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Proposed Rule under FSMA for Preventive 
Controls for Human Food: Current Good 
Manufacturing Practice and Hazard Analysis 
and Risk-Based Preventive Controls for 
Human Food 
Preventive Standards under the FSMA Main Page1  

 

View the Current Good Manufacturing Practice and Hazard Analysis and Risk-Based Preventive 
Controls for Human Food Proposed Rule2.  

See also: 

 Analysis of Economic Impacts – Current Good Manufacturing Practice and Hazard 
Analysis and Risk-Based Preventive Controls for Human Food (PDF: 1.4MB)3.  

 Draft Qualitative Risk Assessment of Risk of Activity/Food Combinations for Activities 
(Outside the Farm Definition) Conducted in a Facility Co-Located on a Farm (PDF: 
660KB)4 

 External Peer Review of the FDA/CFSAN Draft Qualitative Risk Assessment: Risk of 
Activity/Food Combinations for Activities (Outside the Farm Definition) Conducted in a 
Facility Co-Located on a Farm (PDF: 585KB)5 

 
Summary  

FDA has released for public comment its proposed rule on preventive controls for human food 
that focuses on preventing problems that can cause foodborne illness. The proposed rule on 
standards for the safe production and harvesting of produce is being published at the same time. 
These are two of the proposed rules that are key to the preventive food safety approach 
established by the 2011 FDA Food Safety Modernization Act (FSMA). FDA will soon issue its 
proposed rule on importer foreign supplier verification; future proposed rules will address 
preventive controls for animal food, and accreditation of third-party auditors for imported food. 

The proposed rule on preventive controls applies to many domestic and foreign firms that 
manufacture, process, pack or hold human food. The rule proposes firms have written plans in 
place to identify potential hazards, put in place steps to address them, verify that the steps are 
working, and outline how to correct any problems that arise. FDA would evaluate the plans and 
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continue to inspect facilities to make sure the plans are being implemented properly. FDA is 
proposing that the requirements be effective one year after a final rule is published in the Federal 
Register.  

Recognizing that smaller businesses may need more time to comply with the requirements, FDA 
is proposing to allow two years for small businesses and three years for very small businesses to 
comply.  

Comments on the proposed rule are due 120 days after the rule is published in the Federal 
Register. FDA will hold public meetings to explain the proposal and to provide additional 
opportunity for input.  

Who is Covered? 

The proposed rule on preventive controls for human food would apply to facilities that 
manufacture, process, pack or hold human food. In general, with some exceptions, the new 
preventive control provisions would apply to facilities that are required to register with FDA 
under FDA’s current food facility registration regulations. Activities within the definition of 
"farm" would not be subject to the proposed rule, and the proposed rule would clarify those 
activities.  

Highlights of the Proposed Rule 

The rule proposes each covered facility to prepare and implement a written food safety plan, 
which would include the following: 

 hazard analysis;  
 risk based preventive controls;  
 monitoring procedures;  
 corrective actions; verification; and  
 recordkeeping.  

The proposed hazard analysis and risk-based preventive control requirements are similar to 
Hazard Analysis and Critical Control Points (HACCP) systems, which were pioneered by the 
food industry and are required by FDA for juice and seafood.  

Draft Qualitative Risk Assessment of Risk of Activity/Food Combinations for Activities 
(Outside the Farm Definition) Conducted in a Facility Co-Located on a Farm 

Along with the proposed rule, FDA is announcing the availability of, and requesting comment 
on, a draft qualitative risk assessment, Draft Qualitative Risk Assessment of Risk of Activity/Food 
Combinations for Activities (Outside the Farm Definition) Conducted in a Facility Co-Located 
on a Farm (PDF: 660KB)6, designed to provide a science-based risk analysis of those on-farm 
activity/food combinations that would be considered not reasonably likely to introduce hazards 
that are reasonably likely to cause serious adverse health consequences. Interested persons may 
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submit written comments regarding the draft risk assessment by visiting 
http://www.regulations.gov7.   

The draft risk assessment was submitted to a group of scientific experts external to FDA for peer 
review (see External Peer Review of the FDA/CFSAN Draft Qualitative Risk Assessment: Risk of 
Activity/Food Combinations for Activities (Outside the Farm Definition) Conducted in a Facility 
Co-Located on a Farm (PDF: 585KB)8), and the draft was revised, as appropriate, considering 
the comments of those experts. 

Effective and Compliance Dates and Definitions for Small and Very Small Businesses 

FDA is proposing the following effective and compliance dates for businesses subject to the 
proposed rule. Recognizing that small and very small businesses may need more time to comply 
with the requirements, the compliance dates are adjusted accordingly. 

