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MEMORANDUM 
 

January 16, 2013 
 
 
BY ELECTRONIC MAIL 
 
FROM: Olsson Frank Weeda Terman Matz PC 
 
RE: FDA Proposed Rule – CGMPSs and Hazard Analysis and Preventive Controls for 

Human Food   
 
 
 The Food and Drug Administration (FDA) has released a major proposed rule to 
implement the Food Safety Modernization Act (FSMA): Current Good Manufacturing Practice 
and Hazard Analysis and Risk-Based Preventive Controls for Human Food.  78 Fed. Reg. 3646 
(Jan. 16, 2013) (pre-publication copy).  Comments on the proposed rule are due by May 16, 
2013.  Comments on information collection issues associated with the proposed rule are due by 
February 15, 2013. 
 
 Additional information about the proposed rule may be found on the FDA website at 
http://www.fda.gov/Food/FoodSafety/FSMA/default.htm.  During the 120-day comment period, 
FDA plans to hold public meetings to explain the proposed rule and to provide stakeholders with 
additional opportunities to provide input.  According to the preamble to the proposed rule, FDA 
is seeking comments on “all aspects of this proposal.”1  FDA also is requesting comments on 
certain specific questions posed in the preamble.   
 
 This memorandum summarizes the proposed rule on current good manufacturing practice 
(CGMP) and hazard analysis and preventive controls for human food, including proposed 
amendments to related regulations.  
  

                                                 
1 78 Fed. Reg. at 3651. 

http://www.fda.gov/Food/FoodSafety/FSMA/default.htm
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Executive Summary of Proposed Rule 
 
 The proposed rule would revise FDA’s CGMP regulations for human food in two ways.  
First, it would add new requirements for hazard analysis and preventive controls plans, 
implementing § 418 of the Federal Food, Drug, and Cosmetic Act (FD&C Act) (as added by § 
103 of FSMA).  Second, it would update, revise, and clarify certain existing requirements in the 
current human food CGMP regulations.  The new regulations would appear in a new part, 21 
C.F.R. Part 117, and Part 110 would be removed after the new regulations become fully 
effective.   
 

The proposed rule also would amend FDA’s existing regulations on food facility 
registration (21 C.F.R. Part 1, Subpart H) and establishment, maintenance, and availability of 
records (21 C.F.R. Part 1, Subpart J).  These amendments generally would expand the definition 
of “farm,” and therefore would increase the scope of farming operations that are exempt from 
registration, recordkeeping, and CGMPs. 
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The key features of the proposed rule are: 
 
Hazard analysis and preventive controls 
 

• Domestic and foreign facilities that are required to register with FDA under 
FD&C Act § 415, with certain exceptions, would be required to have a written 
food safety plan. 

• The written food safety plan would be specific to each covered facility and would 
be required to include: a hazard analysis, preventive controls, monitoring 
procedures, corrective action procedures, and verification procedures.  The food 
safety plan would be required to be signed and dated by the owner, operator, or 
agent in charge of the facility. 

• The hazard analysis would be required to consider biological, chemical, physical, 
and radiological hazards for each type of food manufactured, processed, packed, 
or held by the facility.  It would not be required to consider hazards that may be 
intentionally introduced (i.e., intentional adulteration). 

• For each hazard identified as reasonably likely to occur, the facility would be 
required to implement preventive controls, which would include, as appropriate: 
process controls, sanitation controls, allergen controls, a recall plan, and any other 
necessary controls.  Preventive controls would be required to include appropriate 
parameters for control of the hazard (e.g., parameters for temperature, pH, water 
activity). 

• Covered facilities would be required to have validation for their preventive 
controls based on scientific or technical information.  This means a covered 
facility would have scientific data (in the form of scientific studies, official 
government publications, technical information from equipment manufacturers, or 
the like) proving that its preventive controls, when properly implemented, will 
effectively control the identified hazards.   

• The food safety plan would be required to be reanalyzed and revised, if 
appropriate, once every 3 years and whenever the need for revision arises (e.g., a 
significant change in operations that creates new hazards or exacerbates existing 
hazards, a preventive control is found to be ineffective). 

• Certain tasks would be required to be performed by, or overseen by, a “qualified 
individual” (i.e., a person who has successfully completed a training course based 
on a standardized curriculum or is qualified through job experience to develop 
and implement a food safety plan), specifically: preparation of the food safety 
plan, validation of preventive controls, and review of records demonstrating the 
implementation and effectiveness of preventive controls and corrective actions.       

• Covered facilities would be required to maintain a host of new records and make 
them available to FDA upon oral or written request: the written food safety plan, 
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monitoring records, corrective action records, verification records, and records 
documenting the training of the “qualified individual.” 

• Certain types of facilities would be exempt: farms, warehouses solely engaged in 
storage of raw agricultural commodities, warehouses solely engaged in storage of 
packaged food that is not exposed to the environment, and “qualified facilities” 
(which includes very small businesses and certain other small businesses). 

o Modified requirements would apply to two types of exempt facilities: 
“qualified facilities” and warehouses solely engaged in the storage of 
packaged refrigerated foods that are not exposed to the environment. 

• Certain activities would be exempt.  These include: activities subject to FDA 
HACCP regulations for seafood and juice products; activities subject to FDA 
regulations for processing of low-acid canned foods; activities subject to FDA 
dietary supplement CGMP regulations; activities subject to FD&C Act § 419 
(standards for produce safety); and specified on-farm activities, if performed by a 
small business or very small business.   

 
Changes to CGMPs 
 

• Generally, CGMPs would apply to all facilities that manufacture, process, pack, 
or hold human food, including facilities exempt from hazard analysis and 
preventive controls. 

• Farms, farming activities conducted on “farm mixed-type facilities,” and the 
holding and transportation of raw agricultural commodities would be exempt from 
CGMPs. 

• The existing CGMP requirements would be amended to require prevention of 
cross-contact with major food allergens.  

• The existing CGMP requirements for prevention of contamination and cross-
contact would be amended to extend such protections to food-packaging 
materials, as well as foods and food-contact surfaces.    

 
Expanded exemption from registration and recordkeeping requirements for certain on-
farm activities 

 
• The definition of “farm” for purposes of FDA registration under FD&C Act § 415 

would be expanded to include certain on-farm activities that FDA considers to be 
traditional farming activities.   

• Some on-farm activities, which FDA previously considered to be 
“manufacturing/processing” activities that would require the farm to register 
(unless all of the food manufactured/processed is consumed on the farm or 
another farm under the same ownership), would now be considered to be 
“harvesting,” “packing,” or “holding” activities that would not trigger registration. 
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• The definition of a “farm” exempt from the recordkeeping and records access 
requirements would also be expanded to include on-farm activities that FDA 
considers to be traditional farming activities.       

 
Compliance dates 
 

• Small businesses (businesses with fewer than 500 employees) would be required 
to comply 2 years after publication of a final rule. 

• Very small businesses would be required to comply 3 years after publication of a 
final rule.  The proposed rule offers three options for defining “very small 
business” (i.e., less than $250,000, less than $500,000, or less than $1 million in 
total annual sales of food). 

• All other businesses would be required to comply 1 year after publication of a 
final rule. 

 
Statutory Authority 
 
 Section 103 of FSMA added a new section 418 (Hazard Analysis and Risk-Based 
Preventive Controls) to the FD&C Act.  Section 418 requires the owner, operator, or agent in 
charge of a facility (defined as a facility required to register with FDA under FD&C Act § 415) 
to perform a hazard analysis and implement preventive controls to significantly minimize or 
prevent identified hazards.  In addition, § 418 requires that covered facilities monitor preventive 
controls, establish procedures ensuring that appropriate corrective actions are taken when 
preventive controls are not properly implemented or are found to be ineffective, verify the 
effectiveness of preventive controls and corrective actions, and maintain records documenting 
monitoring, corrective actions, and verification.  Covered facilities must have a written food 
safety plan that includes the facility’s hazard analysis and describes all of the elements listed 
above, must reanalyze the food safety plan every 3 years and in the event of changes that could 
affect food safety, and must make the food safety plan and certain related records available to 
FDA upon request.  Exemptions are provided for certain types of facilities and activities.  FDA is 
required to issue regulations implementing these new requirements. 
 
 FDA asserts statutory authority for the proposed rule as follows: 
 

• Proposed amendments to facility registration and recordkeeping regulations: FSMA § 
103(c) and FD&C Act §§ 414, 415, 701(a), and 801(m).  

 
• Proposed amendments to CGMP regulations: FD&C Act §§ 402(a)(3) (providing that 

food is adulterated if it consists in whole or in part of any filthy, putrid, or 
decomposed substance or if its is otherwise unfit for food), 402(a)(4)(providing that 
food is adulterated if it has been prepared, packed, or held under insanitary conditions 
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whereby it may have become contaminated or rendered injurious to health), and 
701(a) (providing that FDA may issue regulations for the efficient enforcement of the 
FD&C Act), and §§ 311, 361, and 368 of the Public Health Service Act (relating to 
control of communicable diseases). 

 
• Proposed preventive control regulations: FD&C Act §§ 402(a)(3), 402(a)(4), 402(w) 

(allergen labeling), 418 (hazard analysis and risk-based preventive controls), and 
701(a), as well as §§ 311, 361, and 368 of the Public Health Service Act.    

 
FDA has tentatively concluded that it has authority to regulate solely intrastate activities, in 
addition to interstate commerce, and that the proposed preventive controls requirements would 
apply to “activities that are intrastate in character.2 
 
Proposed Compliance Dates 
 
 FDA is proposing that the new regulations would become effective 60 days after 
publication of a final rule, but there would be staggered compliance dates.  Most facilities would 
be required to comply 1 year after publication of the final rule.  However, small businesses 
would be required to comply 2 years after publication of the final rule, and very small businesses 
would be required to comply 3 years after publication of the final rule.   
 

The proposed rule would define “small business” as a business with fewer than 500 
employees, consistent with the Small Business Administration definition of small business.  The 
proposed rule offers three options for the definition of “very small business”: (1) a business with 
less than $250,000 (to be adjusted for inflation) in total annual sales of food; (2) a business with 
less than $500,000 (to be adjusted for inflation) in total annual sales of food; and (3) a business 
with less than $1 million (to be adjusted for inflation) in total annual sales of food.  FDA is 
requesting comments on which of these three options should be contained in the final rule.3    
 
 Because compliance would be phased in, FDA’s existing CGMP regulations at 21 C.F.R. 
Part 110 would remain in effect and unchanged until all businesses are required to comply with 
new Part 117 (i.e., 3 years after publication of the final rule).  At that time, Part 110 would be 
removed.    
 

                                                 
2 78 Fed. Reg. at 3669. 
3 Under the proposed rule, a “very small business” would also be a “qualified facility” exempt from compliance with hazard 
analysis and preventive controls requirements under Subpart C of Part 117, but subject to modified requirements under Subpart 
D.     
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Proposed Changes to Regulations on Food Facility Registration (21 C.F.R. Part 1, Subpart 
H) and Establishment, Maintenance, and Availability of Records (21 C.F.R. Part 1, 
Subpart J) 
  
 FSMA mandates that FDA issue regulations clarifying on-farm manufacturing, 
processing, packing, and holding activities that trigger the requirement to register with FDA. 
 

Generally, farms are exempt from the requirement to register with FDA.  FDA 
regulations define a “farm” as a facility in one general physical location devoted to the growing 
and harvesting of crops, the raising of animals (including seafood), or both.”  The definition of 
“farm” includes: (a) facilities that pack or hold food, provided that all food packed or held is 
grown, raised, or consumed on that farm or another farm under the same ownership; and (b) 
facilities that manufacture/process food, provided that all food manufactured/processed is 
consumed on that farm or another farm under the same ownership.  21 C.F.R. § 1.227(b)(3).  
Thus, if a farm packs or holds food that is not grown, raised, or consumed on that farm or 
another farm under the same ownership, it loses its exemption and would be required to register 
with FDA.  Similarly, if a farm manufactures/processes food that is not consumed on that farm or 
another farm under the same ownership, it would register with FDA.  
 
