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Current good manufacturing 
practice, hazard analysis and 

risk-based preventive controls 
for human food

Reviewing the preventive controls 
standard (21 CFR 117)



Food Safety Modernization Act (FSMA)

Guaranteeing safety and 
protecting public health



Current good manufacturing practice, hazard analysis and risk-based 
preventive controls for human food

Establish preventive controls 
if any

This standard requires that production or 
processing facilities have a written safety 

plan that includes a hazard analysis.



21 CFR Part 117 – Current Good Manufacturing Practice, Hazard 
Analysis, and Risk-Based Preventive Controls for Human Food

• Subpart A – General Provisions

• Subpart B - Current Good Manufacturing Practice

• Subpart C – Hazard Analysis and Risk-Based Preventive Controls

• Subpart D – Modified Requirements

• Subpart E – Withdrawal of a Qualified Facility Exemption

• Subpart F – Requirements Appying to Records that Must Be Established and 
Maintained

• Subpart G – Supply-Chain Program



TO WHOM DO THE REQUIREMENTS OF 
PREVENTIVE CONTROLS FOR HUMAN 
FOOD APPLY?

• The requirements apply to you if you manufacture, process, 
pack, or hold food for human consumption in the United 
States, whether your facilities are domestic or foreign. The 
requirements apply to you if you are required to register 
with the FDA under section 415 of the Federal Food, Drug, 
and Cosmetic (FD&C) Act.

• Entities defined as “FARMS”, retail food establishments and 
restaurants are some of the entities that are not subject to 
preventive control requirements because they are not 
required to register.

Subpart A

General Provisions 



Preventive Controls for Human 
Food (PCHF) Standard

• Hazard analysis and risk-based preventive controls.

• Current Good Manufacturing Practice (21CFR-110 changed 
to 21CFR-117)

• The standard, which went into effect in September 2015 , 
requires food facilities to have a food safety plan 
that includes a hazard analysis and risk-based 
preventive controls to minimize or prevent identified 
hazards.



Compliance Dates for Facilities

Small businesses (a business with fewer 
than 500 full-time equivalent 

employees): two years – (September 
18, 2017)

Very small businesses (less 
than $1 million in food sales 

per year): three years (except 
certain registrations) -
(September 17, 2018)

All Other Businesses (aka Large 
Businesses): One Year -
(September 19, 2016)

As of today, all covered businesses should be in compliance



Exemptions and Modified Requirements for the PCHF

Qualified facilities (very small companies)

Foods subject to low-acid canned food regulations (microbiological 
hazard only) (21 CFR 113)

Foods already subject to HACCP programs (juices 21 CFR 120 or 
shellfish 21 CFR 123)

Dietary Supplements – 21 CFR 111

Alcoholic beverages



PCHF Key Requirements for Businesses

Businesses that manufacture, process, pack or hold food 
must draft a Food Safety Plan that describes :

• Risk analysis

• Preventive controls

• Follow-up/monitoring procedures

• Corrective action procedures

• Verification procedures

• Supply Chain Program

• Recall plan



PCHF Key Business Requirements

Required

• Risk analysis

• Preventive controls (4 types)

• Follow-up/monitoring 
procedures

• Corrective action procedures

• Verification procedures

• Supply Chain Program

• Recall plan

Convenient

• Review of facility and Food Safety 
equipment

• Product description

• Process flowchart

• Process description

• Diagram of the facility



Consider hazards:

• Physical
• Chemical
• Biological
• Radiological

Hazard 
analysis

Preventive 
controls: (CCP, 

allergens, 
sanitation, 

supplier, etc.)

Parameters 
and values

Monitoring

Corrective 
measures or 
corrections

Verification and 
records



PCHF Key Business Requirements

4 Types of preventive controls

• Preventive Allergen Controls

• Preventive Process Controls

• Preventive Sanitation 
Controls

• Preventive Supply Chain 
Controls

Cross contact

Critical control points (CCP)

Cross contamination

Supplier controls hazard



Examples of questions for hazard analysis

1. Information on the description of the product, method of consumption and 
distribution.

2. Plant experience on hazards and their probability of occurrence associated with 
finished products, including:

• Analysis of the finished product
• Consumer complaints

3. Experiences of plant personnel about the conditions, functioning and design of the 
plant.

4. Raw materials and ingredients used in the product:

5. Hazards such as allergens or pathogens known to be associated with specific types of 
foods that may be introduced during the formulation or manufacturing of the product



Examples of questions for hazard analysis

Activities in each step of the manufacturing process:

1. Some processes introduce hazards:
• Metal to metal
• Glass containers
• Inadequate cooling allowing pathogen growth

2. Equipment used to manufacture the product is more difficult to clean than others or is 
more fragile

3. Types of packaging or packaging materials:
For example: Packaging with reduced oxygen can create environments that support the growth of 
Clostridium botulinum (C. botulinum) or migration of chemical substances through the packaging to the 
food.



