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FDA RELEASES PROPOSED RULE TO ESTABLISH CURRENT GOOD 
MANUFACTURING PRACTICE AND HAZARD ANALYSIS AND  

RISK-BASED PREVENTIVE CONTROLS FOR FOOD FOR ANIMALS 

On October 25, 2013, the Food and Drug Administration (FDA) released the first of its kind draft rule 
proposing preventive measures for animal food and current good manufacturing practices (CGMPs) 
for non-medicated animal food.  Similar to the human food safety rules released in January,1 the 
proposed rule implements the Food Safety Modernization Act’s (FSMA) hazard analysis and 
preventive controls provisions, codified as section 418 of the Federal Food, Drug, and Cosmetic Act 
(FDCA), and creates new 21 C.F.R. Part 507.  The proposed regulations would codify the first FDA-
required CGMPs for non-medicated animal feed and require manufacturers not specifically 
exempted by the rule to implement for all animal feed and pet food a written food safety plan that 
would include a hazard analysis, preventive controls for hazards that are reasonably likely to occur, 
recall plans, monitoring, corrective actions, verification, and associated records. 

This client alert includes a brief overview of FSMA, a summary of the key differences between FDA’s 
proposed human food safety rule and proposed animal food safety rule, a summary of the highlights 
of the proposed rule, and key issues industry should monitor and consider for comments.  The 
proposed rule was published on October 29, 2013.  Comments are due February 26, 2014. 

BACKGROUND 

With FSMA, FDA shifted its food safety approach away from controlling outbreaks towards a more 
preventive model, placing the primary responsibility on manufacturers to identify and control 
hazards.2  This approach to hazard analysis and preventive controls was pioneered by food industry 
leaders and FDA’s Hazard Analysis and Critical Control Point (“HACCP”) regulations for juice and 
seafood.  FSMA section 103 requires food facilities generally to develop and implement hazard 
analysis and preventive control plans, which the statute made effective for most facilities on July 4, 
2012.  Before the effective date, however, FDA announced on its FSMA “FAQ” page and in letters to 
industry that it would not enforce these provisions until the agency issued its final rules3 that will be 
based on FDA’s proposed rules and stakeholder comments.  Due to a court order in a case brought 
by a consumer advocacy group, FDA is required to issue final regulations implementing section 103 
by June 30, 2015.4 

 
1 Click here for our client alert summarizing FDA’s proposed rule for hazard analysis and risk-based preventive 
controls and current good manufacturing practices for human food, here for our client alert on FDA’s proposed 
rule on produce safety, and here for our client alert on foreign supplier verification. 
2 Click here for our client alert issued when FSMA was enacted that described its key provisions. 
3 Click here for our client alert describing the delays in the enforcement of the FSMA hazard analysis and 
preventive controls requirements and the consequences for food companies. 
4 Center for Food Safety v. Hamburg, Case No. 4:12-cv-04529, Doc. No. 80 (N.D. Cal. Oct. 21, 2009). 
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HIGHLIGHTS OF THE PROPOSED RULE 

The proposed animal feed safety rule is very similar to the human food safety rule, except that it 
includes specific provisions unique to animals, such as preventing nutrient imbalances in animals 
and foodborne illness in humans handling animal food, and it does not include provisions for 
preventing allergen cross-contact because animals are not susceptible to the same levels of allergy 
risks as humans. 

Proposed Subpart A--General Provisions 

The provisions in the proposed rule establish the criteria for determining whether an animal food is 
adulterated, either under FDCA section 402(a)(3) because it was manufactured under conditions 
rendering it unfit for food or under section 402(a)(4) because it was prepared, packed, or held under 
insanitary conditions. 

The proposed rule would apply to animal facilities, including renderers, pet food manufacturers, 
biofuel manufacturers that supply distillers grain for animal feed, and manufacturers of minerals and 
mineral mixes, which are required to register under FDCA section 415 and which manufacture, 
process, pack, and hold ingredients and finished products intended to be fed to animals.  The 
proposed rule also addresses the manufacturing, processing, packing, and holding of ingredients 
that may be used in animal foods.  The rule would not apply to certain establishments exempt from 
registration under section 415, including certain farms, restaurants (which, in the case of animal 
feed, include pet shelters, kennels, and veterinary facilities), other retail food establishments, 
nonprofit food establishments in which food is prepared for or served directly to the consumer, or 
certain fishing vessels. 

