
Introduction to FSMA 204 
Traceability Rule

Background, Compliance, Food Traceability List, Definitions, and Exemptions

Michael Ciaramella, MSc; PhD
Seafood Safety and Technology Specialist

New York Sea Grant
mc2544@cornell.edu



Introduction
The FDA final rule on Requirements for 
Additional Traceability Records for Certain 
Foods 
• establishes traceability recordkeeping 

requirements
• for persons who manufacture, process, 

pack, or hold foods included on the Food 
Traceability List (FTL).

https://protect.checkpoint.com/v2/___https://www.federalregister.gov/documents/2022/11/21/2022-24417/requirements-for-additional-traceability-records-for-certain-foods%23sectno-citation-1.1315___.YzJ1OnN0b255YnJvb2s6YzpnOjE1YTk1MmUwZDU0Y2U4ZjcxMmFhMDQ4ZWNlM2ZiNjdjOjY6OTdmYzo0NWM5N2Y5YzVlMjdmMTRmNTc1NWExMzRmZGQzYTk2NzUxZDFlNmMyMjNmMTRjNjg4MmVhYjJiZDgxODBlNjczOnA6VDpO
https://protect.checkpoint.com/v2/___https://www.federalregister.gov/documents/2022/11/21/2022-24417/requirements-for-additional-traceability-records-for-certain-foods%23sectno-citation-1.1315___.YzJ1OnN0b255YnJvb2s6YzpnOjE1YTk1MmUwZDU0Y2U4ZjcxMmFhMDQ4ZWNlM2ZiNjdjOjY6OTdmYzo0NWM5N2Y5YzVlMjdmMTRmNTc1NWExMzRmZGQzYTk2NzUxZDFlNmMyMjNmMTRjNjg4MmVhYjJiZDgxODBlNjczOnA6VDpO
https://protect.checkpoint.com/v2/___https://www.federalregister.gov/documents/2022/11/21/2022-24417/requirements-for-additional-traceability-records-for-certain-foods%23sectno-citation-1.1315___.YzJ1OnN0b255YnJvb2s6YzpnOjE1YTk1MmUwZDU0Y2U4ZjcxMmFhMDQ4ZWNlM2ZiNjdjOjY6OTdmYzo0NWM5N2Y5YzVlMjdmMTRmNTc1NWExMzRmZGQzYTk2NzUxZDFlNmMyMjNmMTRjNjg4MmVhYjJiZDgxODBlNjczOnA6VDpO


Intent
The new requirements identified in the final rule will allow for 
faster identification and rapid removal of potentially 
contaminated food from the market, resulting in fewer 
foodborne illnesses and/or deaths.

35 days without lot code to ID Source
6 days with lot code to ID Source



Food 
Traceability 
List

https://protect.checkpoint.com/v2/___https://www.fda.gov/food/food-safety-modernization-act-fsma/food-traceability-list___.YzJ1OnN0b255YnJvb2s6YzpnOjE1YTk1MmUwZDU0Y2U4ZjcxMmFhMDQ4ZWNlM2ZiNjdjOjY6M2JjNDo5YTI2YzZiNmQzYTczNjM0MDUzOGE1ZTMxMmQ1YWJiZWIzZWE5Zjc0YTNlMzQ1ZWZiZDI5ODBhNzAzODg1ZGQ2OnA6VDpO
https://protect.checkpoint.com/v2/___https://www.fda.gov/food/food-safety-modernization-act-fsma/food-traceability-list___.YzJ1OnN0b255YnJvb2s6YzpnOjE1YTk1MmUwZDU0Y2U4ZjcxMmFhMDQ4ZWNlM2ZiNjdjOjY6M2JjNDo5YTI2YzZiNmQzYTczNjM0MDUzOGE1ZTMxMmQ1YWJiZWIzZWE5Zjc0YTNlMzQ1ZWZiZDI5ODBhNzAzODg1ZGQ2OnA6VDpO
https://protect.checkpoint.com/v2/___https://www.fda.gov/food/food-safety-modernization-act-fsma/food-traceability-list___.YzJ1OnN0b255YnJvb2s6YzpnOjE1YTk1MmUwZDU0Y2U4ZjcxMmFhMDQ4ZWNlM2ZiNjdjOjY6M2JjNDo5YTI2YzZiNmQzYTczNjM0MDUzOGE1ZTMxMmQ1YWJiZWIzZWE5Zjc0YTNlMzQ1ZWZiZDI5ODBhNzAzODg1ZGQ2OnA6VDpO


