
 
Foundational Rule 

Key Requirements and/or Elements Applicable to Food Facilities, Growers, 
Suppliers, Importers, Consignees, Carriers, and/or 

Accreditation/Certification Bodies  

Compliance 
Deadlines 

Preventative 
Controls for 
Human Food 

cGMP standards (now explicitly applicable to foods posing allergen cross-
contact issue) 
Food Safety System with written Food Safety Plan: 

A. Hazard Analysis (biological, chemical, physical) 
B. Risk-based Preventative Controls (if hazard): 
- Take corrective action to minimize/prevent threat 
- Monitor/verify (possible product testing and environmental monitoring) 
- Supply chain program for raw materials and ingredients 
- Recall plan and record keeping 

General: 
9/19/16 

 
Small Business: 

9/18/17 
 

Very Small Business: 
9/17/18 

 
Caveats* 

Preventative 
Controls for 
Animal Food 

cGMP standards 
Food Safety System with written Food Safety Plan:  

A. Hazard Analysis (biological, chemical, physical) 
B. Risk-based Preventative Controls (if hazard): 
- Corrective action to minimize/prevent threat 
- Monitor/verify (possible product testing and environmental monitoring) 
- Supply chain program for raw materials and ingredients 
- Recall plan and record keeping 

General: 
9/19/16 (CGMP); 

9/18/17 
(PCAF) 

 
Small Business: 

9/18/17 (CGMP); 
9/17/18 
(PCAF) 

 
Very Small Business: 

9/17/18 
(GCMP) 
9/17/19 
(PCAF) 

 
Caveats* 

Standards for 
Produce Safety 

Criteria for evaluating the microbial quality of water used for work 
tools/surfaces and food 

- Corrective action if contamination detected 
Criteria for applying untreated biological soil amendments (manure) 
Standards for treatment of soil amendments (composting) 
Measures designed to reduce sprout contamination 

- Corrective action if contamination detected 
Measures designed to manage grazing animals in such a way as to reduce 
the inadvertent contamination of growing areas 
Measures deigned to combat the risk of contamination pursuant to the 
provision of health and hygiene training to farm workers 
Measures deigned to avoid the inadvertent contamination of equipment, 
tools, and buildings 

General: 
1/26/18 

 
Small Business: 

1/26/19 
 

Very Small Business: 
1/26/20 

 
Caveats** 

Foreign Supplier 
Verification 

(“FSVP”) Programs 

Verification that foreign suppliers produce food in a manner that provides 
the same level of public health protection as the preventative control or 
produce safety regulations,  
Ensure imported food is neither adulterated nor misbranded with respect to 
allergen labeling 
Written procedures to ensure imported food comes only from previously 
approved suppliers  
Verify, for each covered foreign supplier and imported food, the absence of 
biological, chemical, and/or physical hazards 

- If present, develop/implement control and/or take corrective action 

5/30/17 
 

Caveats *** 

Accredited Third 
Party Certification 

(“3CAP”) 

Voluntary program for the ISO/IEC-based accreditation of third party 
certification bodies (i.e., auditors) to conduct food safety audits and issue 
certifications of foreign facilities and the human/animal foods produced 
therein. Two types: 

A. FDA Recognized Accreditation Bodies (governmental or private sector) 
B. Third Party Certification Bodies (governmental or private sector) 
- Perform consultative or regulatory audits 
- Can be used by importers to establish eligibility for VQIP 

Model Accreditation Standards 
User fees for accreditation bodies 

N/A 
 

Caveats **** 

Sanitary 
Transportation of 

Food 

Rules, standards, inspections, and record keeping requirements  to 
safeguard against contamination during motor or rail transportation both in 
the U.S. and abroad, 
 Vesting of primary responsibility for compliance with shipper, unless 
otherwise agreed 

General: 
4/6/17 

 
Small Business: 

4/6/18 
 

Very Small Business: 
N/A 

Mitigation 
Strategies to 
Protect Food 

Against Intentional 
Adulteration 

Preparation and implementation of food defense plan by domestic and 
foreign companies required to register with FDA as food facilities under the 
Federal food, drug, and cosmetic (FD&C) Act, with an eye to preventing 
intentional adulteration of food intended to harm public health (including 
acts of terrorism) 

A. Vulnerability assessment of all process steps for each food 
B. Mitigation strategies applicable to all process steps and for each food 
- Corrective action, if failure 
- Training and recordkeeping 

General: 
7/26/19 

 
Small Business: 

7/26/20 
 

Very Small Business: 
7/26/21 
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