Generally, the proposed rule would not apply to farms, except that any on-farm non-exempted food 
manufacturing activities would need to comply with the proposed rule.  The proposed CGMPs would 
not apply to holding or transporting raw agricultural commodities.  The hazard analysis and risk-
based preventive controls requirements in Subpart C also do not apply to: 

 Facilities subject to the produce safety rule and FDCA section 419; 

 Qualified facilities within the same calendar year in which they satisfy the conditions specified in 
the rule that allow them to be considered qualified facilities; 

 On-farm packing or holding of animal food by a “small business” or “very small business” if the 
only packing and holding activities conducted by the business are low-risk activities or relate to 
animal foods specified in the proposed rule; 

 Low-risk manufacturing/processing activities conducted by a “small business” or “very small 
business” if the activities consist only of those specified in the proposed rule; and 

 Facilities solely engaged in the storage of raw agricultural commodities other than fruits and 
vegetables intended for further distribution or processing. 

Under the proposed rule, a “small business” is defined as a business employing fewer than 500 
individuals.  The proposed rule offers three different options for defining “very small business:”  total 
annual sales equaling up to $500,000 (Option 1), $1,000,000 (Option 2), or $2,500,000 (Option 3), 
which are higher thresholds than proposed in the counterpart human rule.  FDA arrived at these 
options after conducting a Food Processing Sector Study, which was required by statute.  The agency 
requests comments on the study, as well as on the proposed definitions for “small” and “very small” 
businesses. 
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Proposed Subpart B--Current Good Manufacturing Practices 

In drafting the proposed animal food CGMPs, FDA used the human food CGMPs as a starting point, 
incorporating principles from AAFCO’s Model Good Manufacturing Practice Regulations for Feed and 
Feed Ingredients, the Codex Animal Production and Health Manual of Good Practices for the Feed 
Industry, and the British Standard Institution’s Prerequisite Programmes for Food Safety in the 
Manufacture of Food and Feed for Animals. 

The proposed animal food CGMPs are intended to establish “baseline” controls for the 
manufacturing, processing, and holding of animal food and are divided into seven subparts, 
including personnel, plant and grounds, sanitary operations, sanitary facilities and controls, 
equipment and utensils, processes and controls, and warehousing and distribution.  The overall aim 
of the proposed CGMPs is to protect animal feed from undesirable biological, chemical, physical, and 
radiological contamination.  The proposed rule does not modify the substantive CGMPs for 
medicated feeds in 21 C.F.R. Part 225. 

Although FDA used the human food CGMPs in 21 C.F.R. Part 110 as a starting point for the proposed 
animal food CGMPs, there are several notable differences, including: 

 No specific requirements for certain personnel practices (e.g., outer garments, gloves, hairnets, 
etc.), for confining activities to certain area, or for specifying foreign substances against which 
the manufacturer must safeguard; 

 Mandatory in-process testing for chemical, microbial, or extraneous material to identify 
sanitation failures or other contamination; 

 Mandatory rejection of contaminated animal feed, or, where permissible, treatment and 
processing to eliminate the contamination; 

 Mandatory label controls for animal feed, raw materials, or ingredients and finished product 
labeling to protect animal species from adverse effects of inappropriate levels of certain 
nutrients;  

 Mandatory requirements to keep frozen raw materials frozen and using appropriate thawing 
techniques; and 

 No requirements for controlling allergen cross-contact. 

Overall, the proposed animal feed CGMPs are high-level, covering: 

 Personnel.  Management must ensure personnel do not work when sick and practice general 
hygienic technique.  Personnel education, experience, or training is recommended. 

 Plant and grounds.  Manufacturers must perform general maintenance and pest control, and 
plant construction, size, and design must be adequate. 

 Sanitary operations.  Manufacturers must maintain, clean, and sanitize surfaces, equipment, 
and utensils to prevent contamination, handle toxic materials correctly, and control pests. 

