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FSMA Food Safety Controls: Domestic and Foreign Food 
Facilities Impacted 
 
The U.S. Food and Drug Administration’s (FDA’s or the Agency’s) proposed rule, “Current Good Manufacturing 
Practice and Hazard Analysis and Risk-Based Preventive Controls for Human Food” (Preventive Control Rule), 
requires food facilities to create written plans for how to prevent their products from becoming contaminated as 
well as how to respond in the event of a contamination or an outbreak.1  
 
The proposed rule adds new preventive control provisions to the Agency’s current good manufacturing practices 
(cGMPs) regulations, as required by the Food Safety Modernization Act (FSMA), and largely applies to facilities 
that are required to register with FDA under the current food facility registration requirements. The proposed 
Preventive Control Rule also includes requirements for facilities to maintain food safety plans, perform hazard 
analyses, and institute preventive controls for the mitigation of identified hazards. Facilities would also be required 
to monitor their preventive controls, verify that preventive controls are effective, take corrective action when 
necessary, and maintain records documenting these actions.  

As drafted, the Preventive Control Rule will take effect 60 days after it is published in the Federal Register, with 
staggered compliance dates. Businesses, other than small and very small businesses, will be required to comply 
with the final rule one year after its publication in the Federal Register. Small businesses will be required to 
comply two years after the final rule’s publication in the Federal Register, and very small businesses will be 
required to comply three years after the final rule’s publication in the Federal Register. 

The Preventive Control Rule would implement the requirements of the FSMA for covered facilities to establish and 
implement food safety systems that include hazard analyses and risk-based preventive controls. Specifically, the 
proposed rule establishes requirements for (1) a written food safety plan, (2) hazard analysis, (3) preventive 
controls for hazards that are reasonably likely to occur, (4) monitoring, (5) corrective actions, (6) verification, and 
(7) recordkeeping.  

Covered Facilities 
Facilities that manufacture, process, pack, or hold food and that are required to register with FDA under section 
415 of the Federal Food, Drug, and Cosmetic Act (FDCA) are required to comply with the Preventive Control 
Rule. As a result, any and all parties that are involved in transactions in food must begin with the assumption that 
they come within the scope of this proposed regulation unless otherwise exempted. 

Farms are not generally covered by the proposed Preventive Control Rule because they are not required to 
register with FDA under section 415 of the FDCA, unless the farm also manufactures or processes food that is not 
consumed on the farm or another farm under the same ownership. FDA defines 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 term “farm” includes facilities that pack or hold food, provided that all food used in such 
activities is grown, raised, or consumed on that farm or another farm under the same ownership, and facilities that 
manufacture/process food, provided that all food used in such activities is consumed on that farm or another farm 
under the same ownership. In addition, small or very small farms that conduct certain low-risk packing, holding, 
manufacturing, or processing activity on the farm (e.g., repacking intact fruits and vegetables or grinding, milling, 
cracking, or crushing grains) are exempt from the proposed Preventive Control Rule. However, any farm exempt 
from the Preventive Control Rule may be required to comply with the proposed “Standards for the Growing, 
Harvesting, Packing, and Holding of Produce for Human Consumption” rule (Produce Rule).2  

Additionally, facilities that meet one of the following conditions are exempt from the proposed Preventive Control 
Rule: (1) small businesses (average annual sales of $500,000 or less and at least half of their sales to consumers 
                                                 

1. View the proposed rule at http://www.ofr.gov/OFRUpload/OFRData/2013-00125_PI.pdf.  

2. View further analysis of the Produce Rule at https://www.morganlewis.com/pubs/FDA_LF_ProduceRuleAnalysis_09jan13.pdf.  

http://www.ofr.gov/OFRUpload/OFRData/2013-00125_PI.pdf
https://www.morganlewis.com/pubs/FDA_LF_ProduceRuleAnalysis_09jan13.pdf
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or local retailers or restaurants) and very small businesses (FDA proposes three options for defining a “very small 
business”: average annual sales below either $250,000, $500,000, or $1,000,000); (2) facilities subject to the 
seafood or juice hazard analysis and critical control point (HACCP) requirements; (3) facilities subject to the low-
acid canned food requirements; (4) facilities that manufacture, process, pack, or hold dietary supplements or 
alcoholic beverages; (5) facilities that are solely engaged in the storage of raw agricultural commodities intended 
for further distribution or processing; (6) facilities that are solely engaged in the storage of packaged food that is 
not exposed to the environment; and (7) facilities that are subject to the proposed Produce Rule.  