Examples of some questions for hazard analysis

1. Sanitary practices:
• Inside the plant:

• Cleaning of equipment and environment
• Staff hygiene
• Hard-to-clean equipment can harbor pathogens
• Allergen cross contact

2. External information:
• Scientific Publications
• Using multiple allergens in different products increases the possibility of epidemiological studies 

(past safety outbreaks associated with ingredients or processes relevant to the product)
• Government or industry information
• Safety guide documents
• Historical data on similar products



What 's New in a Food Safety Plan? 

Element HACCP plan Added to the food safety plan

Hazard Analysis Biological, chemical, 
physical

Chemical hazards must include radiological hazards; consider 
economically motivated hazards.

Preventive controls CCP for processes Process CCP + controls at other points that are not CCP

Parameters and values Critical limits Parameters and minimum/maximum values (= critical limits for process 
controls)

Monitoring Required for CCPs Required as applicable for other preventive controls

Corrective measures or 
corrections

Corrective measures Corrective measures or corrections, as required by each case

Verification For process controls As applicable for all preventive controls. Verification of suppliers is 
required when the supplier controls a hazard.

Records For process controls As applicable for all preventive controls

Market recall plan Not required in the plan A hazard is identified that requires preventive controls



PCHF Key 
Requirements 

– for Staff

• Management must 
ensure that all 
employees who 
manufacture, process, 
pack or hold food are 
qualified to perform 
assigned tasks.



PCHF Key 
Requirements 

– for Staff

• Such employees must 
have the necessary 
combination of 
education, training 
and/or experience to 
manufacture, process, 
pack or hold clean and 
safe food. Individuals 
must be trained in the 
principles of hygiene and 
food safety, including 
the importance of 
employee health and 
hygiene as appropriate 
for the food, facility, and 
tasks assigned to the 
individual.



PCHF Key 
Requirements 

– for Staff

• Records that document 
training required in the 
principles of hygiene 
and safety must be 
established and 
maintained (21 CFR 
117.4(d). 



Qualified Facilities

Companies that earn on average less than $1 million per year 
in food sales plus the value of unsold manufactured, 
processed, packed, or held human food.

▪ These qualified facilities are exempt from hazard 
analysis/preventive control requirements.

▪ Qualified facilities still have the following requirements:

• They are subject to the cGMP of 21 CFR 117 (Subpart B)

• They are required to produce safe food.



Food production, 
processing, 
packing,

Federal Food, Drug, and Cosmetic Act includes the following provision in Section
402(a)(4): a food is adulterated “if it has been prepared, packed, or held under
insanitary conditions whereby it may have become contaminated with filth, or
whereby it may have been rendered injurious to health.” [21 United States Code §
342. Adulterated food.]

storage and 
transportation



https://datadashboard.fda.gov/ora/index.htm

What has happened so far in the 
inspections carried out by FDA?



https://datadashboard.fda.gov/ora/index.htm



FDA Dashboards - Inspections

https://datadashboard.fda.gov/ora/cd/inspections.htm


https://datadashboard.fda.gov/ora/index.htm

40.3% - 21 CFR 117
31.0% - 21 CFR 1.502
20.8% - 21 CFR 123

14%



https://datadashboard.fda.gov/ora/index.htm

13597
observations related to 21 

CFR 117



9142 - 67%

3525 - 26%

121 - 0.9%

328 - 2.4%

• Subpart A – General Provisions

• Subpart B - Current Good Manufacturing Practice

• Subpart C – Hazard Analysis and Risk-Based Preventive Controls

• Subpart D – Modified Requirements

• Subpart E – Withdrawal of a Qualified Facility Exemption

• Subpart F – Requirements Appying to Records that Must Be Established and 
Maintained

• Subpart G – Supply-Chain Program - Subpart B

- Subpart C

- Subpart F

- Subpart G



Guidance to 
industry

FOOD SAFETY PREVENTIVE CONTROLS ALLIANCE

• The Food Safety Preventive Controls Alliance (FSPCA) is a broad-based 
public-private alliance of industry, academia, and government 
stakeholders whose mission is to support safe food production by 
developing a plan of basic studies, training and extension programs at 
the national level to help companies produce human and animal foods 
in compliance with preventive controls regulations. 