Exemptions
Farms
• Certain small produce farms
• Certain small shell egg producers
• Certain other small RAC producers
• Certain food produced + packaged on farm
• Farms selling food directly to consumers

Commingled raw agricultural commodities (RACs)
• Certain commingled RACs (not fruits & vegetables) 
• Certain RACs that will be commingled

Fishing vessels, molluscan shellfish
• Owner/operator/agent in charge of a fishing vessel
• Raw bivalve molluscan shellfish

Retail food establishments (RFEs), restaurants
• Certain small RFEs + restaurants
• RFEs or restaurants purchasing food directly from a farm
• RFEs or restaurants purchasing food from another RFE or 

restaurant on ad hoc basis

Certain types of processing
• Produce and shell eggs that receive certain 

processing
• Exemptions related to a kill step
• Exemptions related to changing a food to a form 

not on the list

Personal consumption, holding food for individual 
consumers
• Personal consumption
• Holding food for individual consumers

Other
• Produce listed as “rarely consumed raw” 
• Farm-to-school/farm-to-institution programs
• Foods regulated by USDA
• Transporters of food
• Non-profit food establishments
• Food for research or evaluation

Exemptions Tool

https://protect.checkpoint.com/v2/___https://collaboration.fda.gov/tefcv13/___.YzJ1OnN0b255YnJvb2s6YzpnOjE1YTk1MmUwZDU0Y2U4ZjcxMmFhMDQ4ZWNlM2ZiNjdjOjY6NTllYzo3OGY5OTcxNmZlMGEzODJmN2M5YzUzY2ViYmY3ZjliYmIwNjcwMzBjOWM2YjVlNzQ2YWI2Y2Q0YmVjNzc1ZjExOnA6VDpO


Other Exemptions
Sized-based 
Exemptions

Type of Entity Exemption Cut-off
Produce Farms Sales ≤ $25,000
Shell Egg Producers < 3,000 layers
Other RAC Producers Sales ≤ $25,000
RFEs & Restaurants Sales ≤ $250,000

Electronic 
Sortable 
Spreadsheet 
Exemptions

Type of Entity Electronic Spreadsheet Exemption
Farms Sale ≤ $250,000
RFEs & Restaurants Sales ≤ $1 Million
Person other than a farm, RFE, 
or restaurant

Sales ≤ $1  Million

Example Spreadsheets

https://protect.checkpoint.com/v2/___https://www.fda.gov/media/179617/download?attachment___.YzJ1OnN0b255YnJvb2s6YzpnOjE1YTk1MmUwZDU0Y2U4ZjcxMmFhMDQ4ZWNlM2ZiNjdjOjY6NTZjYjpjODJlNmZlNTFiNDUzNmZiODMyZGZiMDhlZTIwYjA3YTNiMzAxYzQ3NjEzMGFmNjk4OTAwYmU1OTcyZDQ2ZDg4OnA6VDpO


Compliance

Compliance Date: January 20, 2026, with 
routine enforcement starting one year later. 

FDA Constituent Update: March 20, 2025 –
FDA Announces extension of compliance 
date 30 months.

~July 20, 2028



Basic Requirements

Facilities must:
• establish and maintain a traceability plan;
• maintain records containing Key Data Elements 

(KDEs) associated with specific Critical Tracking Events 
(CTEs); 

• and provide information to the FDA, upon request, within 24 
hours or within some reasonable time to which the FDA has 
agreed. Electronic Sortable Spreadsheet 



Traceability Plan
Any facility/operation subject to the Food Traceability Rule must establish 
and maintain a traceability plan containing:

1. Record keeping procedures;

2. Process for identifying foods on the FTL;

3. How you assign traceability lot codes, if applicable;

4. Point of contact for your traceability plan; and

5. A farm map showing the areas in which you grow or raise foods, if 
applicable.



7 Critical Tracking Events (CTEs)

Harvesting Cooling (before 
Initial Packing)

Initial Packing 
(RAC)

First Land-Based 
Receiver Shipping Receiving

Transformation Scan the QR code to view 
FDA’s guide to CTEs and KDEs. 