 Effective Date: 60 days after the final rule is published.  
 Compliance Dates:  

o Small Businesses—a business that employs fewer than 500 persons and that does 
not qualify for an exemption would have to comply two years after publication of 
the final rule.  

o Very Small Businesses—Three options are being proposed for the definition of a 
very small business:less than $250,000, less than $500,000, and less than 
$1,000,000 in total annual sales of food, adjusted for inflation. FDA is seeking 
comment on these options. Very small businesses, which would be considered 
“qualified facilities” and subject to modified requirements for preventive controls, 
would have to comply three years after publication of the final rule.   

o Other Businesses—a business that is not small or very small and does not qualify 
for an exemption would have to comply one year after publication of the final 
rule. 

Extensive Outreach 

FDA has conducted extensive outreach to the produce industry, the consumer community, other 
government agencies and the international community to gain input and perspective on this and 
other proposed rules required by FSMA. Since January 2011, FDA staff has made more than 350 
presentations to industry and consumer groups, farmers, state and local officials, and the research 
community. In addition, FDA has participated in 70 meetings with global regulatory partners and 
industry stakeholders, and toured farms and facilities nationwide. At the invitation of industry, 
FDA has also toured 5 food and feed facilities (large and small). 

That input and perspective helped shape the proposed regulations on standards for produce 
safety, and preventive controls for human food in a way that will help to ensure proposed 
provisions of the rules are practical and flexible, as well as effective. FDA will be holding 
several additional meetings, including regional public meetings, during the comment period to 
explain the proposal and to provide additional opportunity for input. 
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Assistance to Industry 

FDA will publish a guidance document that provides the requirements in plain language to help 
businesses, particularly small businesses, comply with the hazard analysis and preventive 
controls requirements. In addition, FDA is working with stakeholders in three public-private 
partnerships known as alliances to develop a core training curriculum and to disseminate 
information on hazards and controls to help industry, particularly small and mid-sized 
businesses, comply with the new requirements. 

Rulemaking Process and Submitting Comments 

The public is encouraged to review and submit comments to the proposed rules. The proposed 
rule, “Current Good Manufacturing Practice and Hazard Analysis and Risk-Based Preventive 
Controls for Human Food,” is published in the Federal Register and filed in FDA’s official 
docket on http://www.regulations.gov9.   

FDA will review comments on the proposed rule and consider revising the rule, before issuing a 
final rule. Comments are due 120 days after the rule is published in the Federal Register. 

Exemptions and Modified Requirements for Preventive Controls for Human Food* 

Type of facility or operation Proposed Rule 

Certain low-risk manufacturing/processing activities, 
packing or holding activities that are conducted by small or 
very small businesses on farms for specific foods. 
Examples including making jams and jellies and 
manufacturing honey and maple syrup. 

Exempt 

Foods subject to the low-acid canned food (LACF) 
regulation. The exemption for facilities producing low-acid 
canned food applies only to those microbiological hazards 
addressed by LACF regulation. 

Exempt 

Foods subject to HACCP regulations (seafood and juice) Exempt 

Dietary supplements Exempt 

Alcoholic beverages at certain alcohol-related facilities, 
and certain prepackaged food sold in limited quantities 
along with alcoholic beverages at the same facilities. 

Exempt 

A facility that has food sales averaging less than $500,000 
per year during the last three years. In addition, sales to 
qualified end users must exceed sales to others. A qualified 
end-user is either a consumer (in any location), or a 
restaurant or retail food establishment purchasing the food 
for sale directly to consumers that is located in the same 
State or not more than 275 miles away 

Modified Preventive Control 
Requirements Apply: 

Facility must certify that it is a 
“qualified facility” and that it is 
implementing and monitoring 
preventive controls or complying 
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with applicable non-Federal food 
safety law (which triggers a 
labeling requirement). Also must 
maintain records to support 
certifications. 

A very small business. Three options are being proposed to 
define a very small business:   less than $250,000, less than 
$500,000, and less than $1,000,000 in total annual sales of 
food, adjusted for inflation.  

Modified Preventive Control 
Requirements Apply: 

Facility must certify that it is a 
“qualified facility” and that it is 
implementing and monitoring 
preventive controls or complying 
with applicable non-Federal food 
safety law (which triggers a 
labeling requirement). Also must 
maintain records to support 
certifications.  

Activities within the definition of “farm” Exempt 

Facilities, such as warehouses, that only store packaged 
foods that are not exposed to the environment 

  

 Packaged food for which refrigeration is not 
required for safety 

  

  

If refrigeration is not required for 
safety, the facility is exempt 

Facilities, such as warehouses, that only store packaged 
foods that are not exposed to the environment 

 Packaged food for which refrigeration is required 
for safety 

If refrigeration is required for 
safety, modified preventive 
control requirements apply: 
Requirements concerning 
temperature controls, including 
monitoring, verification and 
records. 

