










Hazards Analysis and Risk-based 
Preventive Controls (Sect. 103) 

ID reasonably foreseeable hazards (biological, 
chemical, physical, and radiological hazards) 

 
ID and implement preventive controls  
 
Monitor effectiveness of the preventive 

controls 
 

 



Hazard Analysis (cont’d) 

Take corrective action if the controls are 
not properly implemented 

 
o Reduce likelihood of future implementation failure 
o All affected food is evaluated for safety, and 
o All affected food is prevented from entering into 

commerce if it cannot be assured that the food is 
not adulterated or misbranded 

 



Hazard Analysis (cont’d) 

Records kept for at least 2 years documenting 
the monitoring process 
Written plan and documentation of the 

process used to ID hazards and preventive 
controls 
Re-analysis required, whichever is earlier 

o If a significant change in activities conducted 
o Within every 3 years 



Performance Standards (Sect. 104) 
Most significant contaminants 
 
The Secretary shall … not less frequently than every 
2 years, review and evaluate relevant health data 
and other relevant information, including from 
toxicological and epidemiological studies and 
analyses, current Good Manufacturing Practices 
issued by the Secretary relating to food, and 
relevant recommendations of relevant advisory 
committees, including the Food Advisory 
Committee, to determine the most significant 
foodborne contaminants. 
 

 
 



Performance Standards (cont’d) 
What FDA is doing to comply 

 
• CFSAN and CVM working with a contractor 
• Developing a ranking tool 
• Challenges  

– differences in amounts, types of data for animals vs. 
humans 

– differences in amounts, types of data for microbial vs. 
chemical contaminants  

– many bacteria of concern in human food vs. mainly 
Salmonella in animal food 

 
 





Targeting Inspection Resources  
(Sect 201) 

• The Secretary shall identify high-risk facilities 
– Known risks of the food produced 
– Compliance history of firm 
– Effectiveness of hazard Id and safety plan 

• Increase frequency of inspections of all firms 
– Inspect high-risk firms every 3 years 
– Non-high risk firms every 7 years 

• Inspect foreign firms 
• Rely on Federal, State, or Local inspectors 

 



 
Targeting Inspection Resources  

What CVM is doing to comply 
 • Developing a risk algorithm joining two 

previously separate feed-related inspectional 
programs for comprehensive feed safety coverage 
– BSE Compliance Program 

• Focused on processing and transporting of prohibited 
protein 

– Medicated Feed Compliance Program 
• Focused on the safety aspects of handling and blending 

medicated articles into feed 

• Add other firms not covered under the two 
previous programs 
 



Examples of Partnerships 
• Partnership for Food Protection  

– Working to develop an early warning system for 
animal feed similar to the PETNet system 

– Subgroups developing shared work assignments 
• Association of American of Feed Control 

Officials 
– Development of model regulations  and policies 
– Provide a forum for regulators and industry to 

discuss and resolve feed regulatory issues 
• Veterinary Laboratory Response Network 

(VetLRN) of veterinary diagnostic laboratories 
 



Animal Feed Safety System (AFSS) 

• Who?  FDA CVM Office of Surveillance and 
Compliance has the lead 
– Members from Division of Animal Feeds 
– Division of Compliance 
– Communications Staff 
– Member of an Office of Regulatory Affairs District 

Office 
– Commissioned State Inspectors 

• When? On-going. Initiated in 2003.  
• What? Multi-faceted approach/components 



Example Components of AFSS 
Components  of AFSS pre-dated FSMA but some have 
been working on projects that align with FSMA 
– Ingredients and the Approval Process (pilot GRAS 

program) 
– Good Manufacturing Practices for the Production, 

Storage, and Distribution of Safe Feed Ingredients and 
Mixed Feed (drafting guidance) 

– Reporting of Unsafe Feed [Safety Reporting Portal and 
Pet Event Tracking Network  (PETNet)] 

– Regulatory Oversight (working on implementation of 
the Sanitary Food Transportation Act) 

 





Risk Ranking Support for the AFSS 

• Ranking of hazards in feed.   
• Within species.   
 Human health one ranking,  
 Individual animal species separate rankings. 

• Chemical hazards considered (currently) 
oPrototype developed in swine several years ago 
oORISE Fellow  working on poultry  
oPresenting at the SRA meeting in Baltimore, Dec, 2013 
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