 FDA’s regulations on establishment, maintenance, and availability of records (i.e., 
records of immediate previous sources of food and immediate subsequent recipients of food, 
often referred to as “one up/one down” records) also exempt farms.  Those regulations include 
the identical definition of “farm.”  21 C.F.R. §§ 1.327(a), 1.328. 
 
 The proposed rule would expand the definition of “farm” for purposes of both facility 
registration and recordkeeping.  Specifically, the proposed rule would make the following 
definitional changes: 
 

• Define “mixed-type facility” as an establishment that engages in both activities that are 
within the definition of “farm” (and therefore are exempt from FDA registration) and 
activities that are outside the definition of “farm” (and therefore require FDA 
registration).  For example, a “farm mixed-type facility” is an “establishment that grows 
and harvests crops or raises animals and may conduct other activities within the farm 
definition, but also conducts activities that require the establishment to be registered.”  
An example of a “farm mixed-type facility” might be a farm that grows and harvests 
tomatoes and then processes them into canned tomato products. 

 
• Amend the definition of “manufacturing/processing” to provide that “for farms and farm 

mixed-type facilities, manufacturing/processing does not include activities that are part of 
harvesting, packing, or holding.” 
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• Add a definition of “harvesting” to mean activities that are traditionally performed by 
farms for the purpose of removing raw agricultural commodities from the place they were 
grown or raised and preparing them for use as food.  This includes gathering, washing, 
trimming outer leaves, removing stems and husks, sifting, filtering, threshing, shelling, 
and cooling raw agricultural commodities grown on the farm or another farm under the 
same ownership.  
 

• Expand the definition of “packing” to provide that “for farms and farm mixed-type 
facilities, packing also includes activities (which may include packaging) traditionally 
performed by farms to prepare raw agricultural commodities grown or raised on the same 
farm or another farm under the same ownership for storage and transport.  It does not 
include activities that transform a “raw agricultural commodity” (RAC), as defined in 
FD&C Act § 201(r), into a “processed food,” as defined in FD&C Act § 201(gg).4 
 

o Examples: Packaging RACs (e.g., placing three colors of bell peppers in a bag, 
placing strawberries in a clamshell container); coating RACs with wax, oil, or 
resin for the purpose of storage or transportation; placing stickers on RACs; 
labeling packages containing RACs; sorting, grading, or culling RACs; drying 
RACs for the purpose of storage or transportation.  

 
• Expand the definition of “holding” to provide that “for farms and farm mixed-type 

facilities, holding also includes activities traditionally performed by farms for the safe or 
effective storage of raw agricultural commodities grown or raised on the same farm or 
another farm under the same ownership.”  It does not include activities that transform a 
RAC into a processed food.  Fumigating or otherwise treating raw agricultural 
commodities against pests for the purpose of safe and effective storage would be within 
the definition of “holding” if performed by a farm on RACs grown or raised on the farm 
or another farm under the same ownership.  
   
As a result of these proposed changes, some on-farm activities that previously would 

have triggered FDA registration will no longer do so.  
 

• Treating a farm’s own RACs with pesticides (e.g., a chlorine wash) for the purpose of 
safe or effective storage would be “holding” within the “farm” definition.   

• Treating a farm’s own RACs with an antimicrobial for the purpose of removing the 
crop from the growing area and reducing its microbial load would be “harvesting” 
within the “farm” definition.  FDA had previously stated that applying wash water 

                                                 
4 FD&C Act § 201(r) defines a “raw agricultural commodity” as “any food in its raw or natural state, including all fruits that are 
washed, colored, or otherwise treated in their unpeeled natural form prior to marketing.”  FD&C Act § 201(gg) defines a 
“processed food” as “any food other than a raw agricultural commodity and includes any raw agricultural commodity that has 
been subject to processing, such as canning, cooking, freezing, dehydration, or milling.” 
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containing chlorine at levels above 200 parts per million was 
“manufacturing/processing.” 

• Fumigating a farm’s own nuts to prevent insect infestation and damage during a long 
storage period would be “holding.” 

• Waxing of a farm’s own RACs to protect them during storage or transportation would 
be considered “packing.”  FDA had previously stated that waxing was 
“manufacturing/processing.”   

• Placing a farm’s own RACs into consumer containers that contact the food (e.g., a 
strawberry farm placing its own strawberries in clamshell packages, an egg farm 
putting its own eggs in cartons, an apple farm placing its own apples into bags) would 
be considered “packing” within the “farm” definition. 

 
On the other hand, drying herbs (e.g., drying peppermint naturally during storage in a barn) 
would be considered “manufacturing/processing,” because it transforms a RAC into a processed 
food.  FDA had previously stated that drying peppermint is not “manufacturing/processing.” A 
list of the impacts of the proposed changes is set forth in the preamble in Table 5.5  
 
Proposed Changes to CGMP Regulations (Proposed 21 C.F.R. Part 117, Subparts A and B) 
 

Although not specifically mandated by FSMA, FDA is proposing to take this opportunity 
to update and modernize its existing CGMP regulations for human food6  The regulations that 
now appear in Part 110 would appear in Subparts A and B of Part 117.   

 
Some of the proposed changes are organizational or editorial in nature (i.e., non-

substantive).  These include the following: 
 

• Move the regulations that currently appear in Part 110 to Subparts A and B of 
new Part 117. 

 
• Delete some non-binding provisions (i.e., provisions that contain 

recommendations).  Table 8 in the preamble lists all of these proposed deletions.7  
These deletions include, for example, the recommendation that gloves used by 
plant personnel working in direct contact with food, food-contact surfaces, or 
food-packaging materials should be made of an impermeable material (21 C.F.R. 
§ 110.10(b)(5)) and the recommendation that the safety or raw materials or 

                                                 
5 78 Fed. Reg. at 3687-89. 
6 The proposed changes reflect some, but not all, of the recommendations made by FDA’s CGMP Modernization Working Group 
in its 2002 report to the agency.  See 69 Fed. Reg. 40312 (July 2, 2004).  The CGMP regulations were last updated in 1986. 
7 78 Fed. Reg. at 3714-17. 
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ingredients should be achieved by obtaining a supplier’s guarantee or 
certification (21 C.F.R. § 110.80(a)(2)). 

 
• Delete some prescriptive provisions (e.g., provisions that require specific holding 

temperatures for foods that can support the growth of undesirable 
microorganisms).    

 
• Delete some provisions that suggest means to achieve a performance standard or 

objective (e.g., the provision that suggests use of sieves, traps, magnets, or 
electronic metal detectors to protect against the presence of metal or other foreign 
material in food). 

 
• Update the language used throughout by: 

 
o Referring to food “establishments” and “plants,” rather than food 

“facilities”;8 
o Changing the word “shall” to “must”; and 
o Using the terms “manufacture, process, pack, and hold” food to describe 

the activities performed at food establishments. 
 
Other proposed changes to the CGMP regulations are substantive in nature, including the 

following: 
 

• Add new definitions for the following terms:9 
 

o  “Cross-contact” would be defined as “the unintentional incorporation of 
a food allergen into a food.” 

o “Environmental pathogen” would be defined as “a microorganism that is 
of public health significance and is capable of surviving and persisting 
within the manufacturing, processing, packing, or holding environment.”  

o “Farm” would be defined the same as it is defined in 21 C.F.R. § 1.227. 
o “Food allergen” would be defined as “a major food allergen as defined in 

section 201(qq) of the Federal Food, Drug, and Cosmetic Act.” 

                                                 
8 FDA proposes not to use the word “facility” (except when discussing “hand-washing facilities” and “toilet facilities”), because 
the term “facility” is used to define the universe of establishments that are required to have preventive controls plans.  FD&C Act 
§ 418 and proposed § 117.3 would define “facility” as “a domestic facility or a foreign facility that is required to register under 
section 415” FDA is concerned that using the term “facility” to have other meanings might cause confusion.   
9 The proposed rule would also add definitions of terms used in Subpart C (Hazard Analysis and Risk-Based Preventive 
Controls); those definitions are discussed later in this memorandum.  
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o “Manufacturing/processing,” “packing,” “packaging,” and “holding” 
would be defined the same as they are defined in 21 C.F.R. §§ 1.227 and 
1.328, as amended. 

o “Ready-to-eat food (RTE food)” would be defined as “any food that is 
normally eaten in its raw state or any other food, including processed 
food, for which it is reasonably foreseeable that the food would be eaten 
without further processing that will significantly minimize biological 
hazards.” 

o “Subsidiary” would be defined as “any company which is owned directly 
or indirectly by another company.”    

 
• Revise the definitions of the following terms: 

 
o “Food-contact surfaces” to clarify that it encompasses all surfaces from 

which any transfer (not only drainage) of liquids or non-liquids onto food 
or other surfaces that contact food ordinarily occurs during normal 
operations.    

o “Microorganisms” to add protozoa and microscopic parasites, in addition 
to yeasts, molds, bacteria, and viruses. 

o “Sanitize” to clarify that food-contact surfaces must be cleaned before 
they can be effectively sanitized.  This is because sanitizers can be 
inactivated by organic material if such materials are not first removed by 
cleaning.   

 
• Clarify that certain provisions requiring prevention of contamination of food and 

food-contact surfaces also apply to food-packaging materials (see Table 9 in the 
preamble for a list of provisions affected by this change).10 

 
• Clarify that certain provisions requiring prevention of contamination also require 

prevention of cross-contact with major food allergens (see Table 10 in the 
preamble for a list of provisions affected by this change).11  For example, the 
proposed rule would require that plants be designed and constructed to prevent 
cross-contact, as well as contamination of food.   

 
• Amend the existing provision (21 C.F.R. § 110.80(b)(5)) requiring that work-in-

process be handled to protect against contamination to require that both work-in-
process and rework be handled in a manner that protects against cross-contact, 
contamination, and growth of undesirable microorganisms. 

                                                 
10 78 Fed. Reg. at 3717-18. 
11 78 Fed. Reg. at 3718-19. 
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• Amend the existing provision (21 C.F.R. § 110.80(b)(9)) regarding disposition of 

foods, raw materials, and ingredients that are found to be adulterated to clarify 
that such foods must be disposed of or reconditioned.  FDA would delete the 
suggestion that such food may be reexamined and found not to be adulterated.  A 
food may test positive for a contaminant in one test and negative for the same 
contaminant in subsequent tests, but the subsequent tests do not mean the food is 
not contaminated. 

 
• Amend the existing provision (21 C.F.R. § 110.80(b)(13)) requiring that filling, 

assembling, packaging, and other operations be performed in such a way that the 
food is protected against contamination to require that the food be protected 
against cross-contact, contamination, and the growth of undesirable 
microorganisms.     

 
• Establish performance standards for hand-washing facilities and toilet facilities 

(e.g., require that hand-washing facilities be designed to ensure that an 
employee’s hands are not a source of contamination of food, food-contact 
surfaces, or food-packaging materials by providing facilities that are adequate, 
convenient, and furnish running water at a suitable temperature), but remove 
some prescriptive requirements in the existing regulations (e.g., remove the 
requirement to provide sanitary towel service or suitable drying devices). 

 
• Clarify that proper precautions must be taken to protect food in all outdoor bulk 

vessels, not only foods in outdoor bulk fermentation vessels. 
 

• Require that seams on food-contact surfaces must be smoothly bonded or 
maintained so as to minimize accumulation of food particles, dirt, and organic 
matter in order to minimize cross-contact, as well as growth of microorganisms. 

 
• Require that instruments and controls used for measuring, regulating, or 

recording temperatures, pH, acidity, water activity, or other conditions that 
control or prevent growth of undesirable microorganisms must be precise, as well 
as accurate. 

 
• Require that raw materials and ingredients that are food allergens, and rework 

that contains food allergens, must be identified and held in a manner that 
prevents cross-contact.   

 
• Delete the non-binding provision recommending that food-manufacturing areas 

and equipment used to manufacture human food should not be used to 
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manufacture nonhuman food-grade animal feed or inedible products, unless there 
is no reasonable possibility for the contamination of the human food. 