Written Food Safety Plan 
The Preventive Control Rule would require each covered facility to create a written food safety plan that identifies 
and evaluates known or reasonably foreseeable hazards for each type of food manufactured, processed, packed, 
or held at the facility, including biological, chemical, physical, and radiological hazards, and to conduct an 
assessment of the severity of the illness or injury if the hazard were to occur. FDA proposes to define the term 
“hazard that is 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 written food safety plan would need to include, as applicable, the following: (1) a hazard analysis, (2) 
preventive controls, (3) monitoring procedures, (4) corrective action procedures, (5) verification procedures, and 
(6) a recall plan. In addition, a qualified individual would be required to oversee and/or create the food safety plan, 
validate preventive controls, review records for implementation and effectiveness of preventive controls and the 
appropriateness of corrective actions, and perform the required reanalysis of the food safety plan. The proposed 
Preventive Control Rule establishes minimum requirements for the qualified individual. This person would be 
required to complete training under a standard curriculum or be otherwise qualified through job experience to 
develop and apply a food safety system. Lastly, the food safety plan would need to be made “promptly” available 
to FDA upon oral or written request. 

Hazard Analysis 
The Preventive Control Rule would require the owner, operator, or agent in charge of a facility to identify and 
evaluate known or reasonably foreseeable hazards for each type of food manufactured, processed, packed, or 
held at the facility to determine whether there are hazards that are reasonably likely to occur. The hazard analysis 
must contain the justification for whatever conclusion the owner, operator, or agent in charge of the facility 
reaches, including a conclusion that no hazards are reasonably likely to occur. Thus, a written hazard analysis 
would be required under the Preventive Control Rule even if the conclusion of the analysis is that there 
are no hazards reasonably likely to occur. 

The hazard analysis must consider hazards that may occur naturally or may be unintentionally introduced, 
including biological, chemical, physical, and radiological hazards. For example, the Preventive Control Rule would 
require that the hazard analysis include an evaluation of whether environmental pathogens (e.g., salmonella, 
L.monocytogenes) are reasonably likely to occur whenever a ready-to-eat (RTE) food is exposed to the 
environment prior to packaging. In addition, the Preventive Control Rule would require that the hazard evaluation 
include consideration of the following factors: formulation of the food; the condition, function, and design of the 
facility and equipment; raw materials and ingredients; transportation practices; manufacturing/processing 
procedures; packaging and labeling activities; storage and distribution; intended or reasonably foreseeable use; 
sanitation, including employee hygiene; and any other relevant factors that might potentially affect the safety of 
the finished food for the intended consumer. 

Preventive Controls for Hazards Reasonably Likely to Occur; Recall Plan 
The Preventive Control Rule would require the owner, operator, or agent in charge of a facility to identify and 
implement preventive controls, including at critical control points, to provide assurances that hazards identified in 
the hazard analysis will be significantly minimized or prevented and that the food manufactured, processed, 
packed, or held by the facility will not be adulterated under section 402 of the FDCA or misbranded under section 
403 of the FDCA. The procedures, practices, and processes for preventive controls must include the following, as 
appropriate: process controls; employee training; environmental monitoring; food allergen controls; sanitation 
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controls, including procedures for the prevention of cross-contact and cross-contamination; a recall plan; cGMPs 
policies; and supplier verification activities. The application of the preventive controls requirements would be 
required only in cases where facilities determine that hazards are reasonably likely to occur.  

The Preventive Control Rule would also require that preventive controls include a recall plan for food in which 
there is a hazard reasonably likely to occur. The recall plan would need to include procedures that describe the 
steps to be taken, and assign responsibility for taking those steps, in order to perform the following actions: (1) 
directly notify the direct purchasers of the product being recalled and provide information for returning or 
disposing of the affected food; (2) notify the public about any hazard presented by the food when appropriate to 
protect public health; (3) conduct effectiveness checks to verify that the recall is carried out; and (4) appropriately 
dispose of the recalled food (e.g., through reprocessing, reworking, diverting to a use that does not present a 
safety concern, or destroying the food). 