Facilities such as grain elevators that store only raw 
agricultural commodities (other than fruits and vegetables) 
intended for further distribution or processing 

Exempt 

Facilities, such as warehouses, that store raw agricultural 
commodities (other than fruits and vegetables) intended for 
further distribution or processing. 

Exempt 
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* This table does not contain all of the information necessary to determine the proposed 
requirements for compliance in a particular circumstance. Consult the proposed rule for specific 
requirements 

  

  

  

-  
-  
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FDA has released for public comment its proposed rule on preventive controls for human food 
that focuses on preventing problems that can cause foodborne illness. The proposed rule on 
standards for the safe production and harvesting of produce is being published at the same time. 
These are two of the proposed rules that are key to the preventive food safety approach 
established by the 2011 FDA Food Safety Modernization Act (FSMA). FDA will soon issue its 
proposed rule on importer foreign supplier verification; future proposed rules will address 
preventive controls for animal food, and accreditation of third-party auditors for imported food. 

The proposed rule on preventive controls applies to many domestic and foreign firms that 
manufacture, process, pack or hold human food. The rule proposes firms have written plans in 
place to identify potential hazards, put in place steps to address them, verify that the steps are 
working, and outline how to correct any problems that arise. FDA would evaluate the plans and 
continue to inspect facilities to make sure the plans are being implemented properly. FDA is 
proposing that the requirements be effective one year after a final rule is published in the Federal 
Register.  

Recognizing that smaller businesses may need more time to comply with the requirements, FDA 
is proposing to allow two years for small businesses and three years for very small businesses to 
comply.  

Comments on the proposed rule are due 120 days after the rule is published in the Federal 
Register. FDA will hold public meetings to explain the proposal and to provide additional 
opportunity for input.  

Who is Covered? 

The proposed rule on preventive controls for human food would apply to facilities that 
manufacture, process, pack or hold human food. In general, with some exceptions, the new 
preventive control provisions would apply to facilities that are required to register with FDA 
under FDA’s current food facility registration regulations. Activities within the definition of 
"farm" would not be subject to the proposed rule, and the proposed rule would clarify those 
activities.  

Highlights of the Proposed Rule 

The rule proposes each covered facility to prepare and implement a written food safety plan, 
which would include the following: 

 hazard analysis;  
 risk based preventive controls;  
 monitoring procedures;  
 corrective actions; verification; and  
 recordkeeping.  



Page 8 of 11 
 

The proposed hazard analysis and risk-based preventive control requirements are similar to 
Hazard Analysis and Critical Control Points (HACCP) systems, which were pioneered by the 
food industry and are required by FDA for juice and seafood.  

Draft Qualitative Risk Assessment of Risk of Activity/Food Combinations for Activities 
(Outside the Farm Definition) Conducted in a Facility Co-Located on a Farm 

Along with the proposed rule, FDA is announcing the availability of, and requesting comment 
on, a draft qualitative risk assessment, Draft Qualitative Risk Assessment of Risk of Activity/Food 
Combinations for Activities (Outside the Farm Definition) Conducted in a Facility Co-Located 
on a Farm (PDF: 660KB)6, designed to provide a science-based risk analysis of those on-farm 
activity/food combinations that would be considered not reasonably likely to introduce hazards 
that are reasonably likely to cause serious adverse health consequences. Interested persons may 
submit written comments regarding the draft risk assessment by visiting 
http://www.regulations.gov7.   

The draft risk assessment was submitted to a group of scientific experts external to FDA for peer 
review (see External Peer Review of the FDA/CFSAN Draft Qualitative Risk Assessment: Risk of 
Activity/Food Combinations for Activities (Outside the Farm Definition) Conducted in a Facility 
Co-Located on a Farm (PDF: 585KB)8), and the draft was revised, as appropriate, considering 
the comments of those experts. 

Effective and Compliance Dates and Definitions for Small and Very Small Businesses 

FDA is proposing the following effective and compliance dates for businesses subject to the 
proposed rule. Recognizing that small and very small businesses may need more time to comply 
with the requirements, the compliance dates are adjusted accordingly. 

 Effective Date: 60 days after the final rule is published.  
 Compliance Dates:  

o Small Businesses—a business that employs fewer than 500 persons and that does 
not qualify for an exemption would have to comply two years after publication of 
the final rule.  

o Very Small Businesses—Three options are being proposed for the definition of a 
very small business:less than $250,000, less than $500,000, and less than 
$1,000,000 in total annual sales of food, adjusted for inflation. FDA is seeking 
comment on these options. Very small businesses, which would be considered 
“qualified facilities” and subject to modified requirements for preventive controls, 
would have to comply three years after publication of the final rule.   

o Other Businesses—a business that is not small or very small and does not qualify 
for an exemption would have to comply one year after publication of the final 
rule. 

