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Overview
• The Fish and Fishery Products Hazards and Controls 

Guidance document
• 4th Edition Updates
• Purpose of the Fish and Fishery Products Hazards and 

controls Guidance
• Future Publications
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Fish and Fishery Products 
Hazards and Controls Guidance

• First published through the Federal Register – February 1997

• Created as adjunct to the 21 CFR Part 123

• Fourth Edition was published in April 2011

• Living document as of August 2019
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The Guide IS:
• A compendium of controls and practices 

that serve as recommendations and 
guidance for the fish and fishery 
products industry to identify hazards and 
develop a HACCP plan based on 
individual practices and processes

• Information provided by FDA is based on 
ORDINARY circumstances of seafood 
practices and processes. 
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The Guide Is NOT:
• The Guide is not a binding set of requirements:

• Processors may choose to use other control measures, as long as the 
measures provide an equivalent degree of assurance that the product will be 
safe. 

• The Guide is not a substitute for the performance of a hazard analysis
• The Guide does not cover every situation 
• The Guide does not restrict flexibility with the development of hazard 

controls. 
• The Guide is NOT all inclusive. 
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The Guide 4th Ed August 2019
• The Guide Name 
• Table of Contents 
• The Guidance to Industry 
• Appearance of tables 
• Chapter 3: Potential Species-Related and Process-Related Hazards 
• Chapter 6: Natural Toxins
• Chapter 19: Undeclared Major Food Allergens and Food Intolerance 

Substances 
• Appendix 5 – FDA and EPA Safety Levels in Regulations and 

Guidance 
• NEW Appendix 9 – Allergen Cleaning and Sanitation
• NEW Appendix 10 – Allergen Cross-Contact Prevention
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Guidance to Industry
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Table Appearances
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Appendix 5: FDA and EPA Safety Levels 
in Regulations and Guidance 
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The Guide 4th Ed March 2020

• The Guide Name
• The Guidance to Industry
• Table of Contents
• Appendix 5: FDA and EPA Safety Levels in Regulations 

and Guidance 
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The Guide 4th Ed June 2021

• The Guide Name
• The Guidance to Industry
• Table of Contents
• Chapter 3: Potential Species-Related and Process-Related 

Hazards
• Chapter 11: Aquaculture Drugs
• NEW Appendix 11: Approved Drugs
• NEW Appendix 12: Unapproved Drugs
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The Guide 4th Ed June 2021 (cont.)

• Appendix 1: Forms
• Appendix 2: Sample Product Flow Diagram
• Appendix 3: Critical Control Point Decision Tree
• Appendix 8: Procedures for Safe and Sanitary Processing and 

Importing of Fish and Fishery Products
• NEW Addendum 1: Fish and Fishery Products (21 CFR 123) and 

Control of Communicable Diseases (21 CFR 1240.60)
• NEW Addendum 2: current Good Manufacturing Practices 

(cGMP)
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Future Publications

• We consider The Guide a living document moving forward

• Updates will be published as they are prepared

• The Guide has been published as a peer reviewed document. That 
will continue. 

• Federal Register Notification

• List Serve Notification 
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Edits Post Publication

• Edits Post Publication

• Reposting after editing

• Announcement of corrected Chapters/Appendixes
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FDA Seafood Information

• Website
– www.fda.gov/seafood

• Subscribe to Seafood Safety Updates
– www.fda.gov/seafood

• Seafood Mailbox 
– SeafoodHACCP@fda.gov

http://www.fda.gov/seafood
http://www.fda.gov/seafood
mailto:SeafoodHACCP@fda.gov
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THANK YOU
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