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Who will the rule impact?

• Persons who manufacture, process, pack, or 
hold foods on the Food Traceability List 

• Covers the entire food supply chain

• Includes both foreign and domestic entities

• Full and partial exemptions may apply 



When does industry have to comply?

January 20, 2026

• Applies to all firms for the U.S. market

• Provides 3 years for covered entities to work with supply chain

• We will educate before and while we regulate

• Implementation planning has begun at FDA
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Example: Aquaculture Shrimp Supply Chain
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Modified

requirements

Example: Wild Caught Tuna Supply Chain, Smoked (General 
Seafood Plant Co > BigFishBrokers > Salty Smokers)
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Electronic Sortable Spreadsheet Example



Food Traceability Rule Landing Page

https://www.fda.gov/food/food-safety-modernization-act-fsma/fsma-final-rule-requirements-additional-traceability-records-

certain-foods
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FDA Product Tracing System (PTS)

https://www.fda.gov/food/new-era-smarter-food-safety/product-tracing-system
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FS4FS Tracing Tool (Sandbox)
• Precursor: Food Safety Network (FSN) - a tri-agency partnership between 

USAID, USDA, and FDA that ran from 2016 to 2022.

• Designed to strengthen impact, leverage resources, and improve coordination for 
improved food safety, nutrition, and public health objectives, as well as improved 
trade.

• The partnership continues! With the start of fiscal year 2023, USAID, along with 
USDA and FDA, launched the Food Safety for Food Security (FS4FS) initiative.
 Uses similar components as FDA’s internal PTS (Data upload + FoodChain Lab data visualization 

capabilities).

 FDA does not have access to data within this FS4FS tracing tool (local download).

 Cannot be used as a regulatory submission portal. 

 Beta version to be completed by September 2024



Thank you!
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The EFSA-BfR cooperation on digital traceability
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 Since 2016 EFSA and BfR to work jointly on global food safety tools

 Benefits: synergies from similar tasks, avoid double work, provide solutions for European 

Member States

 Activities: user trainings, case studies, outbreak investigations, software development

Marion Gottschald | International Conference on Global commodity chains from a risk assessment perspective| 28.05.2024 | Berlin



The EFSA-BfR cooperation on digital traceability
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Interoperability needed to solve tracing issues of food safety authorities on local, 

national + international level

  specific tools for specific purposes needed

  interoperability needs to be improved (G2G and B2G)

  data quality and data sharing needs to be fostered

The challenge: 

Unstructured data

Paper-based

Not machine-readable

The solution:

2021: New EFSA-BfR cooperation on harmonizing traceability initiatives in 

Europe via a multiactor tracing software ecosystem + Universal 

Traceability data eXchange format

Marion Gottschald | International Conference on Global commodity chains from a risk assessment perspective| 28.05.2024 | Berlin



The interoperable multiactor food tracing software ecosystem for Europe

Marion Gottschald | International Conference on Global commodity chains from a risk assessment perspective| 28.05.2024 | Berlin17

Your tool?

Feedback on UTX?

Please contact

foodrisklabs@bfr.bund.de

Benefits:

Facilitate data exchange

Avoid double work

Easy visualisation + analysis



German Federal Institute for Risk Assessment

bfr.bund.de/en

Consumer health protection to go

BfR2GO – the BfR Science Magazine
bfr.bund.de/en/science_magazine_bfr2go.html
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EFSA-BfR tracing team

Thank you for your attention!
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