Or visit
bit.ly/CTEs-KDEs

https://protect.checkpoint.com/v2/___https://bit.ly/CTEs-KDEs___.YzJ1OnN0b255YnJvb2s6YzpnOjE1YTk1MmUwZDU0Y2U4ZjcxMmFhMDQ4ZWNlM2ZiNjdjOjY6NWIyNTowMTIzNjc3MGViMGUxYzg2YjNjYjE2NWE3YWQ1YTcyYmY1NGNkY2NmZDMyMjBlODg0NzY2NzY4ZDY5ZDY2OThmOnA6VDpO
https://protect.checkpoint.com/v2/___https://bit.ly/CTEs-KDEs___.YzJ1OnN0b255YnJvb2s6YzpnOjE1YTk1MmUwZDU0Y2U4ZjcxMmFhMDQ4ZWNlM2ZiNjdjOjY6NWIyNTowMTIzNjc3MGViMGUxYzg2YjNjYjE2NWE3YWQ1YTcyYmY1NGNkY2NmZDMyMjBlODg0NzY2NzY4ZDY5ZDY2OThmOnA6VDpO
https://protect.checkpoint.com/v2/___https://bit.ly/CTEs-KDEs___.YzJ1OnN0b255YnJvb2s6YzpnOjE1YTk1MmUwZDU0Y2U4ZjcxMmFhMDQ4ZWNlM2ZiNjdjOjY6NWIyNTowMTIzNjc3MGViMGUxYzg2YjNjYjE2NWE3YWQ1YTcyYmY1NGNkY2NmZDMyMjBlODg0NzY2NzY4ZDY5ZDY2OThmOnA6VDpO


Critical Tracking Events and Key Data 
Elements

bit.ly/CTEs-KDEs

https://protect.checkpoint.com/v2/___https://bit.ly/CTEs-KDEs___.YzJ1OnN0b255YnJvb2s6YzpnOjE1YTk1MmUwZDU0Y2U4ZjcxMmFhMDQ4ZWNlM2ZiNjdjOjY6YTE0YTpjYmRlY2E0NGQ0NGQ0ODc4ZThlMmY3ZWE5YzM1Mzc2MmQ1ZDg4NjdhNWFjNTIwMDQ5NDhmMDQ0MjZmYjFjMjIwOnA6VDpO
https://protect.checkpoint.com/v2/___https://bit.ly/CTEs-KDEs___.YzJ1OnN0b255YnJvb2s6YzpnOjE1YTk1MmUwZDU0Y2U4ZjcxMmFhMDQ4ZWNlM2ZiNjdjOjY6YTE0YTpjYmRlY2E0NGQ0NGQ0ODc4ZThlMmY3ZWE5YzM1Mzc2MmQ1ZDg4NjdhNWFjNTIwMDQ5NDhmMDQ0MjZmYjFjMjIwOnA6VDpO
https://protect.checkpoint.com/v2/___https://bit.ly/CTEs-KDEs___.YzJ1OnN0b255YnJvb2s6YzpnOjE1YTk1MmUwZDU0Y2U4ZjcxMmFhMDQ4ZWNlM2ZiNjdjOjY6YTE0YTpjYmRlY2E0NGQ0NGQ0ODc4ZThlMmY3ZWE5YzM1Mzc2MmQ1ZDg4NjdhNWFjNTIwMDQ5NDhmMDQ0MjZmYjFjMjIwOnA6VDpO


Traceability Lot Code (TLC)

A traceability lot code means a 
descriptor, often alphanumeric, 
used to uniquely identify a 
traceability lot within the records 

Traceability lot code source

Traceability lot code source 
reference

More TLC Examples

https://protect.checkpoint.com/v2/___https://www.fda.gov/food/food-safety-modernization-act-fsma/traceability-lot-code___.YzJ1OnN0b255YnJvb2s6YzpnOjE1YTk1MmUwZDU0Y2U4ZjcxMmFhMDQ4ZWNlM2ZiNjdjOjY6NmIzMjo5ZDhjNzgyYWZmYTczZTQ1Nzc5MDRiODIwMmFjNjUzMDdjMWM5NzFkMTgyYWNjNWQzNzRlZmI4NzliZjljMzg4OnA6VDpO


