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 Where do things stand on the animal food preventive control proposed rule? 
In the last few weeks, you have likely seen a lot of media stories on the U.S. Food and Drug Administration's 
"reproposal" of the animal food preventive control proposed rule this summer or calls for FDA to exempt 
certain byproduct categories. This update will provide some clarity on what we know since the comment 
period closed, as well as what will likely happen this summer. 
  
More than 2,100 comments were received on the animal food preventive control proposed rule, with 1,500 
of them being form letters received from pet owners, small brewers or farmers that feed spent grains from 
breweries. That leaves more than 500 "unique" comments from trade associations, companies, consumers 
and other stakeholders. To date, FDA has only posted 21 of these comments to the public viewing site 
demonstrating they are way behind on the task. When posted, comments can be found here. 
  
FDA will be reopening certain portions of the proposed rules on produce, human food and animal food this 
summer (likely August). It is not a reproposal, per se, but instead it will reopen certain sections or topics for 
further comment. The American Feed Industry Association also believes the reopening will have FDA 
proposing language on supplier verification requirements since this was not included in the first proposed 
rule. It is unclear if FDA will propose environmental monitoring or product testing requirements. The animal 
food industry was united in our opposition to those testing requirements. AFIA anticipates FDA will "stage" 
the release of the three rules, meaning the reopened proposed rules will be released as the Office of 
Management and Budget finishes their review of the rules. It is likely we will see the human food and/or 
produce rules first, as the comment periods closed in November 2013, with the animal food rule following 
last. FDA has stated it is likely to grant a 60-day comment period, as the agency must still adhere to the 
agreed to court settlement date of Aug. 30, 2015, for issuing the final rules. 
  
During a presentation at the Food & Drug Law Institute annual conference last week, Dr. Daniel McChesney, 
director of surveillance at FDA's Center for Veterinary Medicine, provided a few insights into other areas the 
agency may reopen for further comment or change in the final rule. These comments were made in a public 
forum but until we see such change in the revised proposed rule or a final rule, these items may likely 
change.     

 FDA will likely agree with the change proposed by AFIA and others to delete "nutrient imbalance" 
and instead refer to nutrient deficiency and toxicity. 

 The "food" definition will be revised and apply across all rules. Of particular concern raised in the 
comments by some were the co-products coming from the food industries, including "raw 
materials." See below for more discussion on this topic. 

 FDA is working to rectify the issues raised with using "reasonably likely to occur" language (which is 
hazard analysis and critical control pointslanguage) in the proposed rules instead of "reasonably 
foreseeable" hazards language (which was the Food Safety Modernization Act language in the 
law). He did not elaborate on what the fix would entail, however AFIA continues to urge the 
agency to use the language in the FSMA statute of "reasonably foreseeable." 

 The definitions for "packing" and "holding" will be corrected in the human food and animal food 
rules to address the grain elevator issues. 

 FDA has alluded to wanting to change the definition of "farm" to better clarify the meaning. It is 
believed this change will cover all three rules; however no further clarification has been made. 

  
What's brewing on the "spent grains" issue? 
In a blog post last week, Michael Taylor, FDA deputy commissioner for foods and veterinary medicine, 
discussed how they intend to clarify the requirements for spent grains and other byproducts from human 
food production under the animal food preventive control proposed rule. FDA intends to clarify that facilities 
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would not need to keep separate animal food safety plans if the facility is operating under a human food 
safety plan.  
  
FDA provided further clarification in a Questions and Answers for Brewers/Distillers on the FSMA Animal 
Food Rule posting.  
  
One interesting answer to note relates to the issue of donated product and the very small business 
exemption. FDA states, "Because the exemption is based on sales, companies that donate a byproduct rather 
than sell it likely would qualify for the very small business exemption." Under most state laws, "distribute" 
includes to "offer for sale, sell, exchange, barter or otherwise supply commercial feed." AFIA will watch this 
issue closely for ramifications it may have across the entire rule. 
  
AFIA believes all facilities that manufacture, process, pack or hold feed, feed ingredients or pet food should 
be required to comply with the final rules issued under FSMA unless they are a "farm" and exempt. It is 
difficult for feed and pet food manufacturers to prepare facility-specific animal food safety plans and 
determine how to exempt a segment of the industry. It makes the plan very difficult to manage and 
determine sources of potential hazards when one or more of the commodity groupings may be exempted 
from compliance. 
  
Contact AFIA 
To keep track of FSMA updates from FDA, visit the FSMA webpage, www.fda.gov/fsma, and sign up for email 
updates. For questions on any aspect of FSMA, please contact Richard Sellers, AFIA senior vice president of 
legislative and regulatory affairs, at (703) 558-3569, Leah Wilkinson, AFIA director of ingredients, pet food 
and state affairs, at (703) 558-3560, Henry Turlington, AFIA director of quality and manufacturing regulatory 
affairs, at (703) 650-0146, or Paul Keppy, AFIA legislative and regulatory specialist, at (703) 650-0144. 
  
The Food Safety Modernization Act (FSMA) was signed into law on January 4, 2011, and provides the U.S. 
Food and Drug Administration (FDA) with sweeping new authorities and requirements. The law was a bi-
partisan supported bill backed by the food and feed industries. It authorizes FDA to promulgate new rules for 
preventive controls, develop performance standards, create new administrative detention rules, provides 
authority for mandatory recall of adulterated products and provides authority for hiring more than 4,000 
new field staff among other provisions. It is unclear whether Congress will provide sufficient funding 
authorization to fully implement the law, but it is clear that FDA is proceeding with rulemaking to meet the 
new law's regulation deadlines.  
  
The copyright law of the United States (Title 17, United States Code) governs the making of photocopies or 
other reproductions of copyrighted material. If you would like to photocopy, otherwise reproduce, or publish 
any of the foregoing material, please contact AFIA's Sarah Novak or Miranda McDaniel at (703) 524-0810 or 
snovak@afia.org or mmcdaniel@afia.org for permission.   
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