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The American Feed Industry Association staff has been reading and re-reading the 

Food Safety Modernization Act final rule "Current Good Manufacturing Practice and 

Hazard Analysis and Risk-Based Preventive Controls for Food for Animals," 

published in the Federal Register Sept. 17. During the next several weeks, the FSMA 

weekly update will focus in on different aspects of the rule. Today, AFIA is providing 

a general overview of the structure of the rule and what facilities will need to comply.   

  

The final rule adds Part 507 under Title 21 of the Code of Federal Regulations and is 

titled "Current Good Manufacturing Practice and Hazard Analysis and Risk-Based 

Preventive Controls for Food for Animals." Part 507 is then broken up into several 

subparts: 

 Subpart A - General Provisions 

 Subpart B - Current Good Manufacturing Practice 

 Subpart C - Hazard Analysis and Risk-Based Preventive Controls 

 Subpart D - Withdrawal of a Qualified Facility Exemption 

 Subpart E - Supply-LC Program 

 Subpart F - Requirements Applying to Records that must be Established and 

Maintained  

Subpart A details the applicability of the regulations to the animal food industry. It 

also outlines the exemptions and what parts apply to specific segments of the industry 

including qualified facilities, facilities solely engaged in the storage of unexposed 

packaged animal food and facilities that hold and distribute human food byproducts 

for use in animal food. In general, facilities that manufacture, process, pack or hold 

animal food that are required to register with the U.S. Food and Drug Administration 

under section 415 of the Federal Food, Drug and Cosmetic Act are covered under the 

regulation.  

  

Farms as defined in § 1.227 in 21 CFR are exempt from registering with FDA, which 

includes vertically integrated farms (i.e. where the feed mill, animals, land and 

buildings/establishment are all owned by the same entity). FDA is concerned these 

vertically integrated operations not being subject to this final rule leaves a large gap in 

protecting human and animal health because of the large volume of animal food 

manufactured by these operations. FDA has indicated it intends to publish a proposed 

rule in the next few years that would seek to have some of these operations implement 

the Current Good Manufacturing Practice requirements in this rule.     

  

This subpart is also very important as it contains the definitions that preside over the 

entire Part 507. When reviewing the rule, it is key to refer back to these definitions for 
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a full understanding of the regulation. Definitions are provided for the following 

terms: 

 

Adequate, affiliate, animal food, audit, calendar day, correction, critical control point, 

environmental pathogen, facility, farm, FDA, food, food-contact surfaces, full-time 

equivalent employee, harvesting, hazard, hazard requiring a preventive control, 

holding, known or reasonably foreseeable hazard, lot, manufacturing/processing, 

microorganisms, mixed-type facility, monitor, packing, pathogen, pest, plant, 

preventive controls, preventive controls qualified individuals, qualified auditor, 

qualified end-user, qualified facility, qualified facility exemption, qualified individual, 

raw agricultural commodity, receiving facility, rework, sanitize, significantly 

minimize, small business, subsidiary, supplier, supply-chain applied control, 

unexposed packaged animal food, validation, verification, very small business, water 

activity, written procedures for receiving raw materials and other ingredients, you.   

  

Subpart A also creates a new section 507.4 that details the qualifications of individuals 

who manufacture, process, pack or hold animal food. This new section will require 

management to ensure individuals that manufacture, process, pack or hold animal food 

are qualified to perform their duties and are trained in the principles of animal food 

hygiene and safety. AFIA will discuss this section in a future update.   

  

AFIA's legal counsel has supplied a memo providing a broad overview of the final 

rule. The memo can be found here. 

  

Correct Compliance Dates 

In last week's FSMA update, some incorrect compliance dates were listed. AFIA 

regrets the error and highlights the correct compliance dates in the table below. 

 

Business Size CGMP Compliance 
Date 

Preventive Controls 
Compliance Date 

Businesses other 
than small and very 
small businesses 

1 year - Sept. 19, 2016 2 years - Sept. 18, 
2017 

Small business (a 
business employing 
fewer than 500 full-time 
equivalent employees) 

2 years - Sept. 18, 
2017 

3 years - Sept. 17, 
2018 

Very small business 
(a business averaging 
less than $2.5 million 
per year, during the 
three-year period 
preceding the 
applicable calendar 
year in sales of animal 
food plus the market 
value of animal food 
manufactured, 
processed, packed or 

3 years - Sept. 17, 
2018 

4 years - Sept. 17, 
2019 (except for 
records to support its 
status as a very small 
business, which you 
must start maintaining 
on Jan. 1, 2017) 
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held without sale (e.g., 
held for a fee or 
supplied to a farm 
without sale) 

 

Future Communications and Oct. 7, Webinar 

As AFIA staff and FSMA work groups continue to dive deeper into the final rule, 

AFIA will go more in-depth on different aspects of the rule in future FSMA weekly 

updates. As you review the rule and identify questions or concerns, please email the 

AFIA staff person below with "FSMA Question" in the subject line. The question will 

either be answered directly, used in a frequently asked questions document or a staff 

member will seek the answer from FDA as necessary. 

 

If you didn't receive information on the FREE webinar sponsored by AFIA and 

Feedstuffs Oct. 7, click here. 

  

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. 

   

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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