Extensive Outreach 
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FDA has conducted extensive outreach to the produce industry, the consumer community, other 
government agencies and the international community to gain input and perspective on this and 
other proposed rules required by FSMA. Since January 2011, FDA staff has made more than 350 
presentations to industry and consumer groups, farmers, state and local officials, and the research 
community. In addition, FDA has participated in 70 meetings with global regulatory partners and 
industry stakeholders, and toured farms and facilities nationwide. At the invitation of industry, 
FDA has also toured 5 food and feed facilities (large and small). 

That input and perspective helped shape the proposed regulations on standards for produce 
safety, and preventive controls for human food in a way that will help to ensure proposed 
provisions of the rules are practical and flexible, as well as effective. FDA will be holding 
several additional meetings, including regional public meetings, during the comment period to 
explain the proposal and to provide additional opportunity for input. 

Assistance to Industry 

FDA will publish a guidance document that provides the requirements in plain language to help 
businesses, particularly small businesses, comply with the hazard analysis and preventive 
controls requirements. In addition, FDA is working with stakeholders in three public-private 
partnerships known as alliances to develop a core training curriculum and to disseminate 
information on hazards and controls to help industry, particularly small and mid-sized 
businesses, comply with the new requirements. 

Rulemaking Process and Submitting Comments 

The public is encouraged to review and submit comments to the proposed rules. The proposed 
rule, “Current Good Manufacturing Practice and Hazard Analysis and Risk-Based Preventive 
Controls for Human Food,” is published in the Federal Register and filed in FDA’s official 
docket on http://www.regulations.gov9.   

FDA will review comments on the proposed rule and consider revising the rule, before issuing a 
final rule. Comments are due 120 days after the rule is published in the Federal Register. 

Exemptions and Modified Requirements for Preventive Controls for Human Food* 

Type of facility or operation Proposed Rule 

Certain low-risk manufacturing/processing activities, 
packing or holding activities that are conducted by small or 
very small businesses on farms for specific foods. 
Examples including making jams and jellies and 
manufacturing honey and maple syrup. 

Exempt 

Foods subject to the low-acid canned food (LACF) 
regulation. The exemption for facilities producing low-acid 
canned food applies only to those microbiological hazards 
addressed by LACF regulation. 

Exempt 
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Foods subject to HACCP regulations (seafood and juice) Exempt 

Dietary supplements Exempt 

Alcoholic beverages at certain alcohol-related facilities, 
and certain prepackaged food sold in limited quantities 
along with alcoholic beverages at the same facilities. 

Exempt 

A facility that has food sales averaging less than $500,000 
per year during the last three years. In addition, sales to 
qualified end users must exceed sales to others. A qualified 
end-user is either a consumer (in any location), or a 
restaurant or retail food establishment purchasing the food 
for sale directly to consumers that is located in the same 
State or not more than 275 miles away 

Modified Preventive Control 
Requirements Apply: 

Facility must certify that it is a 
“qualified facility” and that it is 
implementing and monitoring 
preventive controls or complying 
with applicable non-Federal food 
safety law (which triggers a 
labeling requirement). Also must 
maintain records to support 
certifications. 

A very small business. Three options are being proposed to 
define a very small business:   less than $250,000, less than 
$500,000, and less than $1,000,000 in total annual sales of 
food, adjusted for inflation.  

Modified Preventive Control 
Requirements Apply: 

Facility must certify that it is a 
“qualified facility” and that it is 
implementing and monitoring 
preventive controls or complying 
with applicable non-Federal food 
safety law (which triggers a 
labeling requirement). Also must 
maintain records to support 
certifications.  

Activities within the definition of “farm” Exempt 

Facilities, such as warehouses, that only store packaged 
foods that are not exposed to the environment 

  

 Packaged food for which refrigeration is not 
required for safety 

  

  

If refrigeration is not required for 
safety, the facility is exempt 

Facilities, such as warehouses, that only store packaged 
If refrigeration is required for 
safety, modified preventive 
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foods that are not exposed to the environment 

 Packaged food for which refrigeration is required 
for safety 

control requirements apply: 
Requirements concerning 
temperature controls, including 
monitoring, verification and 
records. 

Facilities such as grain elevators that store only raw 
agricultural commodities (other than fruits and vegetables) 
intended for further distribution or processing 

Exempt 

Facilities, such as warehouses, that store raw agricultural 
commodities (other than fruits and vegetables) intended for 
further distribution or processing. 

Exempt 

* This table does not contain all of the information necessary to determine the proposed 
requirements for compliance in a particular circumstance. Consult the proposed rule for specific 
requirements 
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