 
• Amend the existing provision (21 C.F.R. § 110.110(d)) prohibiting mixing of 

food containing defects above a defect action level with other food to prohibit 
mixing of food containing defects that render the food adulterated with other 
food.  FDA notes that food containing defects above current defect action levels 
is not automatically considered to be adulterated.  Whether food containing a 
defect above a defect action level is adulterated is a case-by-case determination 
that depends on the circumstances. 

 
• Revise the exemption for establishments solely engaged in the harvesting, 

storage, or distribution of raw agricultural commodities.  The proposed rule 
would exempt from Subpart B the following: “farms,” farming activities of “farm 
mixed-type facilities,” and the holding or transportation of one or more “raw 
agricultural commodities” (as defined in FD&C Act § 201(r)).    

 
FDA also is requesting comments on whether to make the following additional changes, 

which are not contained in the proposed rule: 
 

• Whether to specify that it is the “owner, operator, or agent in charge” of the 
establishment that is responsible for complying with CGMP requirements.  
Existing regulations often refer to “plant management” or the “operator” of the 
food plant.  FDA seeks comments on whether to change these references to the 
“owner, operator, or agent in charge,” and whether there is any meaningful 
distinction between the persons identified in the existing regulations and the 
“owner, operator, or agent in charge.” 

 
• Whether to delete certain non-binding provisions or make them mandatory (i.e., 

whether to change the word “should” to “must”) (see Table 11 in the preamble for 
a list of these provisions).12  For example, FDA requests comments on: 

 
o Whether to require, rather than recommend, that personnel responsible for 

identifying sanitation failures or contamination have appropriate education 
and training; 

o Whether to require, rather than recommend, that supervisors and food 
handlers receive appropriate training in proper food handling techniques, 
food protection principles, and personal hygiene;  

                                                 
12 78 Fed. Reg. at 3728-29. 
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o Whether to require, rather than recommend, that single-service articles 
(such as paper cups, paper towels, and utensils intended for one-time use) 
be stored in appropriate containers to prevent contamination of food, food-
contact surfaces, and food-packaging materials; 

o Whether to require, rather than recommend, that non-food-contact surfaces 
of equipment be cleaned in a manner and as frequently as necessary to 
protect against cross-contact and contamination of food, food-contact 
surfaces, and food-packaging materials; 

o Whether to require, rather than recommend, that cleaned and sanitized 
portable equipment with food-contact surfaces and utensils be stored in a 
location and manner that protects food-contact surfaces against cross-
contact and contamination;  

o Whether to require, rather than recommend, that all equipment be installed 
and maintained so as to facilitate cleaning of the equipment and all 
adjacent spaces; and 

o Whether to require, rather than recommend, that containers and carriers of 
raw materials be inspected on receipt to ensure that their condition has not 
contributed to cross-contact, contamination, or deterioration of food.    
 

• Whether to establish more detailed requirements for education or training for 
plant personnel.  Specifically, FDA requests comments on whether it should: 

 
o Specify that each person engaged in manufacturing, processing, packing, 

or holding food (including temporary or seasonal personnel and 
supervisors) receives training as appropriate to their duties; 

o Specify the frequency of training (e.g., upon hiring and periodically 
thereafter); 

o Specify that training include the principles of food hygiene and food 
safety, including the importance of employee health and personal hygiene; 

o Specify that records document training of personnel and set minimum 
requirements for documentation (e.g., date of training, type of training, 
persons trained); and 

o Whether any requirements for education and training should be 
established in Subpart B, Subpart C, or both.   

 
• Whether to make any additional revisions or clarifications to the CGMP 

regulations, including whether to adopt any other recommendations made by 
FDA’s CGMP Modernization Working Group.  FDA specifically requests 
comments on whether to add CGMP requirements for environmental monitoring 
of Listeria monocytogenes (Lm) or other environmental pathogens (e.g., 
Salmonella) and, if so, what those requirements should be.   
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Proposed Regulations on Hazard Analysis and Preventive Controls (Proposed 21 C.F.R. 
Part 117, Subparts C, D, E, and F) 
 
 The centerpiece of the proposed rule is the proposed requirement that most registered 
food facilities perform a hazard analysis and implement preventive controls to control any 
hazards reasonably likely to occur in their products.  These requirements would be codified in 
Subpart C of 21 C.F.R. Part 117.  Other provisions relevant to hazard analysis and preventive 
controls would appear in Subparts A (definitions and exemptions), D (modified requirements for 
certain types of facilities), E (withdrawal of the exemption for qualified facilities), and F (general 
requirements applicable to records). 
 
 The preamble to the proposed rule makes clear that these new requirements would be 
based largely on Hazard Analysis and Critical Control Points (HACCP) principles.13  However, 
FDA recognizes that there are significant differences between a HACCP plan and a preventive 
controls plan.  For example, a HACCP plan applies controls at critical control points (CCPs), and 
each CCP has a critical limit (i.e., a maximum or minimum value to which a biological, 
chemical, or physical parameter must be controlled in order to prevent, eliminate, or reduce a 
hazard to an acceptable level).  On the other hand, a preventive controls plan would include 
preventive controls at points other than critical control points, and preventive controls may or 
may not include critical limits.          

 
FDA states that it plans to develop guidance documents that will provide additional 

guidance on hazard analysis and preventive controls, which will be issued “in a timely manner” 
in coordination with issuance of the final rule.14  FDA has also contracted with the Food Safety 
Preventive Controls Alliance, a public-private partnership based at the Illinois Institute of 
Technology, which will develop a standardized curriculum for training industry personnel in 
hazard analysis and preventive controls.     

 
The operation of a facility that is required to comply with the hazard analysis and 

preventive controls requirements in FD&C Act § 418, but is not in compliance, is a “prohibited 

                                                 
13 “FDA tentatively concludes for several reasons that HACCP is the appropriate framework to reference in interpreting and 
implementing section 103 of FSMA.”  78 Fed. Reg. at 3660.  The preamble discusses the FDA HACCP regulations for fish and 
fishery products (21 C.F.R. Part 123) and juice products (21 C.F.R. Part 120), the U.S. Department of Agriculture HACCP 
regulations for meat and poultry (9 C.F.R. Part 415), the Pasteurized “Grade A” Milk Ordinance (PMO) HACCP pilot, and the 
National Advisory Committee on Microbiological Criteria for Foods (NACMCF) “Hazard Analysis and Critical Control Point 
Principles and Application Guidelines.”  It also discusses various international and foreign HACCP guidelines and regulations, 
including the CODEX Alimentarius Commission’s HACCP Annex to the Codex General Principles on Food Hygiene.  Reference 
193 in the proposed rule provides a table comparing proposed Subpart C to various domestic and international HACCP 
regulations and guidelines.   
14 FDA previously opened a docket to receive information and comments on hazard analysis and preventive controls for specific 
types of food and specific processes.  76 Fed. Reg. 29767 (May 23, 2011).  
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act,” subject to injunction and criminal prosecution.15  In addition, under the proposed rule, 
failure to comply with Part 117 (CGMPs or preventive controls requirements) could result in a 
determination that food manufactured, processed, packed, or held at the facility is adulterated 
and therefore subject to administrative detention and seizure.16    

 
1. Covered Facilities 

 
Preventive controls requirements in Subpart C would apply to domestic and foreign 

facilities that are required to register with FDA.  The proposed rule would define a “facility” as 
“a domestic facility or a foreign facility that is required to register under section 415” of the 
FD&C Act and FDA implementing regulations at 21 C.F.R. Part 1, Subpart H.  Exemptions 
would apply to particular facilities and activities, as discussed below.    
 

2. Exemptions 
 

Under the proposed rule, the following would not be subject to the hazard analysis and 
preventive controls requirements:17 

 
• Activities subject to FDA’s juice or seafood HACCP regulations (21 C.F.R. Parts 

120 and 123, respectively), provided the facility is in compliance with those 
regulations with respect to such activities; 

 
• Activities subject to FDA’s low acid canned food regulations (21 C.F.R. Part 

113), provided the facility is in compliance with those regulations with respect to 
such activities;18  

 
• Manufacturing, processing, packing, or holding of a dietary supplement, provided 

the facility is in compliance with FDA’s dietary supplement CGMP regulations 
(21 C.F.R. Part 111) and with § 761 of the FD&C Act (regarding serious adverse 
event reporting); 

 
                                                 
15 21 U.S.C. § 331(uu); proposed 21 C.F.R. § 117.1(b).     
16 See proposed 21 C.F.R. § 117.1(a) (“The criteria and definitions in this part apply in determining whether a food is 
adulterated” under FD&C Act § 402(a)(3) (unfit for food) or § 402(a)(4) (insanitary conditions) or in violation of the Public 
Health Service Act). 
17 The proposed rule does not include an exemption for infant formula.  This may be due to the fact that FD&C Act § 418 does 
not exempt infant formula and the fact that FDA has not yet issued specific CGMP regulations for infant formula.  In the 
preamble, FDA notes that it is currently developing a final rule containing CGMP requirements for infant formula.  
18 This exemption is limited to the particular microbiological hazards that are regulated under the LACF regulations.  A facility 
that processes LACF products is still required to conduct a hazard analysis with respect to other hazards (including other 
biological hazards) and to implement preventive controls if any such hazards are reasonably likely to occur. 
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• Activities subject to FD&C Act § 419 (standards for produce safety); 
 

• Alcoholic beverages (and other non-alcohol foods in pre-packaged form that 
prevents direct human contact with such food, and that constitute no more than 5 
percent of the overall sales of the facility) at a facility, provided: (i) the facility is 
required, under the Federal Alcohol Administration Act or the Internal Revenue 
Code, to obtain a permit from, register with, or obtain approval of a notice or 
application from the Secretary of the Treasury as a condition of doing business in 
the United States, or is a foreign facility of a type that would require such a 
permit, registration, or approval if it were a domestic U.S. facility; and (ii) the 
facility is required to register with FDA because it is engaged in manufacturing, 
processing, packing, or holding alcoholic beverages;19  

 
• Facilities solely engaged in the storage of raw agricultural commodities (other 

than fruits and vegetables) intended for further distribution or processing (e.g., 
grain elevators and silos); 

  
• Facilities solely engaged in the storage of packaged food that is not exposed to the 

environment;20  
 

• “Qualified facilities”;21  
 

• “Farms”;22 
 

• Activities within the definition of “farm” conducted on “farm mixed-type 
facilities”; and  

 
• Specified low-risk, on-farm activities performed by a small or very small 

business.      
 

Two of the exemptions listed above, the exemption for “qualified facilities” and exempt 
on-farm activities, require additional explanation. 

                                                 
19 Although § 116 of FSMA makes clear that the “alcoholic beverages” referred to in this exemption are “alcoholic beverages” as 
defined in the Federal Alcohol Administration Act (and not, for example, wines and ciders with less than 7 percent alcohol by 
volume), the proposed rule does not make this clear. 
20 A facility that is solely engaged in the storage of packaged food that is not exposed to the environment is subject to the 
modified requirements in Subpart D, which are discussed later in this memorandum.   
21 “Qualified facilities” are subject to modified requirements, which are discussed later in this memorandum. 
22 “Farms” as defined in 21 C.F.R. § 1.227, as amended by this proposed rule (see above), are not required to register with FDA 
and, therefore, are not “facilities” subject to Subpart C of Part 117.  
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a. “Qualified facilities” 

 
A “qualified facility” would be defined as a facility that either: 
 

• Is a “very small business”; or 
 

• Is a facility that meets both of the following conditions: 
 

o During the 3-year period preceding the applicable calendar year, its 
average annual sales of food were less than $500,000, adjusted for 
inflation; and 

o During the 3-year period preceding the applicable calendar year, the 
average annual monetary value of food manufactured, processed, packed, 
or held at such facility that is sold directly to “qualified end-users” 
exceeded the average annual monetary value of food sold by such facility 
to all other purchasers. 

 
A “qualified end-user” would be defined as either: (i) the consumer of the food (other 

than a business); or (ii) a restaurant or retail food establishment that is located in the same State 
as the qualified facility or not more than 275 miles from the qualified facility, and that is 
purchasing the food for sale directly to consumers at such restaurant or retail food 
establishment.23    
 
 “Qualified facilities” would be subject to modified requirements set forth in proposed 
Subpart D, which are discussed later in this memorandum. 
 