Monitoring 
The Preventive Control Rule would require an owner, operator, or agent in charge of a facility to monitor the 
performance of the established preventive controls. The proposed rule states that “monitor” means “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 observation.” According to FDA, examples of monitoring 
activities include visual observation and measurement of temperature, time, and pH and moisture levels. The 
proposed rule does not specify a single monitoring frequency applicable to all facilities and processes but instead 
requires monitoring with “sufficient frequency” to ensure that the preventive controls are consistently performed. 
The Preventive Control Rule would also require that all monitoring of preventive controls be documented in 
records subject to verification and review.  

Corrective Actions 
The Preventive Control Rule would require that an owner, operator, or agent in charge of a facility establish and 
implement written corrective action procedures to take if preventive controls are not properly implemented. The 
rule would also require that corrective action procedures describe the steps to be taken to ensure the following: 
that appropriate action is taken to identify and correct a problem with the implementation of a preventive control to 
reduce the likelihood that the problem will recur; all affected food is evaluated for safety; and all affected food is 
prevented from entering into commerce if the owner, operator, or agent in charge of the facility cannot ensure that 
the affected food is not adulterated or misbranded. Lastly, all corrective actions would need to be documented in 
records that are subject to verification and review. 

Verification 
The Preventive Control Rule would require that an owner, operator, or agent in charge of a facility conduct certain 
verification activities of its food safety plan, including validation of a subset of the preventive controls, verification 
that monitoring is being conducted, verification that appropriate decisions about corrective actions are being 
made, and verification that the preventive controls are consistently implemented and are effectively and 
significantly minimizing or preventing the hazards that are reasonably likely to occur.  

Verification would include activities such as collecting and evaluating scientific and technical information to 
determine whether the preventive controls will effectively control the hazards that are reasonably likely to occur, 
but it does not need to address food allergen and sanitation controls and the recall plan. Validation would need to 
occur prior to implementation of the food safety plan or, when necessary, during the first six weeks of production 
(e.g., for controls that require live production for validation).  

The Preventive Control Rule would also require that validation of the preventive controls be performed whenever 
a reanalysis of the food safety plan reveals the need to do so. In addition, all preventive controls established to 
address a hazard identified as reasonably likely to occur must have a scientific and technical basis. Establishing 
the scientific and technical basis is a validation activity, regardless of whether the preventive control is established 
in the facility’s initial food safety plan or as a result of reanalysis of the food safety plan. 

The Preventive Control Rule would further require the facility to conduct a reanalysis of the food safety plan at 
least once every three years; whenever a significant change is made in the activities of the facility if the change 
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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; and whenever a preventive control is found to be ineffective.  

Details of what evidence will document sufficient verification under the Preventive Control Rule are a critical factor 
and likely to be the subject of much comment. In addition, verification activities must be documented in records 
that are subject to verification and review. 

Recordkeeping 
The Preventive Control Rule would require an owner, operator, or agent in charge of a facility to maintain records 
documenting the following: (1) the written food safety plan, including the written hazard analysis, preventive 
controls, monitoring procedures, corrective action procedures, verification procedures, and recall plan; (2) the 
monitoring of preventive controls; (3) corrective actions; (4) verification, including validation, monitoring, corrective 
actions, calibration of process monitoring and verification instruments, records review, and reanalysis; and (5) 
training for the qualified individual who wrote or oversaw the formation of the facility’s food safety plan. These 
records must be maintained at the plant or facility at which they were prepared for no less than two years. 
Records could be moved to off-site storage after six months following the date that the record was made if such 
records can be retrieved and provided on-site within 24 hours of a request for official review. However, the food 
safety plan would be required to remain on-site.  

The Preventive Control Rule would further require that records be kept as original records, true copies (such as 
photocopies, photographs, scanned copies, etc.), or electronic records (electronic records would be considered to 
be kept on-site if they are accessible from an on-site location). In addition, records would be required to contain 
the actual values and observations obtained during monitoring, as opposed to, for example, simply marking the 
measurements as “satisfactory” or “unsatisfactory.” Moreover, records would be required to be accurate and 
legible, be created concurrently with performance of the activity documented, and be as detailed as necessary to 
provide a history of the work performed. Lastly, the Preventive Control Rule would require that the records include 
the name and location of the plant or facility; the date and time of the activity documented; the signature or initials 
of the person performing the activity; and, where appropriate, the identity of the product and production code, if 
any. 
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