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FSMA 204 Background

• The FSMA 204 Traceability law was passed as part of the Food 
Modernization Act of 2011 (FSMA, 2011).

• FSMA 204 is intended to:
• Enhance Detection and
• Speed Response to foodborne illness outbreaks

• Law Published – November 21, 2022
• Compliance Date – January 20, 2026



Who does it affect?
• Manufacture
• Pack
• Process
• Hold Foods

What does it entail? 
• Key Data Elements 

(KDEs) & Critical 
Tracking Events (CTEs)

• Traceability Lot Codes 
(TLCs) & Food 
Traceability List (FTLs)

• Traceability Plans

Overview of the Law



FDA’s Food Traceability List (for reference)

Foods and Foods that 
contain, in same form

Exemptions:

Meat, poultry, pork (USDA)

Cooked / kill-step

Field packed produce

FTL items NOT in same form



CTE = Critical Tracking Events



Key data elements - Shipping



Key data elements - Receiving



Key data elements - Transformation



Traceability Plan Checklist

 Written Traceability Plan
 Recall Team and Recall Coordinator
 Product Identification and Traceability
 Recall Strategy
 Notification 

 Disposition of Product
 Documentation and Record Keeping
 Root Cause Analysis
 Post Recall Procedures
 Effectiveness Checks



Elements of a Traceability Plan

• Identify CTEs/KDEs
• Identify food on FTL
• Identify how TLC is generated
• Identify & Maintain Records - Need to receive 

and record this information on a daily, 
transactional basis

• Identify point of Contact
Resource Investments?
• Must be able to send records to FDA  via an 

electronic sortable spreadsheet within 24 hours



Records and Reporting Requirements

• Consist of original paperwork or electronic records
• Must be kept back to traceability lot level
• 2 year record retention
• Available to FDA within 24 hours
• Must provide electronic spreadsheet to FDA (for recalls and outbreak 

investigations)



References:

• FDA: FSMA 204
• FDA: Guidance for Industry: 

Product Recalls, Including 
Removals and Corrections

• USDA FSIS: Guidance for 
Industry: Product Recall 
Procedures



Thank You!
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