human dietary intake of trans fats from PHOs, a variety of foods for human consumption, the 
safety of trans fats in human food and governmental activities to restrict the human consumption 
of PHOs. 
 
None of the seven questions on which FDA seeks comment pertains to animal food.  Moreover, 
none of the 46 references cited appears to have any direct relevance to animal food. 
 
Our informal contacts with agency officials indicate the Federal Register originated with 
CFSAN, without CVM involvement. 
 
Vegetable oils and PHOs have a long history of safe use as an animal food ingredient for a wide 
variety of species. Vegetable fats and oils have been a defined ingredient by the Association of 
American Feed Control Officials (AAFCO) since 1989 but their use in the industry goes back 
prior to that date. The addition of vegetable oils, some of which may be PHOs, provide energy 
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and essential fatty acids in the diets and rations of livestock, poultry, aquaculture and companion 
animals.  
 
Based on the foregoing, we believe that it is evident FDA did not intend the views set forth in the 
Nov. 8, 2013 Federal Register notice to have any applicability to food for animals other than 
man. To prevent any possibility of confusion, we ask FDA to confirm. In our view, clarification 
is warranted because the statutory definition of a “food additive” in section 201(s) of the Federal 
Food, Drug, and Cosmetic Act (“FDC Act”), 21 U.S.C. § 321(s), and the food additive 
provisions in section 409 of the FDC Act, 21 U.S.C. § 348, apply with equal force to food for 
human consumption and to food for consumption by animals other than man. We ask that FDA 
issue the clarification we seek by means of, at a minimum, a letter to AFIA that is placed in the 
public rulemaking docket.   
 
AFIA is the national trade association for feed and pet food manufacturers, ingredient 
manufacturers and suppliers, equipment manufacturers, and other firms that supply goods and 
services to the total feed industry. AFIA’s membership also includes state and national trade 
associations representing feed manufacturers and ingredient suppliers. 
 
AFIA appreciates FDA’s consideration of this comment. 
 
 
Respectfully submitted, 

 
 
Leah Wilkinson 
Director, Ingredients, Pet Food and State Affairs 
 
       
cc:  (by electronic mail) 
       Michael Taylor, Esq. 
       Michael Landa, Esq. 
       Dr. Mical Honigfort 
       Dr. Bernadette Dunham 
       Dr. Daniel McChesney 
       Dr. Sharon Benz  

 
 