 Sanitary facilities and controls.  Facilities must have a sanitary water supply, adequate plumbing, 
toilet and hand washing facilities, and trash disposal procedures. 

 Equipment and utensils.  Equipment and utensils must be cleaned and maintained, food-contact 
surfaces are required to be corrosion-resistant, equipment and utensils have to be designed, 
constructed, and maintained to protect against contamination, and the temperature of certain 
equipment must be monitored using calibrated instruments. 
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 Processes and controls.  Plant management must ensure that adequate sanitation principles are 
used for manufacturing and that raw materials and ingredients are inspected, washed, handled, 
and stored appropriately, including those susceptible to aflatoxin or other natural toxins.  

 Warehousing and distribution.  Conditions must protect against deterioration and biological, 
chemical, physical, and radiological contamination, including in transport vehicles (which must 
be adequately cleaned and inspected). 

FDA is seeking comment on whether it was appropriate to use human food CGMPs as a starting 
point for animal food CGMPs, whether requirements appropriate for some types of animal food 
would be inappropriate for others, and, if so, how.  FDA is also requesting comments on whether non-
binding (“should”) provisions in the proposed animal food CGMPs should be changed to required 
(“must”) provisions in the final rule, including:  (1) mandating education or experience for certain 
personnel and handler/supervisor training; (2) requiring proper storage of single-service articles and 
portable equipment and utensils, the cleaning of non-food contact surfaces as necessary to protect 
against cross-contact and contamination, and equipment set up to allow cleaning of adjacent space 
and equipment; and (3) requirements for heat blanching when required. 

Proposed Subpart C--Hazard Analysis and Risk-Based Preventive Controls 

FDCA section 418 requires registered animal food facilities to establish and implement a food safety 
system that includes a hazard analysis and risk-based preventive controls.  In many ways the 
proposed animal food safety regulations mirror those proposed for human food, although there are 
important differences.  For example, because animals eat the same food every day, they have 
unique risks of nutrient deficiencies or excesses.  The potential for contaminants in animal feed can 
pose health risks not only to animals but also to humans, especially those handling pet food in the 
home.  The proposed rule for animal feed does not discuss “hazards that may be intentionally 
introduced,” which FDA will address in future rulemaking, but the rule does address the high risk of 
economic adulteration of animal feed, such as the 2007 addition by Chinese manufacturers of 
melamine to animal feed ingredients to enhance perceived quality and/or protein content that led to 
the death of thousands of US pets.  FDA requests comment on when economic adulteration may be 
considered reasonably likely to occur. 

1. Food Safety Plans Required by Proposed § 507.30 

The proposed rule requires that the steps necessary to conduct a hazard analysis and institute 
preventive controls be captured in a “written food safety plan.”  The owner, operator, or agent in 
charge of a facility must prepare or have prepared a written food safety plan that includes a hazard 
analysis, preventive controls, a recall plan, monitoring procedures, corrective action procedures, and 
verification procedures.  The written plan must be prepared by or under the direction of a “qualified 
individual,” who must have “successfully completed training in the development and application of 
risk-based preventive controls at least equivalent to that received under a standardized curriculum 
recognized as adequate by FDA, or is otherwise qualified through job experience to develop and 
apply a food safety system.”  A qualified individual, who may, but need not, be an employee of the 
facility, must also be involved in the validation of preventive controls, reviewing records for 
implementation and effectiveness, and performing reanalysis of the plan.   

2. Written Hazard Analysis Required by Proposed § 507.33 

The proposed regulation would also require facilities to evaluate “known or reasonably foreseeable 
hazards for each type of animal food manufactured, processed, packed, or held at the facility to 
determine whether there are hazards that are reasonably likely to occur.”  “Hazard” would mean 
“any biological, chemical, physical, or radiological agent that is reasonably likely to cause illness or 
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injury in animals or humans in the absence of its control,” and “hazard reasonably likely to occur” 
would mean a hazard for which a “prudent person . . . would establish controls because experience, 
illness data, scientific reports, or other information provides a basis to conclude that there is a 
reasonable possibility that the hazard will occur in the type of food being manufactured, processed, 
packed, or held in the absence of those controls.”  For example, proposed § 507.33(b)(1) describes 
parasites, environmental pathogens, and other microorganisms of animal or human health 
significance as examples of “biological hazards.” 