Supply Chain Example: Wild Caught Tuna



Receiving KDE’s
Traceability Lot Code: unique identifier for batch of food

Quantity and Unit of Measure: Amount of food received (e.g. lbs, cases)

Product Description: a clear description of what is received

Location Description of the Previous Source: name and address where the food 
was shipped from

Location Description for Receipt: Where the food is received (e.g. restaurant)

Date Received: the date the restaurant received the food

TLC Source or Reference: name and location of entity that created the TLC

Reference Document: Type/title of document housing this information



Supply Chain Example: Canned Salmon



Supply Chain Example: Tilapia



FSMA 204 Preparations
Preparing for Compliance

1. Foods on the Food Traceability List 
2. Determine if you are exempt (Exemption Tool)
3. Identify CTE’s you conduct
4. Determine what KDE’s you need to track
5. Develop and implement a traceability plan
6. Communicate with supply chain partners

Communication and collaboration across the 
supply chain is key!

https://protect.checkpoint.com/v2/___https://www.fda.gov/food/food-safety-modernization-act-fsma/food-traceability-list___.YzJ1OnN0b255YnJvb2s6YzpnOjE1YTk1MmUwZDU0Y2U4ZjcxMmFhMDQ4ZWNlM2ZiNjdjOjY6NzJkYzozMWIwODMwY2MyYzdiMzUwZjExMzRkMTVmYjM2M2E2MzNkMzFiMzgzNDQ3NjNiMmY0ZGFiMjg0MTRlYWQ5NDE4OnA6VDpO
https://protect.checkpoint.com/v2/___https://collaboration.fda.gov/tefcv13/___.YzJ1OnN0b255YnJvb2s6YzpnOjE1YTk1MmUwZDU0Y2U4ZjcxMmFhMDQ4ZWNlM2ZiNjdjOjY6ZTdjNjo4NmNhYTQyNDM3YmIxNDE4MmIzN2NhYmM1MjlkNWVkZDk0ZDY1NTIzNTAzNTEyYmM5Zjc1ZDFhZTNlNmFkYTQ3OnA6VDpO
https://protect.checkpoint.com/v2/___https://www.fda.gov/media/163132/download___.YzJ1OnN0b255YnJvb2s6YzpnOjE1YTk1MmUwZDU0Y2U4ZjcxMmFhMDQ4ZWNlM2ZiNjdjOjY6MTEyMDo2MzgwODcyMThhZTYxMDVkMTBkYWZjOGM0YzM3OGIwZjQwNWUzN2E4OTdkZGYyOThiZDdiYWIzMjZmN2JlMjM4OnA6VDpO
https://protect.checkpoint.com/v2/___https://www.fda.gov/media/163132/download___.YzJ1OnN0b255YnJvb2s6YzpnOjE1YTk1MmUwZDU0Y2U4ZjcxMmFhMDQ4ZWNlM2ZiNjdjOjY6MTEyMDo2MzgwODcyMThhZTYxMDVkMTBkYWZjOGM0YzM3OGIwZjQwNWUzN2E4OTdkZGYyOThiZDdiYWIzMjZmN2JlMjM4OnA6VDpO


Additional Resources
FSMA Final Rule on Requirements for Additional Traceability Records 
for Certain Foods
• Traceability Rule at a Glance (FDA)
• Food Traceability Rule Exemption Tool
• Small Entity Compliance Guide
• FSMA Technical Assistance Network (TAN)
• Frequently Asked Questions: FSMA Food Traceability Rule
• National Fisheries Institute FSMA 204 Resources

