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FSMA Pre-publication Release; FDA to Incorporate AFIA Recommendations 
   

On Sept. 19, the U.S. Food and Drug Administration took the unprecedented step of 

posting the pre-publication of the long awaited re-proposals (or "supplemental") of four 

Food Safety Modernization Act rules. At first glance, it appears FDA has incorporated 

many of the changes the American Feed Industry Association, with the help of its 

member-driven working groups, recommended in its comments to the animal food rule in 

March. All four rules will publish in the Federal Register on Sept. 29. 

  

The reissued rules are: 

 Standards for the Growing, Harvesting, Packing and Holding of Produce for 

Human Consumption;  

 Foreign Supplier Verification Programs for Importers of Food for Humans and 

Animals;  

 Current Good Manufacturing and Hazard Analysis and Risk-based Preventive 

Controls for Human Food; and  

 Current Good Manufacturing Practices and Hazard Analysis and Risk-based 

Preventive Controls for Food for Animals.  

It is important to note in the re-proposals that FDA is not addressing or outlining all of the 

potential changes that could be made when the final rule is published. FDA staff is still in 

process of reviewing all the comments received by the March 31 comment deadline. This 

re-proposal is only addressing "hot topics" that needed re-proposing for further comment 

or a few topics that needed actual proposal before they could be included in a final 

regulation. 

  

One issue FDA has not addressed in this re-proposal is the high cost of the proposed 

regulation on the industry with very limited benefit. AFIA will work to ensure FDA 

addresses this inequity in the final rule. In future weekly updates, we will focus on the 

specific issues in this re-proposal and seek your input on AFIA comments. 

  

For all four rules, the comment period will close 75 days from the date of publication in 

the Federal Register on Sept. 29. AFIA FSMA work groups will be meeting to review the 

re-proposals and prepare comments on behalf of the industry.  

  

This week, FDA staff also informed AFIA of the internal deadlines for review and 

finalization of the four regulations by the court ordered deadline of Aug. 30, 2015. Staff 

has targeted completing their review of the comments received during both comment 

periods and drafting the final regulations by early March, leaving several months for the 

many other levels of review before final publication by the varying agencies and 

departments. That does not leave much time between mid-December and March to review 

http://r20.rs6.net/tn.jsp?f=001d5qtfR6glfCUQdmIRVR5Gq3trpFziNF1EFrb3SywhCgqgMFKgnBcB6M8r3WOrQac9V4xZtCZGFumcVRptjWip_M_JIChdD1J83l6PO5wO5C3juxmUXCSW4V3Uh4gSsqU0ih5Wl8E9wsg_aNQL7bfmSDwttLzadAL1baes1_9GTDGF3dG_8DMZs1e7_o5Qfu4J0NFvRBtkN31BYOQj6IQk35x1RjNyBoV1Yy-6mRRd7p4wMo05DdNC416DlVLuK8rHJNw5EjcG6VtMo519_lcUEqnWdDY2ZpkNUre9h04SePrS_O4mK9rJ9o05-F3n_zXHW4xFzijOEiSIXSntKzHaFKiiMgE2alR&c=VdDfRSCYgJfAYbM62fylyHemaTmQcpOQW95rb-yzd0oJkVBrQUuu2g==&ch=xFzQ_VC2zO8WwlWCMUTlODj4CZshs-PzM6qRvsz5OWRPwP--YSuY_Q==
http://r20.rs6.net/tn.jsp?f=001d5qtfR6glfCUQdmIRVR5Gq3trpFziNF1EFrb3SywhCgqgMFKgnBcB6M8r3WOrQac9V4xZtCZGFumcVRptjWip_M_JIChdD1J83l6PO5wO5C3juxmUXCSW4V3Uh4gSsqU0ih5Wl8E9wsg_aNQL7bfmSDwttLzadAL1baes1_9GTDGF3dG_8DMZs1e7_o5Qfu4J0NFvRBtkN31BYOQj6IQk35x1RjNyBoV1Yy-6mRRd7p4wMo05DdNC416DlVLuK8rHJNw5EjcG6VtMo519_lcUEqnWdDY2ZpkNUre9h04SePrS_O4mK9rJ9o05-F3n_zXHW4xFzijOEiSIXSntKzHaFKiiMgE2alR&c=VdDfRSCYgJfAYbM62fylyHemaTmQcpOQW95rb-yzd0oJkVBrQUuu2g==&ch=xFzQ_VC2zO8WwlWCMUTlODj4CZshs-PzM6qRvsz5OWRPwP--YSuY_Q==
http://r20.rs6.net/tn.jsp?f=001d5qtfR6glfCUQdmIRVR5Gq3trpFziNF1EFrb3SywhCgqgMFKgnBcB6M8r3WOrQacQRPeaMrHWoknEAciHOORwpxbkYyBblxTpQXgZO8AELnhcRKK_Vej4cBPu2KxePqDATIfzqziBsK67tNuu2-CxZQm_YOqAIyz-IuPhAxdeHE68CkyPnypSOGhw8ACNwm0PM0bniuhD28lW25U_3HyG9nBucR_lqzAKR6bpI0jzTYsdDxYDLCFrkpCbZ1z69MR_PGs_VupGgt_rVvDzvyzg21pni1B0dofPkkv6McmShR40k17K981olJ6u_cUupq17UuMzX_zvjmBDaIGBqQ0JoWwXyupKf68e-umPhIjAKE=&c=VdDfRSCYgJfAYbM62fylyHemaTmQcpOQW95rb-yzd0oJkVBrQUuu2g==&ch=xFzQ_VC2zO8WwlWCMUTlODj4CZshs-PzM6qRvsz5OWRPwP--YSuY_Q==
http://r20.rs6.net/tn.jsp?f=001d5qtfR6glfCUQdmIRVR5Gq3trpFziNF1EFrb3SywhCgqgMFKgnBcB6M8r3WOrQacQRPeaMrHWoknEAciHOORwpxbkYyBblxTpQXgZO8AELnhcRKK_Vej4cBPu2KxePqDATIfzqziBsK67tNuu2-CxZQm_YOqAIyz-IuPhAxdeHE68CkyPnypSOGhw8ACNwm0PM0bniuhD28lW25U_3HyG9nBucR_lqzAKR6bpI0jzTYsdDxYDLCFrkpCbZ1z69MR_PGs_VupGgt_rVvDzvyzg21pni1B0dofPkkv6McmShR40k17K981olJ6u_cUupq17UuMzX_zvjmBDaIGBqQ0JoWwXyupKf68e-umPhIjAKE=&c=VdDfRSCYgJfAYbM62fylyHemaTmQcpOQW95rb-yzd0oJkVBrQUuu2g==&ch=xFzQ_VC2zO8WwlWCMUTlODj4CZshs-PzM6qRvsz5OWRPwP--YSuY_Q==


all the comments received, leaving many to believe the final rules will not be much 

different from this re-proposal. However, this should not deter anyone from providing 

meaningful comments on the re-proposed items or newly proposed items. AFIA will not 

back down and will continue to advocate for reasoned requirements that also can 

demonstrate a benefit to the industry and consumers. 

  

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 government affairs 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 

orsnovak@afia.org or mmcdaniel@afia.org for permission.    
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