The hazard analysis would need to be written and would need to include an assessment of:  (1) 
animal feed formulations; (2) facility and equipment condition, function, and design; (3) raw 
materials and ingredients; (4) transportation practices; (5) manufacturing/processing procedures; 
(6) packaging and labeling activities; (7) storage and distribution; (8) intended or reasonably 
foreseeable use; (9) sanitation, including employee hygiene; and (10) any other relevant factors. 

3. Preventive Controls Required by Proposed § 507.36 and Recall Plan Required by Proposed  
§ 507.38 

For any hazards identified as reasonably likely to occur, the proposed rule would require the creation 
of preventive controls, including at “critical control points.”  These controls would need to be written 
and describe, as appropriate to the facility and food, “parameters” associated with the control of the 
hazard, such as for heat processing, acidifying, irradiating, and refrigerating animal feed, and must 
also include maximum or minimum values for those parameters.  Required preventive controls 
include appropriate process controls and sanitation controls and a recall plan that must include 
notification of consignees and the public, effectiveness checks, and disposal.  The proposed rule 
does not include a supplier verification requirement, but FDA requests comment on whether supplier 
verification should be included in a final rule.  FDA notes that it intends to “align regulations 
implementing supplier verification under section 418” with foreign supplier verification program 
regulations issued under section 805 of the FDCA, strongly suggesting that FDA is considering a 
supplier verification requirement for the final rule. 

4. Written Monitoring Procedures Required by Proposed § 507.39 

Animal food facilities must draft written monitoring procedures that include frequency of monitoring 
and direct that all monitoring activities be recorded.  The monitoring must “assess whether a 
process, point, or procedure is under control and [] produce an accurate record for use in 
verification.” 

5. Written Corrective Action Procedures Required by Proposed § 507.42 

Facilities must establish and implement written corrective action procedures in case preventive 
controls are not properly implemented, including actions to identify and correct a problem with 
preventive control implementation, ensure that affected feed is evaluated for safety, and prevent 
affected feed from entering commerce if the facility’s owner/operator/agent cannot ensure it is not 
adulterated.  If unexpected corrective actions are needed, the facility must reanalyze the food safety 
plan to evaluate the need for modification.   

6. Written Verification Procedures Required by Proposed § 507.45 

Facilities would be required to validate that their preventive controls are adequate to address the 
identified hazards, although validation would not be required for sanitation controls or the recall 
plan.  The validation, which would need to be overseen by a qualified individual, must be completed 
prior to the implementation of a food safety plan or, when necessary, during the first six weeks of 
production and when food safety plan reanalysis reveals the need for revalidation.  The validation 
must include “collecting and evaluating scientific and technical information (or, when such 
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information is not available or is insufficient, conducting studies) to determine whether the 
preventive controls, when properly implemented, will effectively control the hazards that are 
reasonably likely to occur.”  The proposal discusses sources of scientific and technical information 
that manufacturers may find useful, including guides for identifying heating times and temperatures 
to eliminate bacterial pathogens.  Validation procedures, which must be written, would also include 
instrument calibration and records review by a qualified individual.  

The facility also must conduct verification activities, including regular review of records by a qualified 
individual.  Like the counterpart rule for human food, the proposed rule does not include 
requirements for environmental monitoring and product testing, but FDA requests comments on 
whether these activities should be included. 

The facility owner or operator would be required to reanalyze the food safety plan at least every three 
years, as well as whenever significant changes are made that would produce new hazards or 
increase the likelihood of current ones, when new information about hazards becomes available, if 
preventive controls are not properly implemented or are found to be ineffective, and whenever FDA 
requires reanalysis in response to newly identified hazards and developments in scientific 
understanding.  All verification activities must be documented. 