https://protect.checkpoint.com/v2/___https://www.fda.gov/food/food-safety-modernization-act-fsma/fsma-final-rule-requirements-additional-traceability-records-certain-foods___.YzJ1OnN0b255YnJvb2s6YzpnOjE1YTk1MmUwZDU0Y2U4ZjcxMmFhMDQ4ZWNlM2ZiNjdjOjY6MWRhZjoxOTc1YzVjNDkxNjkxMzVjMzBiNmQyNzI3OTVhNTEyMWI1MTBhODE1YmI2MTZlMmIxMjdlYzgxNDcyNzU3ZjI4OnA6VDpO
https://protect.checkpoint.com/v2/___https://www.fda.gov/food/food-safety-modernization-act-fsma/fsma-final-rule-requirements-additional-traceability-records-certain-foods___.YzJ1OnN0b255YnJvb2s6YzpnOjE1YTk1MmUwZDU0Y2U4ZjcxMmFhMDQ4ZWNlM2ZiNjdjOjY6MWRhZjoxOTc1YzVjNDkxNjkxMzVjMzBiNmQyNzI3OTVhNTEyMWI1MTBhODE1YmI2MTZlMmIxMjdlYzgxNDcyNzU3ZjI4OnA6VDpO
https://protect.checkpoint.com/v2/___http://www.fda.gov/media/183514/download?attachment___.YzJ1OnN0b255YnJvb2s6YzpnOjE1YTk1MmUwZDU0Y2U4ZjcxMmFhMDQ4ZWNlM2ZiNjdjOjY6M2ZkYjoxZmM5NTY3ZDgxZDUwODY4ZTYyYjg0ZGM2MGZlNzU0YWVjYjI2OTk2ZTBhOTkxMDZiMGM4YWIxZGJmMWQ2ZTQxOnA6VDpO
https://protect.checkpoint.com/v2/___http://www.fda.gov/media/183514/download?attachment___.YzJ1OnN0b255YnJvb2s6YzpnOjE1YTk1MmUwZDU0Y2U4ZjcxMmFhMDQ4ZWNlM2ZiNjdjOjY6M2ZkYjoxZmM5NTY3ZDgxZDUwODY4ZTYyYjg0ZGM2MGZlNzU0YWVjYjI2OTk2ZTBhOTkxMDZiMGM4YWIxZGJmMWQ2ZTQxOnA6VDpO
https://protect.checkpoint.com/v2/___https://collaboration.fda.gov/tefcv13/___.YzJ1OnN0b255YnJvb2s6YzpnOjE1YTk1MmUwZDU0Y2U4ZjcxMmFhMDQ4ZWNlM2ZiNjdjOjY6OGI3NDoyNTA4MzU1NjNmNWM1ODllN2MwMzVkNzhmMmFiZWUxOTcyMzU4MmIxMjhlOWQ4NTkyYTExZjBkZWI4MWU0ODJlOnA6VDpO
https://protect.checkpoint.com/v2/___https://collaboration.fda.gov/tefcv13/___.YzJ1OnN0b255YnJvb2s6YzpnOjE1YTk1MmUwZDU0Y2U4ZjcxMmFhMDQ4ZWNlM2ZiNjdjOjY6OGI3NDoyNTA4MzU1NjNmNWM1ODllN2MwMzVkNzhmMmFiZWUxOTcyMzU4MmIxMjhlOWQ4NTkyYTExZjBkZWI4MWU0ODJlOnA6VDpO
https://protect.checkpoint.com/v2/___https://www.fda.gov/media/168142/download___.YzJ1OnN0b255YnJvb2s6YzpnOjE1YTk1MmUwZDU0Y2U4ZjcxMmFhMDQ4ZWNlM2ZiNjdjOjY6YmYzODpiNWZiZGQ3MjU3YzU0ODNkNTUyZTVkNmY4MGRlM2UwYjBmN2JlNTJiODQ2MmNmMmZiN2FlMjkwNTMyOGYxNTY3OnA6VDpO
https://protect.checkpoint.com/v2/___https://www.fda.gov/media/168142/download___.YzJ1OnN0b255YnJvb2s6YzpnOjE1YTk1MmUwZDU0Y2U4ZjcxMmFhMDQ4ZWNlM2ZiNjdjOjY6YmYzODpiNWZiZGQ3MjU3YzU0ODNkNTUyZTVkNmY4MGRlM2UwYjBmN2JlNTJiODQ2MmNmMmZiN2FlMjkwNTMyOGYxNTY3OnA6VDpO