Industry 
Assistance

FSPCA course Course dates Method of delivery

Lead Instructor course 
on preventive controls 
for animal foods

June 24-28 Virtual

Combined intentional 
adulteration 
vulnerability 
assessment course 
(IAVA)

For participants: 
August 6-7
For Lead instructors: 
August 13-14 

Virtual

FSPCA Foreign Supplier 
Verification Program 
(FSVP) Lead Instructor 
Course

September 9-13 Virtual

FSPCA Preventive 
Controls for Human 
food – Lead Instructor 
Course version 2.0

October 7-11 Virtual



SUPPLEMENTAL SLIDES ON THE REQUIREMENTS FOR 
ADDITIONAL TRACEABILITY RECORDS FOR CERTAIN FOODS (21 

CFR PART 1 Subpart S)

These slides summarize selected points that may be important to manufacturers of foods subject to 
the Preventive Controls for Human Food (PCHF) rule.
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• Final rule published: November 21, 2022

• Effective date: January 20, 2023

• Compliance date: January 20, 2026

FSMA Food Traceability Rule
(21 CFR Part 1 Subpart S)
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• Persons who manufacture, process, pack or hold foods on the Food 
Traceability List (FTL).

• Covers the entire food supply chain.

• Includes both foreign and domestic facilities (in the United States).

• Full or partial exemptions may apply.

Who must comply with the Food Traceability Rule?
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• Certain small producers, for example, produce farms exempt from FSMA 
regulations.

• Foods that receive certain types of processing.

• Foods subject to a “kill” step, provided that certain records are kept.

• A complete list of exemptions can be found at: § 1.1305 What foods and persons 
are exempt from this subpart?

• A tool to identify exemptions can be found at 
https://collaboration.fda.gov/tefcv13/ *

Exemptions
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Components of the rule/key concepts

Food traceability list
• FDA used a hazard classification model to help identify foods subject to 
enhanced recordkeeping requirements.

Critical Tracking Event (CTE)
• Key points/steps along the supply chain where it is most important to 
collect traceability information.

Key Data Elements (KDE)
• Data/information required for each CTE.

https://www.fda.gov/
media/163132/downl
oad
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Standard components/key concepts

Traceability Plan (TP)
• Description of how and where you keep records, how you identify food in 
the FTL, how you assign traceability lot codes, and contact information for 
questions about your plan (and farm map for most producers).

Additional requirements
• Records must be provided to FDA within a 24-hour period (or within a 
reasonable timeframe accepted by the FDA) when requested.
• During an outbreak, FDA may request that records be provided in a sortable 
electronic spreadsheet.
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Relevant Food Traceability List for Preventive 
Controls for Human Food (1)

• Cheese (made from pasteurized milk), fresh soft or soft unripened

Includes soft unripened/fresh soft cheeses. Examples include, but are not limited 

to, cottage, chevre, cream cheese, mascarpone, ricotta, queso blanco, queso 

fresco, queso de crema, and queso de puna. Does not include cheeses that are 

frozen or previously frozen, shelf stable at ambient temperature, or aseptically 

processed and packaged

• Cheese (made from pasteurized milk), soft ripened or semi-soft .
Includes soft ripened/semi-soft cheeses. Examples include, but are not limited 

to, brie, camembert, feta, mozzarella, taleggio, blue, brick, fontina, monterey 

jack, and muenster. Does not include cheeses that are frozen or previously 

frozen, shelf stable at ambient temperature, or aseptically processed and 
packaged.
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Relevant Food Traceability List for Preventive 
Controls for Human Food (2)

• Cheese (made from unpasteurized milk), other than hard cheese.
Includes all cheeses made with unpasteurized milk, other than hard cheeses. 

Does not include cheeses that are frozen or previously frozen, shelf stable at 
ambient temperature, or aseptically processed and packaged.
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Relevant Food Traceability List for Preventive 
Controls for Human Food (3)

• Nut and peanut butters

Includes all types of tree nut and peanut butters. Includes all forms of nut butters, 

including shelf stable, refrigerated, frozen, and previously frozen products. 

Examples include, but are not limited to, almond, cashew, chestnut, coconut, 

hazelnut, peanut, pistachio, and walnut butters. Does not include soy or seed 
butters.
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Relevant Food Traceability List for Preventive 
Controls for Human Food (4)

• Leafy greens (fresh-cut)
▪ Includes all types of fresh-cut leafy greens, including single and mixed 

greens.
• Vegetables other than leafy greens (fresh-cut)

▪ Includes all types of fresh-cut vegetables other than leafy greens. 