 Under the proposed rule, FDA may withdraw a qualified facility’s exemption under 
either of the following circumstances: (1) there is an active investigation of a foodborne illness 
outbreak that is directly linked to the qualified facility; or (2) FDA determines it is necessary to 
protect public health and prevent or mitigate a foodborne illness outbreak based on conduct or 
conditions associated with the qualified facility that are material to food safety.  Subpart E of 
Part 117 sets forth FDA procedures, including due process protections, for withdrawal of a 
qualified facility’s exemption.  If FDA issues an order to withdraw a qualified facility’s 
exemption, the qualified facility may appeal and/or request an informal hearing. 
   

b.  Exempt On-Farm Activities 
 

                                                 
23 This exemption is based on an amendment to FSMA known as the “Tester Amendment” after its sponsor, Sen. Jon Tester (D-
MT).   
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“Farms” are exempt from all of Part 117, including Subpart C, because they are not 
facilities that are required to register with FDA.  As discussed above, the proposed rule would 
expand the definition of “farm,” thereby expanding the universe of facilities that are exempt 
from Part 117.   

 
“Farm mixed-type facilities” (i.e., facilities that conduct both farming and non-farming 

activities and, therefore, must register with FDA) are subject to Part 117, including Subpart C.  
However, FDA has tentatively concluded that such facilities are subject to Part 117 only with 
respect to their activities that trigger FDA registration (i.e., activities that are outside the 
definition of “farm”), and not with respect to its activities that are within the “farm” definition.  
For example, if a farm grows apples and processes the apples into apple sauce, only its apple 
sauce processing operations are subject to Part 117.  In addition, the proposed rule would exempt 
specified on-farm activities conducted on “farm mixed-type facilities” that are required to 
register with FDA, which FDA has determined represent low-risk activity/food combinations. 

   
 FSMA requires that FDA conduct a risk analysis and exempt (or modify the 

requirements for) facilities that are small or very small businesses  and that are engaged only in 
specific types of on-farm manufacturing, processing, packing, or holding activities that FDA 
determines to be low risk involving specific foods FDA determines to be low risk.24  FDA has 
completed a draft risk analysis25 and is proposing to exempt the following activity/food 
combinations from Subpart C when conducted by a small or very small business.26  

 
• Low-risk on-farm packing and holding activity/food combinations when 

conducted by a small or very small business on food not grown, raised, or 
consumed on that farm or another farm under the same ownership 

 
o Packing or re-packing (including weighing or conveying incidental to 

packing or re-packing), sorting, culling, or grading incidental to packing 

                                                 
24 FSMA § 103(c)(1)(D).  FSMA also requires that FDA exempt or modify the mandated inspection frequencies in FD&C Act § 
421 for such facilities.  However, FDA has tentatively concluded that it should consider low-risk on-farm activity/food 
combinations in allocating inspection resources, but should not exempt or modify the inspection frequency requirements for 
facilities  that are small or very small businesses engaged solely in low-risk activity/food combinations, because it lacks sufficient 
data to identify such facilities.  FDA request comments on whether it should establish data submission requirements that would 
allow the agency to identify such facilities.      
25 The draft risk assessment, Draft Qualitative Risk Assessment of Risk of Activity/Food Combinations for Activities (Outside of 
the Farm Definition) conducted in a Facility Co-Located on a Farm, and a peer review of the risk assessment are available at: 
http://www.fda.gov/Food/FoodSafety/FSMA/ucm334115.htm.  
  
26 To qualify for this exemption, the specified low-risk activities must be the only activities subject to § 418 conducted at the 
facility.  For example, if a farm mixed-type facility manufactures maple syrup (an exempt low-risk activity), but also 
manufactures maple candy, it would lose its exemption and both activities would be subject to Subpart C, unless the facility 
qualifies for another exemption.  See 78 Fed. Reg. at 3706.    

http://www.fda.gov/Food/FoodSafety/FSMA/ucm334115.htm
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or storing, and storing (ambient, cold, and controlled atmosphere) of the 
following: 

 
 Hard candy, fudge, taffy, and toffee; 
 Cocoa beans and coffee beans (raw and roasted); 
 Cocoa products; 
 Grains and grain products; 
 Honey (raw and pasteurized); 
 Intact fruits and vegetables (i.e., fruits and vegetables other than 

cocoa beans, coffee beans, peanuts, sugar beets, sugarcane, and 
tree nuts); 

 Jams, jellies, and preserves; 
 Maple sap for syrup and maple syrup; 
 Peanuts and tree nuts; 
 Soft drinks and carbonated water; and 
 Sugar beets, sugarcane, and sugar.  

 
• Low-risk on-farm manufacturing/processing activity/food combinations when 

conducted by a small or very small business on food not consumed on that farm 
or another farm under the same ownership 

 
o When conducted on a farm mixed-type facility’s own raw agricultural 

commodities for distribution into commerce: 
 

 Artificial ripening of intact fruits and vegetables; 
 Boiling/evaporation of maple sap to make maple syrup; 
 Chopping raw peanuts and raw tree nuts; 
 Coating (with coatings other than wax, oil, or resin used for the 

purpose of storage or transportation) intact fruits and vegetables 
(e.g., caramel apples) and coating raw peanuts and raw tree nuts 
(e.g., adding seasonings); 

 Drying/dehydrating intact fruits and vegetables (without the 
addition of sulfites) where such drying creates a distinct 
commodity (e.g., drying fruits and herbs); 

 Extracting oil from grains (e.g., corn, soybeans, oilseeds); 
 Grinding/milling/cracking/crushing grains (e.g., making grain 

products such as corn meal) and raw peanuts and raw tree nuts 
(e.g., making ground peanuts); 

 Making jams, jellies, and preserves from acid foods; 
 Making sugar from sugar beets and sugarcane; and 
 Salting raw peanuts and raw tree nuts.   
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o When conducted on food other than the farm mixed-type facility’s own 

raw agricultural commodities for distribution into commerce: 
 

 Artificial ripening of intact fruits and vegetables; 
 Chopping peanuts and tree nuts; 
 Coating (with coatings other than wax, oil, or resin used for the 

purpose of storage or transportation) intact fruits and vegetables 
(e.g., caramel apples) and coating peanuts and tree nuts (e.g., 
adding seasonings); 

 Cooling intact fruits and vegetables using cold air; 
 Drying/dehydrating (whether for storage/transport or for creating a 

distinct commodity) intact fruits and vegetables (without 
sulfiting), cocoa beans, coffee beans, grains and grain products, 
and peanuts and tree nuts; 

 Extracting oils from grains (e.g., corn, soybeans, oilseeds); 
 Fermenting cocoa beans and coffee beans; 
 Grinding/milling/cracking/crushing cocoa beans, coffee beans, 

grains (e.g., making grain products such as corn meal), and 
peanuts and tree nuts (e.g., making ground peanuts); 

 Labeling (including stickering) hard candy, cocoa beans, cocoa 
products from roasted cocoa beans (other than milk chocolate), 
coffee beans, intact fruits and vegetables, grain and grain products 
(other than those containing wheat in a form that would not be 
recognized as containing wheat without a label declaration), 
honey, jams/jellies/preserves, maple sap, maple syrup, intact 
single-ingredient peanuts and tree nuts (shelled and unshelled), 
soft drinks and carbonated beverages, sugar beets, sugarcane, and 
sugar; 

 Making hard candy, fudge, taffy, and toffee; 
 Making cocoa products from roasted cocoa beans; 
 Making honey; 
 Making jams, jellies, and preserves from acid foods; 
 Making maple syrup; 
 Making soft drinks and carbonated water; 
 Making sugar from sugar beets and sugarcane; 
 Mixing cocoa beans, coffee beans, intact fruits and vegetables, 

grain and grain products, honey, maple sap and maple syrup, and 
peanuts and tree nuts; 

 Packaging hard candy, fudge, taffy, toffee; cocoa beans; cocoa 
products; coffee beans; intact fruits and vegetables (other than 
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modified atmosphere or vacuum packaging); grain and grain 
products; honey; jams, jellies, and preserves; maple syrup; peanuts 
and tree nuts (including modified atmosphere or vacuum 
packaging); soft drinks and carbonated water; and sugar beets, 
sugarcane, and sugar; 

 Salting peanuts and tree nuts; 
 Shelling/hulling cocoa beans (i.e., winnowing), intact fruits and 

vegetables (e.g., dried beans and peas), and peanuts and tree nuts; 
 Sifting grains and grain products; 
 Sorting, culling, and grading (other than when incidental to 

packing or storage) hard candy, fudge, taffy, and toffee; cocoa 
beans; cocoa products; coffee beans; intact fruits and vegetables; 
grain and grain products; honey; jams, jellies, and preserves; 
maple sap; maple syrup; peanuts and tree nuts; soft drinks and 
carbonated water; and sugar beets, sugarcane, and sugar; 

 Treating cocoa beans, coffee beans, intact fruits and vegetables, 
grain and grain products, and peanuts and tree nuts against pests 
(other than during growing) (e.g., fumigation); and 

 Waxing (wax, oil, or resin used for the purpose of storage or 
transportation) intact fruits and vegetables.        

 
3. A Written Food Safety Plan 

 
The proposed rule would require that the owner, operator, or agent in charge of each 

facility have a written food safety plan.  The food safety plan would be required to address any 
hazards reasonably likely to occur in the foods manufactured, processed, packed, or held by the 
facility.27  In the unlikely event that a facility concludes there are no hazards reasonably likely to 
occur in its products, it would not be required to have a food safety plan. 

 
A “qualified individual” would be required to prepare, or oversee preparation of, the food 

safety plan.  The owner, operator, or agent in charge of the facility would be required to sign and 
date the food safety plan upon its completion and upon any modification of the plan. 

  
The food safety plan would be required to include the following elements: 
 

                                                 
27 In the preamble, FDA notes that the NACMCF HACCP guidelines recommend five preliminary tasks that a facility should 
undertake before developing a HACCP plan: (i) assemble a HACCP team; (ii) describe the food and its distribution; (iii) identify 
the intended use and intended consumers of the food; (iv) develop a flow diagram; and (v) verify the flow diagram.  The 
proposed rule would not require that a facility perform these preliminary steps before developing its food safety plan, but FDA 
says that facilities would greatly benefit from doing so. 
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(1) A written hazard analysis; 
(2) Written preventive controls; 
(3) Written monitoring procedures; 
(4) Written corrective action procedures; 
(5) Written verification procedures; and 
(6) A written recall plan. 

 
4. Hazard Analysis 

 
The proposed rule would require that the owner, operator, or agent in charge of each 

facility identify and evaluate known or reasonably foreseeable hazards for each type of food 
manufactured, processed, packed, or held by the facility to determine where there are hazards 
reasonably likely to occur.  The purpose of the hazard analysis is to determine which hazards, if 
any, are reasonably likely to occur in each specific product manufactured, processed, packed, or 
held by the facility.    
 
 The proposed rule would define a “hazard” as “any biological, chemical, physical, or 
radiological agent that is reasonably likely to cause illness or injury in the absence of its control.”  
Chemical hazards include heavy metals, pesticide residues, drug residues, natural toxins, 
unapproved food additives, unapproved color additives, major food allergens, and decomposition 
resulting in production of toxins such as histamine.  In the preamble, FDA states that radiological 
hazards include radionuclides, such as radium-226, radium-228, uranium-235, uranium-238, 
strontium-90, iodine-131, and cesium-137. 
 
 Although FSMA requires that the hazard analysis also consider “hazards that may be 
intentionally introduced, including by acts of terrorism,” FDA has tentatively concluded that 
intentional hazards require different kinds of controls, and plans to address them in a separate 
rulemaking on food defense plans.  However, FDA request comments on whether certain types 
of intentional contamination should be viewed as reasonably likely to occur, such as 
economically motivated adulteration (e.g., melamine), and, therefore, should be addressed in a 
facility’s food safety plan.   
 
