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Antitrust Caution

GS1 US is committed to complying fully with antitrust laws. 

We ask and expect everyone to refrain from discussing prices, margins, discounts, 
suppliers, the timing of price changes, marketing or product plans, or other 
competitively sensitive topics.

If anyone has concerns about the propriety of a discussion, please inform a 
GS1 US® representative as soon as possible. 

Please remember to make your own business decisions and that all GS1 Standards 
are voluntary and not mandatory. 

Please review the complete GS1 US antitrust policy at:
https://www.gs1us.org/antitrust-policy 

2

https://www.gs1us.org/antitrust-policy
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Legal Disclosure
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GS1 US, Inc. is providing this presentation, as is, as a service to interested parties. GS1 US 
MAKES NO REPRESENTATIONS IN THIS REGARD AND DISCLAIMS ALL WARRANTIES, EITHER 
EXPRESS OR IMPLIED, INCLUDING BUT NOT LIMITED TO, ANY WARRANTY OF ACCURACY OR 
RELIABILITY OF ANY CONTENT, NONINFRINGEMENT, MERCHANTABILITY, OR FITNESS FOR A 
PARTICULAR PURPOSE. 

GS1 US shall not be liable for any consequential, special, indirect, incidental, liquidated, 
exemplary, or punitive damages of any kind or nature whatsoever, or any lost income or profits, 
under any theory of liability, arising out of the use of this presentation or any content herein, 
even if advised of the possibility of such loss or damage or if such loss or damage could have 
been reasonably foreseen.

*GS1 US employees are not representatives or agents of the U.S. FDA, and the content 
of this presentation has not been reviewed, approved, or authorized by the U.S. FDA. 

*If applicable
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Speaker Introductions

Liz Sertl
Senior Director, Community Engagement
GS1 US

Hilary Thesmar 
Chief Science Officer
FMI

Marshall Keener
Director, Community Engagement
GS1 US
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FSMA 204 
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3 4
2 FSMA 204

IT 
Modernization

Human Food 
Program3 4

❑ FDA heal public 
meeting Nov. 2020

❑ Public comment 
period ended 
February 2021 

❑ Final Rule published 
Nov 2022

❑ Developed a Food 
Traceability List (FTL) 
and additional record 
keeping requirements 

❑ FDA started an agency-
wide data modernization 
and enhanced tech 
initiative in 2021

❑ FDA Technology 
Modernization Action 
Plan (TMAP) Sept 2021 

❑ FDA Data Modernization 
Action Plan (DMAP) 
March 2021 

❑ FDA Enterprise 
Modernization Action 
Plan (EMAP) May 2022

❑ Program designed to 
ensure the most 
strategic use of 
resources 

❑ Recommendations 
came from the expert 
panel of the Reagan-
Udall Foundation

❑ Restructure will 
impact the Office of 
Regulatory Affairs 
(ORA)

Regulation Agency Wide 
Initiative 

Restructuring

1
New Era for 
Smarter Food 
Safety

❑ 1st Public Meeting 
Sept. 2019 

❑ New Era Blueprint 
announced July 2020

❑ 10-year strategic 
blueprint

❑ 4 core elements  

Policy 

FDA’s Path to Advancing Food Safety



© 2023 GS1 US All Rights Reserved 7

GS1 US - Who We Are

1.5 million 
companies around the world use 

GS1 Standards.

25 million 
products are assigned U.P.C.s in the 

GS1 US Data Hub | Product tool.

More than 10 billion 
GS1 barcodes are scanned every day.

More than 30 million 
products are registered by brand owners 

in the GS1 Global Data Synchronization 

Network™ (GDSN®).

We bring 
communities 

together. 

Neutral and 
not-for-profit

User-driven 
and governed

Global 
and local

Inclusive and

collaborative
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www.fmi.org 8

As the food industry association, FMI works with 
and on behalf of the entire industry to advance a 
safer, healthier and more efficient consumer food 
supply.

FMI brings together a wide range of members across 
the value chain — from retailers who sell to 
consumers, to producers who supply the food, as 
well as the wide-variety of companies providing critical 
services — to amplify the collective work of the 
industry.