- Vegetables listed in § 112.2(a)(1) are exempt from the requirements of the rule 

under § 1.1305(e).
• Fruits (fresh-cut)
▪ Includes all types of fresh-cut fruits. 

- Fruits listed in § 112.2(a)(1) are exempt from the requirements of the rule under §
1.1305(e).
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Relevant Food Traceability List for Preventive 
Controls for Human Food (5)

• Ready-to-eat deli salads (refrigerated)

▪ Includes all types of refrigerated ready-to-eat deli salads, including ready-to-eat 

deli salads that are frozen at some point in the supply chain prior to retail.

-Examples include, but are not limited to, egg salad, potato salad, pasta salad, and 

seafood salad. 
-Does not include meat salads.
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Example* – Supply Chain, cheese

*Example credits - Slides: https://www.fda.gov/media/163056/download
* Example Credits - Transcript: https://www.fda.gov/media/164486/download?attachmen



Resources 
available for 
the industry

Preventive Controls for 
Human Food



Guidance to 
industry • FOOD SAFETY PLAN BUILDER

The Food Safety Plan Builder (FSPB) is a free software 
application, developed by the FDA, that companies can 
download from the FDA website to guide them, step by 
step, through creating a food safety plan, as required by 
FSMA.

https://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm539791.htm


Guidance to 
Industry: 
guidance 

documents

▪ Hazard Analysis and Risk-Based Preventive Controls for 
Human Food *

▪ Environmental sampling

▪ Food allergen controls

▪ Process control validation

▪ Supply Chain Program

▪ Small Entity Compliance Guide

▪ Classification of activities as harvesting, packing, holding or 
manufacturing/processing for farms and facilities

▪ Describing a hazard that needs control in documents 
accompanying the food, as required by Four rules 
implementing FSMA

▪ Control of Listeria monocytogenes in ready-to-eat foods -
Draft guidance for industry

All FSMA standards and guidance for the industry:

https://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm253
380.htm

https://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/ucm517412.htm
https://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/ucm525201.htm
https://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/ucm517567.htm
https://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/ucm524553.htm
https://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/ucm073110.htm


Guidance to 
industry

• TECHNICAL ASSISTANCE NETWORK

• The Technical Assistance Network (TAN) is a central source of 
information for questions related to FSMA rules, programs, and 
implementation strategies 
https://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm459719.h
tm

• FSMA TAN Common Questions

https://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm459719.htm
https://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm459719.htm
https://www.fda.gov/downloads/Food/GuidanceRegulation/FSMA/UCM551983.pdf


Resources 
available for 
the industry

Final Traceability 
Rule 



Final Traceability 
Rule 

FSMA Final Rule: Requirements for Additional Traceability Records 
for Certain Foods:
https://www.fda.gov/food/food-safety-modernization act-fsma / 
fsma -final-standard -requirements-for-additional-traceability-
records-for-certain

• FDA Food Traceability List: https://www.fda.gov/food/food-safety-
modernization act-fsma / food-traceability-list

• Webinars on FDA food traceability (in English): 
https://www.fda.gov/food/workshops meetings- webinars - food -
and- dietary supplements / webinar - food - traceability -final-rule 
12072022

• Webinars on food traceability given by IICA in collaboration with 
FDA

Produce Safety Rule: Regulation and Good Agricultural Practices | 
Inter-American Institute for Cooperation on Agriculture (iica.int)

https://iica.int/es/prensa/eventos/produce-safety-rule-regulacion-y-buenas-practicas-agricolas


Final Traceability 
Rule 

• Low-or no-cost food traceability challenge (in English):
https://www.fda.gov/food/new-era smarter-food-
safety/meet-winners- fdas -low-or-no-cost-food 
traceability-challenge

• FDA Frequently Asked Questions (FAQs): 
https://www.fda.gov/food/food-safety-modernization-act 
fsma / frequently asked questions about fsma - final-rule 
requirements -for- traceability -records 

• Small entity compliance guide (in English): 
https://www.fda.gov/regulatory-information/search-fda 
guidance-documents/small-entity-compliance-guide 
requirements-additional-traceability-records-certain-
foods what-you

FDA Exemptions and 
Exclusions Tool: 
https://collaboration.fda.gov/
tefcv13



Noemí Zúñiga Thimeos

Animal Health and Food Safety
Senior consultant IICA

Noemi.Zuniga@iica.int

Thank you for your 
attention!!