 The purpose of the hazard analysis is to identify the hazards reasonably likely to occur in 
each food product manufactured, processed, packed, or held by the facility.  The proposed rule 
would define a “hazard reasonably likely to occur” as “a hazard for which a prudent person who 
manufactures, processes, packs, or holds food 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.”  
 
 The hazard analysis would be required to include the following: 
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• An assessment of the severity of illness or injury if the hazard were to occur;28 

 
• An evaluation of whether contamination with environmental pathogens is reasonably 

likely to occur whenever RTE food is exposed to the environment prior to packaging at 
the facility; 
 

• An evaluation of the effect of the following factors on the safety of the finished food: 
 

o The formulation of the food  
o The condition, function, and design of the facility and equipment 

 
 Does older equipment offer niches for pathogens to grow (e.g., close 

fitting components that are hard to clean, hollow parts)? 
 Does metal-to-metal contact have the potential to generate metal 

fragments? 
 Does the proximity of lines or equipment create an opportunity for cross-

contact (e.g., dust traveling from one line to another)? 
 

o Raw materials and ingredients 
 

 Do ingredients, such as flavorings, colorings, and incidental additives, 
contain hidden allergens? 

 Does the facility use raw materials or ingredients that have a documented 
association with certain pathogens? 

 
o Transportation practices 
o Manufacturing/processing procedures 
o Packaging and labeling activities 
o Storage and distribution 
o Intended or reasonably foreseeable use of the food 

 
 Is the food one that is known to be eaten raw by consumers, even though it 

is supposed to be cooked (e.g., cookie dough, dried soup mixes)? 
 

o Sanitation, including employee hygiene 
o Any other relevant factors 

                                                 
28 According to the preamble, the probability and frequency of occurrence of the hazard should also be considered.  However, if 
the illness or injury that would be caused by a hazard is sufficiently serious (e.g., Salmonella, Lm, or E. coli O157:H7 
contamination; lead in candy consumed by small children; undeclared major food allergens; or aflatoxin in food), the hazard must 
be considered even if it occurs infrequently.  
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 Has there been a natural disaster or a problem with the municipal water 

supply?     
 

A single facility may need to perform multiple hazard analyses for different products.  
For example, if a facility processes the same beverage in both glass and plastic bottles, it would 
need to conduct two hazard analyses, since physical hazard of glass particles must be considered 
for one product, but not the other.  On the other hand, a facility’s hazard analysis may group 
similar food types or production methods if they involve essentially identical hazards and 
preventive controls.   
 

5. Preventive Controls 
 
The proposed rule would require that the owner, operator, or agent in charge of each 

facility identify and implement preventive controls29 (including at critical control points, if 
any)30 to provide assurances that any hazards reasonably likely to occur will be significantly 
minimized31 or prevented and that the food manufactured, processed, packed, or held by the 
facility will not be adulterated under FD&C Act § 402 or misbranded under § 403(w) 
(undeclared allergens).   

 
The proposed rule’s definition of “preventive controls” is significantly broader than the 

definition of a HACCP “critical control point.”  It is foreseeable that different FDA inspectors 
may have different ideas about what are appropriate preventive controls for the same process.  
Facilities will therefore need to be able to justify the decisions they make in developing their 
preventive controls plans.  

 
Preventive controls would be required to include, as appropriate, the following: 
 

(1) Parameters associated with control of the hazard, and the maximum or minimum 
value, or combination of values, to which any parameter must be controlled in 
order to significantly minimize or prevent a hazard that is reasonably likely to 
occur 

 

                                                 
29 The proposed rule would define “preventive controls” as “those risk-based, reasonably appropriate procedures, practices, and 
processes that a person knowledgeable about the safe manufacturing, processing, packing, or holding of food would employ to 
significantly minimize or prevent the hazards identified under the hazard analysis that are consistent with the current scientific 
understanding of safe food manufacturing, processing, packing, or holding at the time of the analysis.”  
30 The proposed rule would define a “critical control point” as “a point, step, or procedure in a food process at which control can 
be applied and is essential to prevent or eliminate a food safety hazard or reduce such hazard to an acceptable level.” 
31 The proposed rule would define “significantly minimize” to mean “to reduce to an acceptable level, including to eliminate.” 
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• Processes that require parameters include heat processing, acidifying, 
irradiating, dehydrating, refrigerating, brining, chilling, high pressure 
processing, ultraviolet light treatment, and washing with antimicrobial 
agents. 

• Parameters are analogous to critical limits at CCPs in a HACCP plan.  
 

(2) Process controls 
 

• Process controls include procedures, practices, and processes performed 
on the food during manufacturing/processing (e.g., cooking, cooling, 
refrigerating, acidifying, reducing water activity). 

 
(3) Food allergen controls 

 
• Food allergen controls include procedures, practices, and processes used 

to prevent cross-contact.  Examples include use of physical barriers; 
manufacturing foods in different parts of the plant; production sequencing; 
cleaning equipment between production runs; controlling the movement of 
utensils and personnel that might carry allergens; and eliminating or 
minimizing the formation of dust, aerosols, or plashes. 

• Food allergen controls also include procedures, practices, and processes to 
ensure that finished foods have appropriate labeling with respect to 
allergens.  Examples include procedures to ensure that the label correctly 
declares all allergens present; ensure that the correct label is applied to the 
food; and ensure that the correct food is placed in the correct package.   

 
(4) Sanitation controls 

 
• Sanitation controls are required where necessary to significantly minimize 

or prevent hazards that are reasonably likely to occur.  Specifically, 
sanitation controls are required where the hazards reasonably likely to 
occur include any environmental pathogen that is reasonably likely to 
occur in a RTE food that is exposed to the environment prior to packaging, 
any microorganism of public health significance that is reasonably likely 
to occur in a RTE food due to employee handling, or any food allergen 
hazard.  FDA requests comments on whether the final rule should 
specifically identify the two most common environmental pathogens, 
Salmonella and Lm.  

• Sanitation controls include procedures for the cleanliness of food-contact 
surfaces, such as cleaning and sanitizing procedures (including frequency, 
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concentrations of cleaning and sanitizing compounds, method of 
application, and contact time). 

• Sanitation controls also include procedures for the prevention of cross-
contact and cross-contamination from insanitary objects and from 
personnel to food, food-contact surfaces, and food-packaging material, 
and from raw product to processed product.  Examples include procedures 
to protect exposed food from contamination by the environment, 
procedures for controlling traffic between the raw and finished product 
sides of the operation, and procedures to ensure that personnel do not 
touch insanitary objects and then food, food-contact surfaces, or food-
packaging materials without first washing and sanitizing their hands. 

• If there are lapses in sanitation controls, the facility would be required to 
take corrective action “in a timely manner,” but would not be subject to 
the requirements for corrective actions in § 117.145. 

 
(5) A recall plan32 

 
• The owner, operator, or agent in charge of the facility would be required 

to establish a written recall plan with respect to any food with a hazard 
that is reasonably likely to occur. 

• The recall plan would be required to include procedures that describe the 
steps to be taken, and assign responsibility for taking those steps, for the 
following actions: directly notifying direct consignees of the recalled 
product, notifying the public when appropriate to protect public health, 
conducting effectiveness checks to verify the recall is carried out, and 
appropriately disposing of recalled product.  

• FDA requests comments on whether the procedures required to be 
included in the recall plan are appropriate for all types of facilities. 

• FDA also requests comments on whether it should require that the recall 
plan also include procedures, and assignment of responsibility, for 
notifying FDA of recalls subject to the facility’s food safety plan.   

 
(6) Any other necessary controls 

 
• An example would be temperature control during transportation of 

refrigerated foods (e.g., the shipper ensuring that product temperature is 
controlled during loading of the vehicle, use of temperature recording 

                                                 
32 In the preamble, FDA notes that a recall plan is different from other preventive controls, since a recall occurs after a food is 
distributed, but it has the same purpose of preventing or reducing hazards by limiting consumption of a hazardous food.  Having 
a recall plan ready in advance facilitates prompt execution of a recall.   
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devices during transportation, and the receiver verifying the temperature of 
product during transit upon receipt). 

• Although CGMPs are usually considered part of a prerequisite program, and 
not part of a preventive controls plan, a facility may determine in some 
circumstances that certain CGMPs are preventive controls.  

 
The proposed rule appears to allow facilities some flexibility in selecting preventive 

controls.33  FDA states that the preventive controls used would depend on the facility and the 
food it manufactures, processes, packs, or holds.  Preventive controls would be required to be 
risk-based (i.e., based on the severity of the hazard and the likelihood of its occurrence).  For 
example, FDA states that a facility that identifies Lm as a hazard reasonably likely to occur 
might reasonably elect to apply a listericidal process step to RTE foods that support the growth 
of Lm, in addition to sanitation controls, but not apply such a step to RTE foods that do not 
support growth of Lm.     
 

6. Monitoring 
 

The proposed rule would require the owner, operator, or agent in charge of the facility to 
establish and implement written procedures for monitoring the preventive controls, including the 
frequency of such monitoring.34   

 
The frequency of monitoring would be required to be sufficient to provide assurance that 

preventive controls are consistently performed, but the proposed rule does not prescribe a 
particular frequency.  FDA notes in the preamble that some preventive controls are amenable to 
continuous monitoring (e.g., preventive controls involving such parameters as temperature, pH, 
pressure, flow rate).  In other cases, the frequency of monitoring will depend upon the particular 
circumstances.    

 
Monitoring would be required to be documented in records that are subject to verification 

and records review by a “qualified individual.” 
 

7. Corrective Actions 
 

The proposed rule would require that the owner, operator, or agent in charge of the 
facility must establish and implement written corrective action procedures to be taken if 
preventive controls are not properly implemented.  It would also require a facility to take 
                                                 
33 “For any type of preventive control, a facility would have the flexibility to identify and implement preventive controls from 
among all procedures, practices, and processes available to it that would provide the assurances that would be required by 
proposed § 117.135(a).”  78 Fed. Reg. at 3739. 
34 The proposed rule would define “monitor” as “to conduct a planned sequence of observations or measurements to assess 
whether a process, point, or procedure is under control and to produce an accurate record for use in verification.” 



 
 
 
January 16, 2013 
Page 29 
 
 
 
 

00315792-1 

 

corrective action in the event of an unanticipated problem (i.e., if a preventive control is not 
properly implemented, but a specific corrective action procedure has not been established, or a 
preventive control is found to be ineffective).  In the case of an unanticipated problem, the 
facility would also be required to reanalyze its food safety plan. 

 
The corrective action procedures would be required to describe the steps to be taken to 

ensure that: 
 

• Appropriate action is taken to identify and correct the problem with 
implementation of preventive controls and to reduce the likelihood that the 
problem will recur; 

• All affected food is evaluated for safety; and 
• All affected food is prevented from entering commerce if the facility cannot 

ensure that such food is not adulterated under FD&C Act § 402 or misbranded 
under § 403(w). 

 
All corrective actions taken would be required to be documented in records that are 

subject to verification and records review by a “qualified individual.” 
 
 The proposed rule contains slightly modified requirements for corrective actions taken to 
correct a failure to properly implement sanitation controls, as opposed to other preventive 
controls.  In the event that a facility fails to properly implement sanitation controls, the proposed 
rule would require that the owner, operator, or agent in charge of the facility take corrective 
action “in a timely manner.”  However, if timely corrective action is taken, the facility would not 
be required to evaluate affected food for safety or prevent it from entering commerce.  All 
corrective actions taken with regard to sanitation controls would be required to be documented in 
records subject to verification and records review.   
 

8. Verification 
 

The proposed rule would require that the owner, operator, or agent in charge of the 
facility must perform the following verification steps:35 

 
• Validate that the preventive controls are adequate to control the hazards identified 

as reasonably likely to occur; 
• Verify that monitoring is being conducted as required by the written monitoring 

procedures; 
• Verify that appropriate decisions are being made about corrective actions; and 

                                                 
35 The proposed rule would define “verification” as “those activities, other than monitoring, that establish the validity of the food 
safety plan and that the system is operating according to the plan.” 