FMI – The Food Industry Association

http://www.fmi.org/
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GS1 StandardsFMI 
Strategy

GS1 US 
Strategy

Collaborate

Educate

Implementation 
Resources

Tools

Advocate
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www.fmi.org 10

Growing need for standardization

FDA is no longer just a 

science organization, 

but now a data-centric 

one

http://www.fmi.org/
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What is FSMA Final Rule 
Section 204?
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FSMA 204 Final Rule Basics
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What is it and 
Who is Impacted?

What is 
Required?

When?

FSMA Final Rule on Requirements for Additional Traceability 
Records for high-risk products outlined in the Food Traceability 
List.  Includes foreign and domestic entities.  Full and 
partial exemptions may apply.

Must keep records on foods from Farm to Store/Restaurant by 

production LOT. Supply chain partners need to share records.  

Provide CTEs-KDEs to FDA within 24 hours.

Must keep a documented Traceability Plan

FINAL Rule Effective: January 2023

Compliance date: January 2026

Records should be maintained for 2 years
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Traceability 
Plan

Foods on Food 
Traceability 
List 

Records 
2-year 
retention

Each Key Data 
Element (KDE) 
at relevant 
Critical 
Tracking 
Events (CTE)

Sortable Spreadsheet
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Food Traceability List



© 2023 GS1 US All Rights Reserved 15

The FSMA 204 Journey

Plan Implement

Evaluate Current 
SystemsAssemble 

the Team 
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Assemble the team

Food Safety
IT

Supply Chain

Master 
Data

Compliance/ 
Regulatory

Operations

Architecture

EDI

Planning

Procurement

Category Management

Logistics

Distribution

Warehousing

Senior Leadership

Legal

Finance
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Evaluate Current Systems 

For example;

• Inventory Management

• PIM (Product Information 

Management)

• Master Data

• Warehouse Management 

System (WMS)

• Product Lifecycle 

Management (PLM)

• Supplier Database

• Compliance Programs
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Plan

• Internal Alignment

• Technology Needs / Solution Provider

• Trading Partner Conversations

• Traceability Plan

• Records Collection & Maintenance 
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Plan & Implement

Implement

• Evaluate & Test

• January 2026!
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Tools
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Checklist to help get started
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Checklist to help get started
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Checklist to help get started
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• Overview

- FSMA 204 Rule

- GS1 Standards

• How to Apply GS1 Standards to FSMA Rule 204 

Requirements

• Best Practices for Mixed Pallets

• Appendix

- EPCIS

- Detailed Supply Chain Examples

23

GS1 US CTE/KDE Guideline
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Challenge areas

Scope of Food Traceability List

What does compliance look like?

Distribution Center Operational Challenges
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Importance of Sharing Standardized Information

CTE

CTE

CTE

CTE

KDE

KDE
KDE

KDE
KDE

TLC

TLC

TLC
TLC

FTL

FTL

FTL

FSMA

FTL

FTL

RAC

RFE

RRM-FTFSMA

FSMA

FSMA
RAC

RAC

RAC
RRM-FT

RRM-FT

RRM-FT

RFE

RFE

RFE
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GS1 Standards
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Identify: GS1 Identification Numbers
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GS1 Standards begin with GS1 Identification Numbers used 
to uniquely distinguish all products (trade items), logistics units, 
locations, assets, and relationships across the supply chain from 
manufacturer to consumer.
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GLN Introduction
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Global Location Number (GLN) provides answers to “who” and 
“where” by identifying parties and locations throughout the global 
value chain.

Legal 
entity

Fixed 
physical 
location

Mobile 
physical 
location

Digital 
location

Party Location

Function

Who Where
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Data Hub is Centralized

- Permission-based

- Single source of truth

- Access to real time 

information, eliminate 

redundancy and manual 

errors

- Easily share Location 

Description KDEs for FSMA 

204 without adding it to 

transactional/event data

Global Location Number

29

GLN is Interoperable

- Same identifier used across 

supply chain 

- Significantly reduce or 

eliminate data mapping

- Uses same GS1 Company 

Prefix as the one for GTINs, 

without consuming capacity

- FDA accepted as a 

Traceability Lot Code 

Source Reference
GS1 US’s Trusted Source of Information
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Capture: GS1 Data Carriers
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GS1 Data Carriers are capable of holding varying amounts 
of data to accommodate different needs such as Batch/Lot 
information and expiration dates.
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Share: GS1 Data Exchange
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Interoperability, made possible by identification standards, 
data capture standards, and data exchange standards, 
allows product information to flow through the supply chain.
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USDA Foods Requirement in Schools