https://protect.checkpoint.com/v2/___https://www.fda.gov/food/food-safety-modernization-act-fsma/fsma-technical-assistance-network-tan___.YzJ1OnN0b255YnJvb2s6YzpnOjE1YTk1MmUwZDU0Y2U4ZjcxMmFhMDQ4ZWNlM2ZiNjdjOjY6YmRlYTplZDhmZmY0NzA4ZjFiZWJiNWRiZDA5Yjk3YTExMDA3OWRjOTIzMTVlNjM2NzIzMzhlZWIwNmE4Y2FjMjg4YWJkOnA6VDpO
https://protect.checkpoint.com/v2/___https://www.fda.gov/food/food-safety-modernization-act-fsma/fsma-technical-assistance-network-tan___.YzJ1OnN0b255YnJvb2s6YzpnOjE1YTk1MmUwZDU0Y2U4ZjcxMmFhMDQ4ZWNlM2ZiNjdjOjY6YmRlYTplZDhmZmY0NzA4ZjFiZWJiNWRiZDA5Yjk3YTExMDA3OWRjOTIzMTVlNjM2NzIzMzhlZWIwNmE4Y2FjMjg4YWJkOnA6VDpO
https://protect.checkpoint.com/v2/___https://www.fda.gov/food/food-safety-modernization-act-fsma/frequently-asked-questions-fsma-food-traceability-rule___.YzJ1OnN0b255YnJvb2s6YzpnOjE1YTk1MmUwZDU0Y2U4ZjcxMmFhMDQ4ZWNlM2ZiNjdjOjY6MzA1MTo4NjVmMDM0MGZhYWVkNGM4YmFjZGExNzA4Yzk0ZDgyNmI4Mjc2ZTNiOTQ2NTkxNDFmYzA1NzAwOGEyMjE5MjAxOnA6VDpO
https://protect.checkpoint.com/v2/___https://www.fda.gov/food/food-safety-modernization-act-fsma/frequently-asked-questions-fsma-food-traceability-rule___.YzJ1OnN0b255YnJvb2s6YzpnOjE1YTk1MmUwZDU0Y2U4ZjcxMmFhMDQ4ZWNlM2ZiNjdjOjY6MzA1MTo4NjVmMDM0MGZhYWVkNGM4YmFjZGExNzA4Yzk0ZDgyNmI4Mjc2ZTNiOTQ2NTkxNDFmYzA1NzAwOGEyMjE5MjAxOnA6VDpO
https://protect.checkpoint.com/v2/___https://aboutseafood.com/wp-content/uploads/2024/08/FSMA-204-Resources-for-Seafood-2-2024.pdf___.YzJ1OnN0b255YnJvb2s6YzpnOjE1YTk1MmUwZDU0Y2U4ZjcxMmFhMDQ4ZWNlM2ZiNjdjOjY6NWY2ZTo3ODVmMTQ1ZWJjYmE2MzQxNjJiYTk5MjdhODFkN2M0NjRmMzgwNDk0MjhhZDM3YmExM2ZjNTE5MWMxYzdlM2U1OnA6VDpO
https://protect.checkpoint.com/v2/___https://aboutseafood.com/wp-content/uploads/2024/08/FSMA-204-Resources-for-Seafood-2-2024.pdf___.YzJ1OnN0b255YnJvb2s6YzpnOjE1YTk1MmUwZDU0Y2U4ZjcxMmFhMDQ4ZWNlM2ZiNjdjOjY6NWY2ZTo3ODVmMTQ1ZWJjYmE2MzQxNjJiYTk5MjdhODFkN2M0NjRmMzgwNDk0MjhhZDM3YmExM2ZjNTE5MWMxYzdlM2U1OnA6VDpO


Questions?

Michael Ciaramella, M.Sc., Ph.D. (He/Him)
Seafood Safety and Technology Specialist
New York Sea Grant
Cornell Cooperative Extension
(631) 824-4746
mc2544@cornell.edu
https://linktr.ee/NYSGSeafoodLinks

mailto:mc2544@cornell.edu
https://protect.checkpoint.com/v2/___https://linktr.ee/NYSGSeafoodLinks___.YzJ1OnN0b255YnJvb2s6YzpnOjE1YTk1MmUwZDU0Y2U4ZjcxMmFhMDQ4ZWNlM2ZiNjdjOjY6YmZkNzpmNjY3MDM1Yzk5ZWQwNzRjNmM5NzFmNTFjYTFlM2U0MjI5YzUxNGVkZmM4NjNhNWZlZjUyYTkwMzU1ZTk5ODYzOnA6VDpO
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