 
 
 
January 16, 2013 
Page 30 
 
 
 
 

00315792-1 

 

• Verify that the preventive controls are consistently implemented and are 
effectively and significantly minimizing or preventing the hazards that are 
reasonably likely to occur.  
 

a. Validation of preventive controls 
 

Validation of preventive controls would be required to be performed by, or overseen by, a 
“qualified individual.”36  It would be performed prior to implementation of the food safety plan 
or, when necessary, during the first 6 weeks of production, and whenever reanalysis of the food 
safety plan reveals a need for validation.  Validation would include collecting and evaluating 
scientific and technical information (or, if such information is not available, conducting studies) 
to determine whether the preventive controls, when properly implemented, will effectively 
control the hazards that are reasonably likely to occur.   

 
The fact that validation of preventive controls (other than allergen controls, sanitation 

controls, and the recall plan) would be required to be based on scientific or technical information 
is a critical point.  When FDA inspects the facility, it will expect to see the scientific support for 
preventive controls, and may determine that the facility is in violation of FD&C Act § 418 if 
such support is not provided.  Such support may include scientific publications, government 
documents (e.g., the FDA Food Code, Fish and Fisheries Products Hazards and Controls 
Guidance, Pasteurized Milk Ordinance), predictive mathematical models (e.g., mathematical 
models for thermal resistance of Salmonella), as well as technical information from equipment 
manufacturers, trade associations, or other sources.  If such support is not available, the facility 
may need to design and conduct its own studies (e.g., prevalence studies, challenge studies).  
FDA notes that there is literature that can assist facilities in designing such studies, including the 
NACMCF’s “Parameters for Determining Inoculated Pack/Challenge Study Protocols” and 
“Requisite Scientific Parameters for Establishing the Equivalence of Alternative Methods of 
Pasteurization.”37      

 
Validation is not required for food allergen controls, sanitation controls, or the recall 

plan.  However, FDA requests comments on whether it should require validation of sanitation 
controls to prevent cross-contact in situations where appropriate analytical methods are currently 
available, even if such methods are not available for all major food allergens. FDA also 
recommends that facilities use testing, as well as visual inspection, to verify that sanitation 
procedures to prevent cross-contact are adequately performed.    
                                                 
36 The proposed rule would define “validation” as “that element of verification focused on collecting and evaluating scientific and 
technical information to determine whether the food safety plan, when properly implemented, will effectively control the 
identified hazards.” 
37 USDA’s Food Safety and Inspection Service has issued a useful draft guidance document on validation in HACCP, which 
discusses the distinction between validation and verification.  Draft Guidance: HACCP System Validation (available at: 
http://www.fsis.usda.gov/PDF/HACCP_Systems_Validation_Draft_Guide_2010.pdf).   

http://www.fsis.usda.gov/PDF/HACCP_Systems_Validation_Draft_Guide_2010.pdf
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b. Verification of monitoring 

 
The owner, operator, or agent in charge of the facility would be required to verify that 

monitoring is being conducted.  Verification of monitoring may be accomplished by periodic 
observation of the monitoring activity (e.g., by a supervisor) or by independent testing by 
someone other than the employee doing the monitoring.  The proposed rule would not specify 
the verification activities that must be performed.  FDA requests comments on whether the final 
rule should specify the means of verification and, if so, what verification activities should be 
required. 
   

c. Verification of corrective actions 
 
The owner, operator, or agent in charge of the facility would be required to verify that 

appropriate decisions are being made about corrective actions.  For example, verification may be 
accomplished by a supervisor observing that appropriate corrective actions are taken.  The 
proposed rule would not specify the verification activities that must be performed.  FDA requests 
comments on whether the final rule should specify the means of verification and, if so, what 
verification activities should be required.     

 
d. Verification of implementation and effectiveness 

 
The owner, operator, or agent in charge of the facility would be required to verify that 

preventive controls are consistently implemented and are effective in significantly minimizing or 
preventing the hazards identified as reasonably likely to occur.  This includes the following 
verification activities, as appropriate to the facility and food: 

 
(i) Calibration of process monitoring instruments and verification 

instruments; and  
 

(ii) Review of the following records by, or under the oversight of, a “qualified 
individual” to ensure such records are complete, that the activities 
occurred in accordance with the food safety plan, that preventive controls 
are effective, and that appropriate decisions were made about corrective 
actions: 

 
• Records of monitoring and corrective action records would be required 

to be reviewed within a week after the records are made.  FDA 
requests comments on this frequency. 

• Records of calibration would be required to be reviewed within a 
reasonable time after the records are made.  FDA is not proposing a 
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specific frequency for review of calibration records.  In the preamble, 
FDA states that, if calibration occurs daily, it would be reasonable to 
review the records weekly.  If several instruments are calibrated each 
month, a monthly review of all calibrations would be reasonable.    

 
FDA is not proposing to specify the frequency of calibration.  However, FDA states that 

calibration should be performed on a regular basis with the frequency depending on the type of 
instrument and its sensitivity to wear and tear.  FDA states that if an instrument is calibrated 
against a reference standard (e.g., a standard reference thermometer used to calibrate other 
thermometers), the reference standard may also need periodic calibration.  
  

e. Requirement of written procedures for verification activities 
 

The owner, operator, or agent in charge of the facility would be required to establish and 
implement written procedures for the frequency of calibration.  Written procedures would not be 
required for the other verification activities (i.e., validation of preventive controls, verification of 
monitoring, verification of corrective actions, or calibration of process monitoring instruments 
and verification instruments (other than for the frequency of calibration)).  According to FDA, 
the verification records themselves will often indicate how the verification activity was carried 
out. 
 

9. Reanalysis of the Food Safety Plan 
 

The proposed rule would require that the owner, operator, or agent in charge of the 
facility must conduct a reanalysis of the food safety plan at least once every 3 years and: 

 
• Whenever there is a significant change in the activities conducted at the facility, 

if the change creates a reasonable potential for a new hazard or a significant 
increase in a previously identified hazard; 

• Whenever the owner, operator, or agent in charge becomes aware of new 
information about potential hazards associated with the food; 

• Whenever a preventive control is not properly implemented and a specific 
corrective action procedure has not been established to address the failure of 
implementation; and 

• Whenever a preventive control is found to be ineffective. 
 

In addition, FDA may require reanalysis of the food safety plan to respond to new 
hazards or scientific developments.  This authority is delegated to the FDA Commissioner. 
 
 Following reanalysis, the owner, operator, or agent in charge would be required to revise 
the written food safety plan if a significant change is necessary, or document the basis for 
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concluding that no additional or revised preventive controls are needed.  If additional preventive 
controls are needed, the new preventive controls would be implemented before the change in 
activities at the facility or, when necessary, during the first 6 weeks of production.  FDA is 
proposing to allow implementation of new preventive controls during the first 6 weeks of 
production, when necessary, to permit facilities to collect data under production conditions.  
FDA requests comments on this timeframe.     
 
 The reanalysis would be required to be documented in records.  It would be performed 
by, or overseen by, a “qualified individual.”  If the food safety plan is modified, the modified 
plan would be required to be signed and dated by the owner, operator, or agent in charge of the 
facility. 
 

10. Training 
 

The proposed rule would require that a “qualified individual” oversee the development 
and reanalysis of the food safety plan, the validation of preventive controls, and the review of 
records demonstrating the implementation and effectiveness of preventive controls and the 
appropriateness of corrective actions.  A “qualified individual” would be defined as “a person 
who has 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.”  All training would be required to be documented in records 
(including the date of the training, the type of training, and the person(s) trained).   
 
 The “qualified individual” may be a plant employee or outside consultant.  A facility may 
use one qualified individual to perform all of the tasks listed above, or different qualified 
individuals for different tasks. 
 

11. Recordkeeping    
 

The proposed rule would require that the owner, operator, or agent in charge of the 
facility establish and maintain the following records:  

 
• The written food safety plan (including the hazard analysis, preventive controls, 

monitoring procedures, corrective action procedures, verification procedures, and 
recall plan); 

• Records documenting the monitoring of preventive controls; 
• Records documenting corrective actions; 
• Records documenting verification (including validation of preventive controls, 

verification of monitoring, verification of corrective actions, calibration of 
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process monitoring and verification instruments, records review, and reanalysis of 
the food safety plan); and 

• Records documenting the training of the “qualified individual.” 
 

All records required under Part 117, including the above records, would be subject to 
general recordkeeping requirements set forth in Subpart F (see below).  
 

12. Modified Requirements for Certain Facilities (Proposed 21 C.F.R. Part 117, 
Subpart D) 

 
As discussed above, qualified facilities and facilities solely engaged in the storage of 

packaged foods that are not exposed to the environment are exempt from compliance with the 
hazard analysis and preventive controls requirements in Subpart C.  However, the proposed rule 
would establish modified requirements for such facilities.   

 
a. Qualified facilities 

 
The proposed rule would require that a qualified facility submit the following 

documentation to FDA: 
 

• Documentation that the facility is a qualified facility; and 
 

• Documentation demonstrating the safety of the facility’s food, which may consist 
of either: 

 
o Documentation demonstrating that the owner, operator, or agent in charge 

of the facility has identified the potential hazards associated with the food 
it is producing, is implementing preventive controls to address the hazards, 
and is monitoring performance of the preventive controls to ensure they 
are effective; or 

o Documentation (e.g., licenses, certificates, permits, credentials, 
certification by a State department of agriculture, inspection reports, or 
other evidence of oversight) that the facility is in compliance with State, 
local, county, or other applicable non-Federal food safety law, including 
relevant laws and regulations of foreign countries.  

 
FDA has tentatively concluded that a statement from the owner, operator, or agent in charge of 
the facility certifying that the facility meets the definition of a “qualified facility” and possesses 
the required food safety documentation would be acceptable.  FDA is not proposing to require 
submission of the underlying documentation.  However, the facility would still be required to 
maintain such underlying documentation and to make it available to FDA upon request.  
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Such documentation would be required to be submitted within 90 days after the 

compliance date applicable to the qualified facility, and re-submitted at least once every 2 years 
and whenever there is a change that alters whether the facility is a qualified facility.  
Documentation would be submitted electronically (at http://www.access.fda.gov) or by mail.  
FDA is requesting comments on whether to require submission of documentation through the 
existing mechanism for registering food facilities (i.e., a facility that identifies itself as a 
qualified facility would be prompted to certify that it meets the definition of “qualified facility” 
and has the appropriate food safety documentation).  

 
If a qualified facility does not submit the required documentation to FDA, it would be 

required to provide a notification to consumers of its products that includes the name and 
complete business address of the facility where the food is manufactured or processed.  If the 
food in question is required to bear a label, the information would be required to appear 
prominently and conspicuously on the label.  If the food is not required to bear a label, this 
information would be required to appear prominently and conspicuously at the point of purchase 
in labeling or on a poster, sign, placard, or documents delivered contemporaneously with the 
food in the normal course of business (or in an electronic notice in the case of Internet sales).    
 

b. Facilities solely engaged in the storage of packaged food that is not exposed to the 
environment 

 
The proposed rule would require that the owner, operator, or agent in charge of a facility 

solely engaged in the storage of packaged food that is not exposed to the environment must 
conduct the following activities with respect to any refrigerated38 packaged food that requires 
time/temperature control to significantly minimize or prevent the growth of, or toxin production 
by, microorganisms of public health significance: 

 
• Establish and implement temperature controls adequate to significantly minimize 

or prevent the growth of, or toxin production by, microorganisms of public health 
significance;39 

                                                 
38 FDA states that it considers frozen food to be a subset of refrigerated food.  However, FDA tentatively concludes that it would 
be rare for a frozen packaged food to be a food that requires time/temperature control for safety.  
39 To do this, the facility would need to determine the following for each refrigerated packaged food: (1) Is the food one which 
requires time/temperature control for safety? and (2) What is the appropriate temperature for storage of the food?  The facility 
would be permitted to obtain this information from the manufacturer, processor, or packer of the food (e.g., in the form of label 
statements on the food itself) or from scientific and technical literature.  The facility could also assume that any unexposed 
refrigerated packaged food requires time/temperature control for safety.  FDA notes that the maximum storage temperature for 
some foods is established in FDA regulations or other laws.  See, e.g., 21 C.F.R. §§ 115.50(b)(2) and 118.4(e) (shell eggs must be 
held at a temperature of 45 F or less); the Pasteurized Milk Ordinance (pasteurized “Grade A” milk and milk products must be 
held at 45 F or less). 

http://www.access.fda.gov/
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• Monitor the temperature controls with sufficient frequency to provide assurance 
that they are consistently performed;40  

• If there is a problem with temperature controls, take appropriate corrective action 
(i.e., corrective action to correct the problem and reduce the likelihood of 
recurrence, evaluate all affected product for safety, and prevent product from 
entering commerce if safety cannot be ensured);41  

• Verify that temperature controls are consistently implemented by calibrating 
temperature monitoring and recording devices, reviewing records of calibration 
within a reasonable time after they are made, and reviewing records of monitoring 
and corrective actions within a week after such records are made; and 

• Establishing and maintaining records of monitoring of temperature controls, 
corrective actions, and verification activities.42 

 
In effect, for warehouses solely engaged in the storage of packaged foods that are not 

exposed to the environment, and that store refrigerated foods that require time/temperature 
control for safety, FDA has identified the particular hazard that is reasonably likely to occur (i.e., 
loss of temperature control) and prescribed the specific preventive controls and other measures 
necessary to control that hazard.  There would be no need for such a facility to conduct its own 
hazard analysis, develop or reanalyze its own food safety plan, or have a “qualified individual” 
perform any tasks.       
 

