
Breakout Group 4B   
 
Identified Gaps:   
1. The agency has established priorities for inspections under the BSE inspection program 
based on a combination of risk factors.  CVM is currently developing a risk-based inspectional 
approach for other feed-related inspections, which is not expected to be completed until FY 
2006.  The AFSS expects to rely on this approach for animal feed and feed ingredients.  
2. Regulatory oversight has focused principally on the commercial medicated feed industry 
even though there has been a major shift to more on-farm production of all types of feed.  
Some on-farm operations are making more feed than most commercial feed companies.  
Vehicles that are used to transport feed are also not receiving much inspectional scrutiny.  
This can be a significant cross-contamination issue.  The AFSS is developing a more 
comprehensive regulatory approach that will cover all segments of the animal feeding industry 
including transporters, mixer-feeders, and livestock producers.  
3. Ensuring the competency and proficiency of FDA field and state inspectors, compliance 
officers and program personnel regarding animal feed regulations, policies and program 
directives is essential.  The AFSS Team will be seeking input from all stakeholders on means 
for having the most knowledgeable feed inspection force possible.  Traditional and novel 
approaches for providing initial and reinforcement training will be solicited. 
 
Question 1) Do you agree with the identified gaps? 

1.  Yes, there needs to be prioritization of inspections based on feed 
safety and consumer protection 
2.  Yes, we agree. 
3. Yes, education, training and outreach is important in any regulation 

 
Question 2) Have we missed important gaps? 

1.  On farm authority for inspections of non-  commercial feed 
2.  Communication of guidelines/regulations to all the concerned 

regulated public  
3. Oversight of imported feed and internet-purchased feeds and feed 

ingredients 
4. Oversight of intrastate feeds 

 
Question 3) What solutions do you recommend to fill these gaps? 
Gap 1 

1. Self-inspection programs with regulatory oversight 
Gap 2 
 1. Encourage AAFCO to develop some language in regards to on-farm 
 authority 
Gap 3 

1. Joint, hands-on training from FDA and states to assure uniform, 
practical education and information to inspectors and regulated 
community 

2. Distributed by and through AAFCO, extension, producer groups, 
commodity associations, FDA/ORAU 

3.  Focus on record keeping of transportation trucks and rail companies 
and determine who has regulatory authority over these companies 
and can therefore be a liaison between regulatory agencies 



 
Question 4) The federal-state relationship is an important part of the current 
inspection program.  How might the AFSS affect the federal-state relationship? 

1.  It could be an unfunded mandate 
2.  It could strain relationships between the states and industry and/or 
the states and FDA 
3.  Could lead to a closer relationship and enhance communications 
between states and FDA due to joint training 
 

Question 5) Should regulatory programs focus solely on risk?  How would a risk-
based approach affect economic protection activities?   

1.  To maintain a healthy state – federal regulatory relationship, some 
component of consumer protection must be included 
2.  State consumer protection programs will suffer if a risk-based 
inspection program took total priority 
 

Question 6) If process controls are established for on-farm manufacturing and 
use, what would regulatory oversight for such a program look like?  

1. Gradual implementation 
2. Lots of outreach and education upfront 
3. Risk-based system similar to BSE 

 
 

 
 


