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Welcome 
Susan C. Winckler, RPh, Esq.

Chief Executive Officer
Reagan-Udall Foundation for the FDA



Housekeeping

Due to the meeting size, your microphone and video will remain off 
during the meeting

Please share your questions using the Zoom Q&A function

This webinar is being recorded
The slides, transcript, and video will be available at www.ReaganUdall.org



Today’s Agenda  

12:30 pm Welcome & Opening Remarks
  Susan C. Winckler, RPh, Esq., Reagan-Udall Foundation for the FDA

12:35 pm FDA Opening Remarks
  Donald A. Prater, DVM, Principal Deputy Director for Human Foods, FDA

12:40 pm Conducting Outbreak Investigations
  Angela Fields, MPH, Senior Consumer Safety Officer for the CORE Network, FDA

  Adam Friedlander, MS, Policy Analyst, Coordinated Outbreak Response, Evaluation & Emergency
  Preparedness, FDA

1pm  Update on Implementation Activities
  Melinda Hayman, PhD, Consumer Safety Officer, Office of Compliance and Enforcement, FDA

1:10 pm  Pilot Panel Discussion 
  Takashi Nakamura, PhD, MBA, VP, Corporate R&D and Food Safety, Del Monte Fresh Produce Company
  Charles Leftwich, MBA, Vice President of Food Safety and Quality Assurance, Sysco
  Michael Lookup, Traceability Lead, Wegmans Food Markets

2pm  Closing Remarks & Adjourn
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Overview of FDA Foodborne 

Outbreak Response​ Process
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Reagan Udall Foundation Food Traceability Webinar 
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Coordinated Outbreak Response Evaluation & Emergency 
Preparedness, Human Foods Program (HFP), FDA
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Identifying Outbreak Investigations 

Detect and then 

determine if we 

can respond to 

them!

Foodborne 
Outbreaks

FDA-Regulated 
Foodborne 
Outbreaks

FDA 
Regulated 
Foodborne 
Outbreaks 

that are 
Actionable

Signals Team

Response Team

Collaborate
Innovate
Evaluate
Transfer
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Purpose of Traceback Investigations

Identify Identify the vehicle (food) that made people sick

Determine Determine the supply chain and product source

Regulate Decide what regulatory actions are required

Inform Inform consumers
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States/locals

• Collect epidemiological info from cases

– Food history/exposure; share with CDC

• Visit POS and obtain records, interview and 

observe

• Conduct trace intrastate 

• Conduct joint investigations with FDA

    FDA

• Determine whether to trace

• Select best clusters/cases to trace

• Possibly visit POS with state, interview, 

collect records

• Continue collection of info at each level of 

distribution

• Compile traceback info and analyze

• Conduct joint investigation with states

CDC                                                                 
• Assist and coordinate state epidemiological 

info collection

• Maintain illness onset and food exposures 

(line lists)

• Assist with review of exposure data

Roles During a Multistate Outbreak
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Current State

12
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FDA Traceback Records Requests

Current Records Requests

• Date range or range of shipments/lot 

codes based on available exposure 

information

– Can be broad if epi is limited

• Requires explanation of data 

contained on provided records

• May require confirming records and/or 

information with each supply chain 

entity

Future Records Requests

• Requests can focus on Traceability 

Lot Code(s) shipped and/or received

• Traceability Plan information would 

provide explanation of record 

information

• Will not necessarily need to request 

records and information from all 

supply chain partners
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Exposure Line List
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Salmonella Litchfield – Cantaloupes 
Multistate Outbreak, Jan – Mar 2014
Traceback Timeline 
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E. coli O157:H7/Romaine/Nov 2019

Irvin, K., S. Viazis, A. Fields, S. Seelman, K. Blickenstaff, E. Gee, M. E. Wise, K. E. Marshall, L. Gieraltowski, and S. 

Harris. 2021. An Overview of Traceback Investigations and Three Case Studies of Recent Outbreaks of Escherichia 

coli O157:H7 Infections Linked to Romaine Lettuce. Journal of Food Protection.
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E. coli O157:H7/Romaine/Nov 2019

Irvin, K., S. Viazis, A. Fields, S. Seelman, K. Blickenstaff, E. Gee, M. E. Wise, K. E. Marshall, L. Gieraltowski, and S. 

Harris. 2021. An Overview of Traceback Investigations and Three Case Studies of Recent Outbreaks of Escherichia 

coli O157:H7 Infections Linked to Romaine Lettuce. Journal of Food Protection.
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E. coli O157:H7/Romaine/Nov 2019

Irvin, K., S. Viazis, A. Fields, S. Seelman, K. Blickenstaff, E. Gee, M. E. Wise, K. E. Marshall, L. Gieraltowski, and S. 

Harris. 2021. An Overview of Traceback Investigations and Three Case Studies of Recent Outbreaks of Escherichia 

coli O157:H7 Infections Linked to Romaine Lettuce. Journal of Food Protection.
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E. coli O157:H7/Romaine/Nov 2019

Irvin, K., S. Viazis, A. Fields, S. Seelman, K. Blickenstaff, E. Gee, M. E. Wise, K. E. Marshall, L. Gieraltowski, and S. 

Harris. 2021. An Overview of Traceback Investigations and Three Case Studies of Recent Outbreaks of Escherichia 

coli O157:H7 Infections Linked to Romaine Lettuce. Journal of Food Protection.