13. General Recordkeeping and Records Access Requirements (Proposed 21 C.F.R. 
Part 117, Subpart F) 

 
Subpart F of Part 117 would set forth the following general requirements that would 

apply to all records required under Part 117: 
 

• Content and form of records 
 

o Records would be required to be kept as original records, true copies (e.g., 
photocopies, pictures, scanned copies, microfilm, microfiche, or other 
accurate reproductions of originals), or electronic records; 

o Electronic records would be required to comply with 21 C.F.R. Part 11;43 

                                                 
40 According to the preamble, monitoring may consist of using a continuous temperature-recording device and visually checking 
it at least once a day.  The proposed rule would not require written monitoring procedures for such facilities, but FDA requests 
comments on whether written monitoring procedures should be required. 
41 The proposed rule would not require written corrective action procedures for such facilities. 
42 Such records would be subject to Subpart F. 
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o Records (except for records required for qualified facilities) would be 
required to contain the actual values and observations obtained during 
monitoring;44 

o Records would be required to be accurate, indelible, and legible; 
o Records (except for records required for qualified facilities) would be 

required to be created concurrently with performance of the activity 
documented (e.g., monitoring, corrective actions, verification); 

o Records (except for records required for qualified facilities) would be 
required to be as detailed as necessary to provide the history of the work 
performed; and 

o Records (except for records required for qualified facilities) would be 
required to include the following information: name and location of 
facility; date and time of activity documented; the signature or initials of 
the person performing the activity; and (where applicable) the identity of 
the product and the production code, if any. 

 
• Requirements specific to the food safety plan 

 
The food safety plan would be required to be signed and dated by the owner, operator, or 

agent in charge of the facility, upon initial completion of the plan and upon any modification of 
the plan.  Unlike other required records, the food safety plan would be stored onsite at the 
facility, but electronic records are considered to be onsite if they are accessible from an onsite 
location. 

 
• Record retention 
 

All records required to be retained by Part 117 would be required to be retained at the 
plant or facility for at least 2 years after the date the record was prepared.  However, records that 
relate to the general adequacy of the equipment or processes used by the facility (e.g., the food 
safety plan, records of validation of preventive controls), including the results of scientific 
studies and evaluations, would be retained at the facility for at least 2 years after their use is 
discontinued.   

 
Records would be permitted to be stored offsite after 6 months following the date the 

records was made, provided such records can be retrieved and provided onsite within 24 hours of 
an official request.  However, the food safety plan would be required to remain onsite at all 
                                                                                                                                                             
43 Part 11 deals with FDA acceptance of electronic records, electronic signatures, and handwritten signatures.  FDA requests 
comments on whether there are any circumstances that would warrant not applying Part 11 to Part 117 records (e.g., whether Part 
11 compliance would necessitate redesign of current records and recordkeeping systems) and whether to allow additional time for 
electronic records to comply with Part 11.  
44 Notations that measurements are “satisfactory” would not be acceptable.    
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times.  Electronic records would be considered onsite records if they are accessible from an 
onsite location. 

 
If the facility is closed for a prolonged period (as in the case of facilities with seasonal 

operations), records may be transferred to another reasonably accessible location but would have 
to be returned to the facility within 24 hours of an official request.  

 
• FDA review of records 

 
All required records would be required to be made promptly available to a duly 

authorized official upon oral or written request.  Unlike most similar FDA regulations, the 
proposed rule does not explicitly provide that records be made available “for inspection and 
copying,” but this may be an oversight that will be rectified in the final rule.  

 
The proposed rule requires facilities to make records available to FDA at the facility; it 

does not require facilities to send records to FDA.  However, FDA requests comments on 
whether the final rule should require facilities to send records to FDA under any circumstances, 
and whether to require that records be submitted electronically.    
 

• Public disclosure 
 

All required records would be subject public disclosure under to the Freedom of 
Information Act (FOIA) and FDA implementing regulations at 21 C.F.R. Part 20, which exempt 
trade secrets and confidential information from public disclosure.   

 
It should be noted that existing FDA HACCP regulations for seafood and juice provide 

greater protection for HACCP records than FDA is proposing to provide for Part 117 records.  
The FDA seafood and juice HACCP regulations provide that records are not subject to public 
disclosure unless they have been previously disclosed to the public or relate to a product or 
ingredient that has been abandoned.  See 21 C.F.R. §§ 120.12(f) and 123.9(d).   
 

14. What Is Not in the Proposed Rule 
 

The proposed rule does not include the following: 
 

• Intentional contamination 
 
As discussed above, FDA has tentatively concluded the risk of intentional contamination 

should not be addressed in a facility’s food safety plan.  Instead, protection against intentional 
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contamination will be addressed in a separate rulemaking.45  However, FDA is requesting 
comments on whether the risk of one type of intentional adulteration, economically motivated 
adulteration (i.e., introduction of hazards for economic reasons), should be a hazard addressed in 
a facility’s hazard analysis and preventive controls plan and, if so, when an economically 
motivated adulterant should be considered a hazard reasonably likely to occur .        

 
It should be noted that there are two provisions of the FD&C Act, added by FSMA, that 

require food defense measures: 
 

o FD&C Act § 418(b)(2) requires a facility’s food safety plan to address hazards 
that may be intentionally introduced, including by acts of terrorism; and 

 
o FD&C Act § 420 requires FDA to issue regulations to require certain persons 

to perform vulnerability assessments and implement mitigation strategies to 
protect food at vulnerable points in the supply chain, but such regulations will 
only apply to food for which FDA, in consultation with the Department of 
Homeland Security, has determined there is a high risk of intentional 
contamination that could cause serious adverse health consequences or death 
to humans or animals.  In addition, such regulations may not apply to farms, 
except for farms that produce milk. 

 
In the preamble to this proposed rule, FDA states that it intends to implement FD&C Act § 
418(b)(2) in a separate rulemaking, because intentional hazards involve different kinds of 
controls and should be addressed by facilities in a separate food defense plan.  FDA does not 
discuss how it intends to implement FD&C Act § 420.  It, therefore, appears possible that FDA 
may issues two separate regulations on food defense, one that would apply to all facilities subject 
to § 418 (i.e., a general requirement that such facilities conduct vulnerability assessments and 
implement food defense plans to address intentional contamination hazards identified as 
reasonably likely to occur) and one that would require additional food defense measures of 
persons that manufacture, process, pack, or hold foods deemed to be at high risk of intentional 
contamination.          
 

• Requirement to submit food safety plans or other records to FDA 
 

As discussed above, the proposed rule would not require facilities to submit or send their 
food safety plans, or other required records, to FDA.  However, FDA is requesting comments on 
whether such remote access to facilities’ food safety plans should be added in the final rule.  
FDA states that the ability to obtain a facility’s food safety plan without having to visit the 
                                                 
45 FD&C Act 420 requires FDA to issue regulations to protect against intentional adulteration of food, but provides that such 
regulations shall apply only to foods for which FDA determines there is a high risk of intentional contamination that could cause 
serious adverse health consequences or death to humans or animals. 
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facility could be beneficial in a number of ways (e.g., better targeting of inspections, improved 
efficiency of inspections, faster identification of facilities that have inadequate food safety plans 
or have not addressed a recently identified hazard).  On the other hand, FDA also recognizes 
potential problems with requiring submission of food safety plans (e.g., the enormous volume 
and variety of plans FDA would need to review).    

 
FDA, therefore, is requesting comments on whether the final rule should require facilities 

to submit to FDA a “facility profile” that would include highlights of the facility’s food safety 
plan.  FDA envisions that a facility profile could be submitted electronically (e.g., at the same 
time the facility registers and renews its registration with FDA).  The facility profile could 
include some or all of the following data elements: 

 
• Contact information; 
• Facility type; 
• Products; 
• Hazards identified for each product; 
• Preventive controls established for each hazard; 
• Third-party audit information (whether facility has been audited and 

by which audit firm); 
• Preventive control employee training conducted; 
• Facility size (square footage); 
• Whether full-time operation or seasonal; and 
• Operations schedule. 

 
The facility profile contemplated by FDA would be mandatory, not the voluntary facility profile 
discussed in an earlier Federal Register notice.46 
 

FDA seeks comments on the utility and necessity of this approach, on the data elements 
that should be included, as well as on any potential concerns with this approach.     
 

• Review of complaints 
 

The proposed rule would not require facilities to review complaints.  Nevertheless, FDA 
believes that consumer complaints are often the first indication that hazards are not being 
controlled.  FDA, therefore, considers review of complaints “an important part of a modern food 
safety system.”47  Accordingly, FDA is requesting comments on whether and how a facility’s 
review of consumer, customer, and other complaints should be required as part of its verification 
activities.     
                                                 
46 See 77 Fed. Reg. 27779 (May 11, 2012).  
47 78 Fed. Reg. at 3767. 
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• Testing programs  

 
The proposed rule would not mandate any requirements for testing (e.g., testing of raw 

materials or ingredients, finished product testing, environmental monitoring).48  However, in the 
preamble, FDA makes very clear that it believes such testing is an essential part of an effective 
food safety plan for many facilities.   

 
In both the preamble and an appendix to the proposed rule, FDA explains its views on 

testing.  FDA sees testing as an important verification measure (i.e., a way to ensure that 
preventive controls are effectively controlling hazards).  FDA acknowledges that testing is rarely 
an effective preventive control, because testing generally cannot ensure the absence of a hazard.  
For the most part, FDA’s discussion of testing programs focuses on testing for 
microorganisms.49 
 

o Product testing 
 
FDA states that finished product testing is particularly useful as a verification measure in 

the following circumstances: 
 

 The hazard analysis reveals that a biological hazard is reasonably 
likely to occur in an ingredient, and the preventive controls do not 
include a process control that will significantly minimize the hazard.  
Examples include: cut raw vegetables (e.g., celery, onions, leafy 
greens, tomatoes) that may contain Salmonella or Lm and that will be 
used in RTE foods; nutrition bars with dry ingredients (e.g., dried 
fruits, nuts, dried milk, soy protein, chocolate) that may contain 
Salmonella and that are formed into a bar without a lethality step; and 
mixtures of shelled nuts that may be contaminated with Salmonella.  

