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Subject of Action Item:  Definition of Food in the Tester Amendment of the Food Safety Modernization Act 
 
Submitted By: Secretary Chuck Ross, Vermont 
 
Text of Action Item:  
 
Recommend that FDA redefine “average annual monetary value of all food” to not reference back to § 201(f) of 1 
the Food Drug and Cosmetic Act definition of food as: “(1) articles used for food or drink for man or other 2 
animals, (2) chewing gum, and (3) articles used for components of any such article.”  3 
 4 
Requests the FDA amend the produce safety regulation at 112.5 to “average annual monetary value of covered 5 
food.” Additionally, request the FDA amend the human preventive controls regulation at 117.3 for qualified 6 
facility to “average annual monetary value of human food.” 7 
 8 
This may require an act of Congress to redefine “food” in the Tester amendment. 9 
 10 
Background & Rationale (Note: Information in this section will not be included in the final text of the Action 11 
Item): 12 
 13 
Background justification provided by NASDA in FSMA comments to FDA: The proposed produce safety and 14 
preventive controls for human food have been consistent in reference to “all food” as inclusive of human food 15 
and animal food. On the other hand, the newly released animal feed rule has departed from the inclusion of “all 16 
food” and instead calculates size based only on animal food. By adopting “all food” rather than determining the 17 
Qualified Exemption based on the food regulated under the specific regulation, the FDA eliminates the 18 
relationship to the amount of a regulated food and the regulatory burden.  19 
 20 
As it stands, a farm producing $499,000 in dairy products and $5,000 in mixed vegetables would be regulated 21 
under the full force of the FSMA regulations, and held to the same standard as a $20 million vegetable 22 
operation. 23 
 24 
If FDA were to follow the aforementioned amendments, the action would make the human food regulations 25 
(produce and human preventive controls) consistent with the preventive controls for animal food. The qualified 26 
exemptions and relevant business sizes for each of these should be aligned based on the food being regulated 27 
rather than on the false relationship to “all food.” 28 

To be completed by NASDA Staff: 
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