Proposed Subpart D--Withdrawal of an Exemption Applicable to a Qualified Facility 

This subpart would implement provisions of FDCA section 418(l)(3) to establish conditions under 
which an exemption granted to a qualified facility could be withdrawn, as well as the relevant 
procedures.  Withdrawal is triggered by either an active investigation of a foodborne illness outbreak 
directly linked to a qualified facility or conduct or conditions associated with a qualified facility that 
likely led or will lead to feed contamination.  A foodborne illness outbreak is the occurrence of two or 
more cases of a similar illness resulting from the ingestion of a common food (or exposure to a 
common food in the case of microbiological illness in humans resulting from handling animal food). 

FDA would initiate an exemption withdrawal by issuing to the facility a withdrawal order.  The facility 
must comply within 60 calendar days or appeal the order within 10 calendar days following receipt.  
The proposed rule delineates the appeal procedures, which allow the appellant to request an 
informal hearing.  The proposal also includes the procedures FDA must follow to withdraw an 
exemption and provides that confirmation of a withdrawal order is considered final agency action for 
purposes of the Administrative Procedure Act, and thus is reviewable by the courts. 

Proposed Subpart F--Requirements Applying to Records That Must Be Established 

The proposed rule would require that records covered by proposed part 507: 

 Be kept as original records, true copies (such as photocopies, pictures, scanned copies, 
microfilm, microfiche, or other accurate reproductions of the original records), or electronic 
records; 

 Contain the actual values and observations obtained during monitoring; 

 Be accurate, indelible, and legible; 

 Be created concurrently with performance of the activity documented; and 

 Be as detailed as necessary to provide history of work performed. 

The records would need to include the name and location of the plant or facility, the activity’s date 
and time, the signature or initials of the person performing the activity, and the identity of the 
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product and the production code, if any and as appropriate.  They must be kept at the plant or facility 
for at least two years after preparation or, if the records relate to the facility’s equipment or 
processes, for at least two years after their use has been discontinued.  Electronic records would be 
subject to the authenticity requirements of 21 C.F.R. Part 11. 

KEY ISSUES FOR INDUSTRY 

CGMPs 

In addition to the CGMP comments requested by FDA (see above), companies that produce 
hypoallergenic animal food may want to comment on FDA’s decision not to include cross-contact 
provisions in the CGMPs.  In addition, renderers that engage in activities that inherently cannot 
comply with the proposed animal food CGMPs may want to respond to FDA’s request for comments 
regarding facilities that need different CGMPs given that some of the proposed CGMPs could not be 
implemented in renderers’ facilities. 

Hazard Analysis and Preventive Controls 

FDA is seeking comment on essentially all aspects of the proposal, including whether: 

 Facilities solely engaged in the storage of grains that are raw agricultural commodities for animal 
food should be included in the final rule; 

 Further modification should be made to the hazard analysis and preventive control requirements 
for animal feed; and 

 FDA should revise its approach to potential hazards that may be intentionally introduced for 
economic reasons and, if so, whether such hazards should be considered reasonably likely to 
occur. 

COMPLIANCE DATE 

FDA is proposing that the requirements be effective 60 days after the final rule is published in the 
Federal Register, with tiered compliance dates based on facility size.  For many facilities, the 
compliance date would be one year after the date of publication. 

 

 

If you have any questions concerning the material discussed in this client alert, please contact the 
following members of our Food & Drug Practice Group: 

Jeannie Perron +1.202.662.5687 jperron@cov.com 
MaryJoy Ballantyne +1.202.662.5933 mballantyne@cov.com 
Christopher Pruitt +1.202.662.5401 cpruitt@cov.com 
Mingham Ji +1.202.662.5621 mji@cov.com 
Matt Hegreness +1.202.662.5418 mhegreness@cov.com 
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This information is not intended as legal advice.  Readers should seek specific legal advice before acting with regard to the subjects 
mentioned herein.  

Covington & Burling LLP, an international law firm, provides corporate, litigation and regulatory expertise to enable clients to achieve their 
goals.  This communication is intended to bring relevant developments to our clients and other interested colleagues.  Please send an 
email to unsubscribe@cov.com if you do not wish to receive future emails or electronic alerts.   

© 2013 Covington & Burling LLP, 1201 Pennsylvania Avenue, NW, Washington, DC 20004-2401.  All rights reserved. 
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