 The hazard analysis reveals that a biological hazard is reasonably 
likely to occur in an ingredient that is added during manufacturing 
after application of a process control to significantly minimize 
biological hazards.  Examples include: food (e.g., chips, nuts, cereals) 
in which untreated seasonings that may contain Salmonella are added 

                                                 
48 FD&C Act § 418 provides that preventive controls may include “an environmental monitoring program to verify the 
effectiveness of pathogen controls in processes where a food is exposed to a potential contaminant in the environment.”    
49 In the appendix, FDA states that the need for and frequency of testing depends on the severity of the hazard.  For example, “in 
situations where unlawful pesticide residues are considered reasonably likely to occur, the presence of a pesticide residue that is 
not approved for a specific commodity but that is within the tolerance approved for other commodities, while deemed unsafe as a 
matter of law, may not actually result in illness.  Thus, a firm is more likely to conduct finished product testing to verify 
Salmonella spp. control than to verify control of pesticides”  78 Fed. Reg. at 3818. 
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after a heat treatment; and food (e.g., ice cream) to which nuts or other 
ingredients that may contain Salmonella are added after the ice cream 
mix has been pasteurized.  

 The hazard analysis reveals that a biological hazard is reasonably 
likely to occur as a result of handling of the product or exposure of the 
product to the environment after application of a process control to 
significantly minimize biological hazards.  Examples include: 
manufacture of nut butters from roasted nuts where contamination 
with Salmonella is a concern; mixing of dried, treated spices and herbs 
where contamination with Salmonella is a concern; the addition of 
herbs or vegetables to products such as cream cheese or cottage cheese 
where contamination with Lm is a concern; and the manual assembly 
of sandwiches where contamination with Salmonella, Lm, and other 
pathogens is a concern. 

 
FDA is requesting comments on whether to include product testing requirements in the 

final rule.  FDA requests comments on when and how product testing programs are an 
appropriate means of implementing the statutory directives in FD&C Act § 418.  If required, 
FDA requests comments on the appropriate level of specificity and the scope of such a 
requirement.  For example: 

 
 Should a product testing program be limited to finished product testing 

or include raw material testing? 
 Should FDA simply require product testing as appropriate to the 

facility and the food to verify the effectiveness of preventive controls, 
or adopt a more prescriptive approach? 

 Should FDA specify particular hazards, situations, or product types for 
which finished product testing is required? 

 Should FDA specify the frequency of testing, and whether frequency 
should depend on the product type? 

 Should FDA identify appropriate sampling plans? 
 Should FDA require periodic testing for trend analysis and statistical 

process control? 
 Should FDA require written procedures for conducting finished 

product testing and, if so, also require that such procedures be 
scientifically valid50 and include procedures for sampling and 
sampling frequency? 

                                                 
50 In the appendix, FDA explains that “scientifically valid” means using both sampling and testing (e.g., sampling methods, 
analytical methods) that are based on scientific information, data, or results published in scientific journals, references, textbooks, 
or proprietary research.  In FDA’s view, sampling and testing used for verification must be scientifically valid if it is to provide 
assurance that preventive controls are effective.  78 Fed. Reg. at 3812.   
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 What would be the impact of product testing requirements on small 
businesses, and should such requirements differ depending on the size 
of the operation?    

 
o Environmental monitoring 

  
FDA states that environmental monitoring is particularly useful as a verification measure 

to verify the implementation and effectiveness of sanitation controls when contamination from 
an environmental pathogen is identified as a hazard reasonably likely to occur.   

 
Much of FDA’s discussion of environmental monitoring focuses on the two most 

common environmental pathogens, Salmonella and Lm.  FDA suggests that a robust 
environmental monitoring program is appropriate for facilities that manufacture, process, pack, 
or hold: (1) refrigerated or frozen RTE foods (e.g., dairy products, fresh-cut produce, frozen 
foods, and prepared foods, such as sandwiches and deli salads) where Lm is often a hazard 
reasonably likely to occur; and (2) low-moisture RTE foods (e.g., spices, seasonings, nuts and 
nut products, seed products) where Salmonella is often a hazard reasonably likely to occur.   

 
FDA’s current thinking is that Listeria species (Listeria spp.) “may be” an appropriate 

indicator organism for Lm.51  FDA notes that USDA’s Food Safety and Inspection Service 
(FSIS) allows inspected meat and poultry establishments to test for Listeria spp. as an 
appropriate indicator organism for Lm, and to take appropriate corrective actions if Listeria spp. 
is found on food-contact surfaces.52  FDA’s current thinking is that there is no currently available 
indicator organism for Salmonella.  FDA is requesting comments on these conclusions.  

 
FDA is requesting comments on whether to include environmental monitoring 

requirements in the final rule.  FDA requests comments on when and how environmental 
monitoring programs are an appropriate means of implementing the statutory directives in FD&C 
Act § 418.  If required, FDA seeks comments on the appropriate level of specificity of such a 
requirement.  For example: 

 
 Should FDA simply require environmental monitoring for an 

appropriate microorganism of public health significance or an 
appropriate indicator organism if contamination of food with an 
environmental pathogen is a hazard reasonably likely to occur? 

                                                 
51 In the appendix, FDA explains that “an organism is useful as an indicator organism if there is sufficient association of 
conditions that could result in the presence of the indicator organism and conditions that could result in the pathogen such that 
there can be confidence that the pathogen would not be present if the indicator is not present.”  78 Fed. Reg. at 3815.     
52 FSIS Compliance Guidance for Controlling Listeria monocytogenes in Post-lethality Exposed Ready-to-Eat Meat and Poultry 
Products. 
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 Should FDA specify the environmental pathogen or indicator 
organism? 

 Should FDA specify corrective actions (e.g., cleaning and sanitizing 
contaminated surfaces and surrounding areas, conducting additional 
sampling and testing, conducting finished product testing) that should 
be taken if testing detects the presence of the environmental pathogen? 

 Should FDA specify the locations in a facility where samples must be 
collected? 

 Should FDA specify the frequency of sampling (e.g., weekly or 
monthly depending on risk)?  Should sampling frequency be greater 
for foods that are likely to be consumed RTE or after minimal 
treatment, for refrigerated or frozen RTE foods that support the growth 
of Lm more than for those that do not, and/or for products that undergo 
significant handling and exposure to the environment?  Should 
sampling frequency be greater for an environmental pathogen that is 
frequently introduced into the facility than for one that is less 
common?  Should sampling frequency depend on the potential impact 
of the hazard on public health (e.g., the product is intended for a 
vulnerable population, such as infants)?  Should sampling frequency 
increase as a result of finding the environmental pathogen or indicator 
organism or as a result of situations that pose increased risk of 
contamination (e.g., in-plant construction)?   

 Should FDA require written procedures for environmental testing and, 
if so, require that procedures be scientifically valid and include 
procedures for sampling and sampling frequency? 

 Should FDA require data analysis to detect trends? 
 With regard to environmental testing for Lm, should FDA distinguish 

between RTE foods that support the growth of Lm and those that do 
not? 

 
FDA also requests comments on whether there are appropriate indicator organisms for any 
environmental pathogens other than Lm.  FDA requests comments on “whether there is benefit in 
conducting routine environmental monitoring for other organisms in addition to, or instead of, 
the environmental pathogen of concern.”53 
 

• Supplier approval and verification 
 

                                                 
53 78 Fed. Reg. at 3765. 
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The proposed rule would not mandate any requirements for approval or verification of 
suppliers.54  However, FDA believes that a supplier approval and verification program can be an 
important part of a preventive approach to food safety.  FDA states that the role and need for 
supplier approval and verification varies depending on the type of facility and type of food.   

  
In both the preamble and an appendix to the proposed rule, FDA explains its views on 

supplier approval and supplier verification.  FDA appears to use the term “supplier approval” to 
refer to a program for acceptance of suppliers, and the term “supplier verification” to refer to 
initial and ongoing activities to verify that suppliers are adequately controlling hazards in raw 
materials and ingredients.  Verification activities may include auditing suppliers (self-auditing or 
third-party auditing), testing of raw materials and ingredients, requiring certificates of analysis, 
and reviewing suppliers’ food safety plans and records.   

 
 FDA is requesting comments on whether the final rule should require supplier approval 
and verification.  FDA seeks comments on when and how supplier approval and verification is 
an appropriate means to implement the statutory directives in FD&C Act § 418.  If required, 
FDA requests comments on the appropriate level of specificity for such a requirement.  For 
example: 

 
 Should FDA simply require supplier approval and verification as 

appropriate to the facility and the food, or provide more prescriptive 
requirements? 

 Should the requirement apply to all facilities that manufacture, 
process, pack, or hold food, or be limited (e.g., to facilities that 
manufacture or process food)? 

 Should FDA require that the supplier approval and verification 
program include a written list of approved suppliers? 

 Should FDA require that the facility take into account relevant 
regulatory information about a supplier (including whether the raw 
material or ingredient supplied is the subject of an FDA Warning 
Letter or Import Alert relating to food safety) in determining 
appropriate verification activities?  

 Should FDA specify the circumstances in which a supplier approval 
and verification program would not be required (e.g., when preventive 
controls at the receiving facility are adequate to significantly minimize 
or prevent each of the hazards reasonably likely to occur, when the 
receiving facility obtains from its customers written assurance that 

                                                 
54 FD&C Act § 418 provides that preventive controls may include “supplier verification activities that relate to the safety of 
food.”   
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their preventive controls will significantly minimize or prevent such 
hazards)? 

 Should FDA specify that the type of verification activity depend on the 
seriousness of the hazard (e.g., require an onsite audit if there is a 
reasonable probability that the hazard will cause serious adverse health 
consequences or death to humans, but provide more flexibility for less 
serious hazards)? 

 Should FDA specify the requirements for audits (e.g., the 
qualifications of auditors, conflict of interest restrictions for auditors, 
content of an audit)? 

 Should FDA provide that a regulatory inspection (e.g., by FDA, a 
State agency, or foreign government agency) may substitute for an 
onsite audit? 

 Should FDA specify the frequency of verification activities (e.g., 
initially, annually, periodically)? 

 Should FDA specify whether it is necessary to conduct more than one 
verification activity for some hazards? 

 Should FDA provide for alternative requirements if a supplier is a 
qualified facility (e.g., a requirement to document that the supplier is a 
qualified facility and obtain written assurance that the raw material or 
ingredient is produced in compliance with FD&C Act §§ 402 and 
403(w))? 

 Should FDA specify the records appropriate for a supplier approval 
and verification program? 

 Should FDA specify that a receiving facility take appropriate action if 
it determines that a supplier is not controlling hazards that the 
receiving facility has identified as reasonably likely to occur? 

     
FDA notes that it will issue a proposed rule to implement the Foreign Supplier 

Verification Program (FSVP) requirement (i.e., the requirement that food importers conduct 
foreign supplier verification) in FD&C Act 805 in the near future.  FDA says that it intends to 
align any regulations requiring supplier approval and verification under § 418 with the 
regulations requiring foreign supplier verification under § 805 to avoid creating duplicative 
requirements.  FDA also promises to align the comment periods for the two proposed rules, so 
that interested parties can assess how they would work together in practice. 
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Analysis of Economic Impacts 
 

FDA has published an Analysis of Economic Impacts of the proposed rule.55  According 
to FDA’s analysis, the proposed rule would have an economic benefit of $2 billion per year 
(representing the economic cost of nearly 1 million foodborne illnesses each year in the United 
States that could potentially be prevented by the proposed rule).  This compares to an annualized 
cost of $475 million per year for domestic facilities, using a 7 percent discount rate.  It should be 
noted that FDA’s cost estimates are based on a survey of industry baseline practices.  For 
example, since FDA estimates that most large facilities already have HACCP plans, FDA 
estimates that only 25,614 of the 97,600 domestic facilities and 109,200 foreign facilities 
covered by the proposed rule would need to create a food safety plan.    
 

***** 
 

We trust this advice is useful.  If you have any questions about the proposed rule, or 
would like assistance or advice in preparing comments to FDA, please contact Bob Hahn at 
(202) 789-1212 or rhahn@ofwlaw.com.  

 
RAH:cpm 

                                                 
55 Analysis of Economic Impacts – Current Good Manufacturing Practice and Hazard Analysis and Risk-Based Preventive 
Controls for Human Food (available at: http://www.fda.gov/Food/FoodSafety/FSMA/ucm334115.htm).  
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