
Breakout Group 1B 
 
WE AGREE WITH 1, 4, 5, 7, 8. See notes below. 
 
Question 1) What parts of the definition for comprehensive do you agree with? 
 
Question 2)  What parts of the definition for comprehensive do you disagree 
with?  Why? 
Item 2 –add storage, transportation, and use 
Item 3—add storage, distribution, transportation and use. 
Item 6—further define hazards as science-based and reasonably likely to occur? 
 
Question 3)  How can we differentiate between a process-oriented approach 
and a product-oriented approach to feed safety? 
The key is a safe end product.  Each entity must establish its own plan. 
 
Question 4) Does the proposed definition for comprehensive contain any gaps?  
Is it too broad?  If you answered yes to either question, please explain why? 
Gaps- refer to Q2, items 2 & 3. 
Too broad—refer to Q2, item 6. 
 
Identified Gap:  
1. The AAFCO OP, a non-federal listing, is a source of information on permitted 
ingredients/additives in animal feed.  A Compliance Policy Guide (CPG) that (1) explains the 
relationship between FDA and AAFCO and (2) establishes a policy whereby FDA would 
recognize the ingredients defined in the OP as acceptable for use in animal feed is being 
developed to address this potential barrier.   We are also considering the promulgation of a 
regulation in addition to a CPG. A regulation would be more binding than a CPG and less 
subject to variation in interpretation.  The CPG would, however, define the relationship 
between AAFCO and FDA. 
 
Question 5) Do you agree with the identified gap?  Why? 
Yes, we agree.  The CPG would formalize the understanding between FDA & 
AAFCO. 
 
Question 6) Do you disagree with the identified gap?  Why? 
We prefer a CPG to a regulation.  We feel that a regulation has the potential to 
be a significant regulatory burden. 
 
Question 7) What gap(s) have we missed? 

1) Currently, there is no mechanism for evaluation/reviewing GRAS 
substances to be used a feed ingredients. 

2) Currently, rapid, validate, inexpensive tests for certain hazards do not 
exists. 

 
Question 8)  What solutions(s) do you recommend to fill the gaps(s)? 

1.) Recommend that the GRAS notification proposal be implemented. 