USDA Foods vendors are required to submit food product information to 

GS1 Global Data Synchronization Network (GDSN)

❑ Fulfill a requirement in the National School Lunch Act 
to make nutrition, allergen and ingredient information 
available for participants of the National School Lunch 
Program.

❑ State agencies and food service operators leverage 
data to help with school menu planning and 
procurement 

❑ USDA Food vendors are businesses that have a 
contract with USDA
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How GDSN® Works

Any company that needs to send or receive 
product information can take advantage of 
GDSN® by subscribing to a data pool. 

Your data pool will enable you to set up 
your product content and synchronize 
it with all your trading partners, so you 
can plug in reliable data for all markets at 
one time. 

Data pools are certified by GS1, and data 
in GDSN follow GS1 Standards. 

GS1 is the global organization for product 
identification and product data.
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Resources 
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FDA Food Traceability Tools and Resources

http://www.fmi.org/
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FMI Resources
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GS1 US Resources
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Wrap Up
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www.fmi.org 42

Series Recordings

August 2: The What: Understanding the Basics 

of FSMA Rule 204 View Recording >

August 9: The How: Industry Defined Guidance 

to Help Meet FSMA 204 Record Keeping 

Requirements View Recording >

August 16: The Why: Driving Business Value 

Beyond FSMA 204 Regulatory Compliance View 

Recording >

FMI / GS1 US Webinar Series

http://www.fmi.org/
https://gs1us.xceleratemedia.com/launch-content/aa9fbc8e-1182-408d-70e9-08db983a291e/1155
https://gs1us.xceleratemedia.com/launch-content/e41fc118-dcc7-4896-70ea-08db983a291e/1156
https://gs1us.xceleratemedia.com/launch-content/fddb4ea6-df64-4e10-70ec-08db983a291e/1158
https://gs1us.xceleratemedia.com/launch-content/fddb4ea6-df64-4e10-70ec-08db983a291e/1158
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www.fmi.org 43

EMAIL:

foodsafety@gs1us.org

Questions

43

http://www.fmi.org/
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Trademark Notices

DataBar®, EPC®, EPCglobal®, GDSN®, GS1 Global Registry®, GTIN®, 

and Global Trade Item Number® are registered trademarks of GS1 AISBL.

GS1 US® and design is a registered trademark of GS1 US, Inc. Trademarks 

appearing in this presentation are owned by GS1 US, Inc. unless otherwise noted, 

and may not be used without the permission of GS1 US, Inc.

The letters “UPC” are used solely as an abbreviation for the “Universal Product 

Code” which is a product identification system. They do not refer to the UPC, 

which is a federally registered certification mark of the International Association 

of Plumbing and Mechanical Officials (IAPMO) to certify compliance with a Uniform 

Plumbing Code as authorized by IAPMO.
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Disclaimers

Drug Supply Chain Security Act (DSCSA) Disclaimer

GS1 US is the local GS1 Member Organization that supports implementation of the GS1 System in the 

United States. GS1 US employees are not representatives or agents of the U.S. FDA, and the content 

herein has not been reviewed, approved, or authorized by the U.S. FDA.

GS1 Digital Link Disclaimer

GS1 US recommends that any organization developing an implementation designed to be in 

conformance with the GS1 Digital Link Specification should consult with their own counsel to determine 

the compliance of such an implementation with any relevant intellectual property or other rights of 

third parties. 

CBD Industry/Hemp Products Disclaimer

Those engaged in a THC concentration of more than 0.3 percent on a dry weight basis and those 

engaged in flower touching cannabis business, even in full compliance with state laws unequivocally 

operate in violation of federal law. Marijuana is a controlled substance prohibited under federal law and 

violations could lead to civil and criminal penalties. 
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