TLC Source
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E. coli O157:H7/Romaine/Nov 2019

Irvin, K., S. Viazis, A. Fields, S. Seelman, K. Blickenstaff, E. Gee, M. E. Wise, K. E. Marshall, L. Gieraltowski, and S. 

Harris. 2021. An Overview of Traceback Investigations and Three Case Studies of Recent Outbreaks of Escherichia 

coli O157:H7 Infections Linked to Romaine Lettuce. Journal of Food Protection.

1 2
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PTS Traceback Diagram 
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PTS GIS Capabilities
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PTS GIS Capabilities 



28

PTS Development Continues

• Based on peer-reviewed traceback methods and aligns with 

CIFOR guidelines

• Will be utilized for all foods, regardless of FTR compliance 

requirements

• Continuing to test PTS during active incidents

• Continued research into analytic capabilities
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Using Traceability Data to Protect Public Health

• Public advisory

• Recall

• Root cause analysis

• Prevention activities 



  Thank you!  



Update on 
Implementation Activities
Melinda Hayman, PhD 

Consumer Safety Officer

Office of Compliance and Enforcement

U.S. Food and Drug Administration



Food Traceability 

Implementation Updates

July 10, 2025

Melinda Hayman, Ph.D.

Office of Compliance and Enforcement

FDA Human Foods Program
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FTR Implementation Planning

3
3

Implementation 
plan 

Education

Outreach

Performance 
Goals/Metrics

Technical 
Assistance

Compliance

Inspections
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Developing FTR Inspectional Approach

Collaborated with 
experts across FDA to 
develop inspectional 

approaches

Discussed with small 
group of state 

regulators, made 
adjustments

Engaging more 
broadly with SLTT 

regulators to 
coordinate approach
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FTR Regulator Training

3
5

Goals

• Provide an 
understanding of the 
rule

• Inspection 
considerations

Target Audience

• FDA investigators

• SLTT regulators and 
investigators

Modality

• Web-based training 
course

• Modules on different 
topics/Self paced
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FTR Industry Training – with FSPCA

3
6

Goals

• Provide an understanding 
of the rule

• Considerations for how to 
build a traceability 
program

Target Audience

• All persons covered by the 
rule

Modality

• Train-the-trainer model

• Lead Instructors will 
deliver the training

• In person and virtual 
offerings



37

More to come

• Development of an internal FDA system to 

facilitate analysis of traceability information.

• Development of system for sending required 

information to FDA.

https://www.fda.gov/food/new-era-smarter-food-safety/product-tracing-system
https://www.fda.gov/food/food-safety-modernization-act-fsma/frequently-asked-questions-fsma-food-traceability-rule#TPTS1
https://www.fda.gov/food/food-safety-modernization-act-fsma/frequently-asked-questions-fsma-food-traceability-rule#TPTS1
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FTR Resources

Food Traceability Final Rule webpage

• Food Traceability Final Rule (Federal Register)

• eCFR - 21 CFR, Part 1, Subpart S (codified)

• Translations 

https://www.fda.gov/food/food-safety-modernization-act-fsma/fsma-final-rule-requirements-additional-traceability-records-certain-foods
https://www.federalregister.gov/documents/2022/11/21/2022-24417/requirements-for-additional-traceability-records-for-certain-foods
https://www.federalregister.gov/d/2022-24417/p-amd-1
https://www.federalregister.gov/d/2022-24417/p-amd-1
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Available Resources

• Food Traceability List webpage

• Frequently Asked Questions (FAQs) 

• Food Traceability Final Rule Webinar 

• Small Entities Compliance Guide

• At-a-Glance handout

• Critical Tracking Events and Key Data Elements 
document 

• Traceability Lot code webpage

•  Exemptions tool

• Electronic Sortable Spreadsheet in Excel

• Electronic Sortable Spreadsheet w/data in Excel

• Risk Ranking Model Results tool

• Supply Chain Examples

• Resources for farms

• Resources for Retail Food Establishments and           
Restaurants

https://www.fda.gov/food/food-safety-modernization-act-fsma/food-traceability-list
https://www.fda.gov/food/food-safety-modernization-act-fsma/frequently-asked-questions-fsma-food-traceability-rule
https://www.fda.gov/food/workshops-meetings-webinars-food-and-dietary-supplements/webinar-food-traceability-final-rule-12072022
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/small-entity-compliance-guide-requirements-additional-traceability-records-certain-foods-what-you
https://www.fda.gov/media/183514/download?attachment
https://www.fda.gov/media/163132/download
https://www.fda.gov/food/food-safety-modernization-act-fsma/traceability-lot-code
https://collaboration.fda.gov/tefcv13/
https://www.fda.gov/media/179617/download?attachment
https://www.fda.gov/media/179617/download?attachment
https://www.fda.gov/media/181946/download?attachment
https://cfsanappsexternal.fda.gov/scripts/FDARiskRankingModelforFoodTracingfinalrule/


  Thank you!  



Pilot Panel Discussion

Charles Leftwich, MBA
Sysco Corporation

Michael Lookup 
Wegmans Food Markets

Takashi Nakamura, PhD, MBA 
Fresh Del Monte



Virtual Public Meeting on FDA’s Final Rule on 

Requirements for Additional Traceability Records for 

Certain Foods Webinar

Thank you for attending!
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