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FDA’S FSMA 204 –
THE “FINAL RULE”

• The goal of FSMA 204 is to reduce 
traceback and trace-forward 
investigations from 5-6 weeks to 5-6 days

• The Rule requires entities that Harvest, 
Cool, Pack, Transform, Ship and/or Receive  
food on the Food Traceability List, to 
establish and maintain records at these 
Critical Tracking Events (CTE’s) containing 
certain information Key Data Elements 
(KDE’s) and link that information a 
Traceability Lot Code (TLC)
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WHO’S AFFECTED?
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FSMA 204 only applies to 
items on the Food 
Traceability List (FTL)

Farms that sell less than 
$25,000 average for the last 
3-years of produce are 
exempt from FSMA 204

However, many retail buyers have required 
the same data for all fresh produce items



Food Traceability List (FTL) 
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Food Traceability List | FDA

Produce Items Non-Produce Items

Cucumbers (fresh) Sprouts (fresh) Cheeses, other than 
hard cheeses

Finfish, including smoked 
fish (fresh and frozen)

Herbs (fresh) Tomatoes (fresh) Shell eggs Crustaceans (fresh and 
frozen)

Leafy greens (fresh), 
including fresh cut 
leafy greens

Tropical tree fruits (fresh) Nut butter (does not 
include soy or seed 
butters)

Mollusks, bi-valves(fresh 
and frozen)

Melons (fresh) Fruits and vegetables 
(fresh cut)

Peppers (fresh) Ready to eat deli salads 
(refrigerated)

https://www.fda.gov/food/food-safety-modernization-act-fsma/food-traceability-list?a
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FSMA 204 
REQUIREMENTS

At each Critical Tracking Event (CTE), 
packers, shippers, and receivers are 
required to capture and store certain 
Key Data Elements (KDE’s).

Share certain KDE’s with all shipments 
of FTL items.

Provide FDA with an electronic sortable 
spreadsheet if you are implicated in a 
traceback investigation. 

Creation and maintenance of a written 
Traceability Plan.



FSMA 204 COMPLIANCE DATE
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If you are involved in FDA Traceback investigation on or after the compliance date, you 
will be required to submit an electronic sortable spreadsheet to FDA within 24 hours 
unless you are exempt from the rule.

Spreadsheet must contain records, Key Data Elements (KDEs), at the following Critical 
Tracking Events (CTEs):

• Harvest
• Pre-Cooling
• Storage before Initial Packing
• Initial Packing 
• Transformation 
• Receiving

Initially, these regulations were to be enforced in starting on January 20, 2026.  However, 
the FDA is announcing its intention to extend the compliance date by 30 months. The 
FDA intends to extend the compliance date using appropriate procedures at a later 
time, including publishing a proposed rule in the Federal Register.



PRODUCE SUPPLY CHAIN EXAMPLE
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TRACEABILITY 
LOT CODES 
(TLC) 

At each Critical Tracking Event (CTE), 
entities are required to link the traceability 
lot code (TLC) to the product. Only two 
activities are allowed to create a 
Traceability Lot Code by FSMA 204

• Initial Packing (must create TLC)

• Transformation (must create TLC)

• Shipping (Cannot create TLC)

• Receiving (Cannot create TLC)
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TRACEABILITY 
LOT CODE 
SOURCE

• The traceability lot code source is the 
place where a food was assigned a 
traceability lot code (packing location).

• It is the entity that assigned the lot 
code, not the person.

o Name of Packing Facility or 

Ranch/Farm (field or greenhouse 

pack)

o Address

o Phone number
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TRACEABILITY 
LOT CODE 
SOURCE

• The traceability lot code source must 
be exchanged between trading 
partners all the way to the store or 
restaurant. 

• Currently, the most popular way the 
industry is communicating this 
information is through EDI using the 
Advanced Shipment Notification (856) 
EDI document.



TRACEABILITY LOT CODE SOURCE
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FDA will use the TLC 
Source to contact the 
location where the 
product was packed.
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YOUR TRACEABILITY 
PLAN
• Describe how your company identifies items 

covered by the rule

• Include details of who is collecting and storing 
the required information for FTL items handled at 
your company

• Identify who will create the sortable spreadsheet

• Describe how you will keep the specific location 
of field packed product (TLC Source)

• Identify who will create the electronic sortable 
spreadsheet. Which systems will be used

• What document types & identifiers will be used

• Where the data & documents are stored
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IMPLEMENTATION

FSMA 204 FINAL RULE 
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HOW DO YOU GET STARTED?
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We recommend you start with the Sortable Spreadsheet.

• Create a list of products received containing FTL items that you ship.
• Determine how you will get the data on who you shipped the product to 

during the time period. 
• Create the data fields for the Traceability Lot Code Source (where it was 

packed) for each lot. 
• Review every data element required in the spreadsheet



ELECTRONIC SORTABLE SPREADSHEETS
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If you are involved in a FDA Traceback investigation, 
FSMA 204 requires Key Data Elements to be 
submitted in an electronic sortable spreadsheet to 
FDA within 24 hours.

Initial Packers will have to include KDEs for:
- Harvest
- Cooling before Initial Packing
- Storage before Initial Packing
- Initial Packing 

Processors, Wholesalers, Distributors and Retailers 
will have to include KDEs for:
- Receiving
- Transformation
- Shipping



CASE AND PALLET LABELING
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• There are no specific requirements for case and pallet labeling from the FDA.  However, we’ve 
put together the following slides to illustrate possible layouts for labels that fit the 
requirements for the FDA FSMA 204 rule.

• These labels have been derived from standards published from the GS1 organization as well 
as the PTI case label format.
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PTI CASE LABEL 
FORMAT FOR 
PRODUCE

• Implement Produce Traceability 
Initiative (PTI): 
https://www.producetraceability.org

• PTI will cover 90-95% of FSMA 204 
requirements

• Use the PTI Harmonized Case Label

https://www.producetraceability.org/
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Sample GS1 128 Case Label with 2D Code
Product Identification Key Data Elements

Best Berries, Inc., Salinas, CA 93962 

Pack Date

May 22

1LB (16OZ) CLAMSHELL/8 CT CARTON

GROWN IN CALIFORNIA, USA

STRAWBERRIES

GS1 128

Lot ↓

207123

GS1 DataMatrix Order Selector:
1. Reads last 4 digits of lot code, AI = (10)
             - or  -
2. Reads entire lot code

Could be Pack Date 
(Produce) or Best By Date 
(Grocery)

Traceability Lot Code =
(01) GTIN + (10) LOT NUMBER

Recommend also placing a 2D barcode 
on the label as well as the industry is 

moving toward this symbology for added 
data capacity in the code which can also 

include GLN information.
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Sample GS1 128 Pallet Label
Product Identification Key Data Elements

Best Berries, Inc., Salinas, CA 93962 

www.bestberriesCA.com

GS1 128

Serialized Shipping Container 
Code =
(00) SSCC Number
Includes: GS1 Company Prefix, 
Serialized Pallet ID, Check Digit

Then, the SSCC is linked to the ASN 
which has all the product information 
including TLCs, Qty, etc.
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Sample PTI Hybrid Pallet Label 4x6”
Product Identification Key Data Elements

Traceability Lot Code =
(02) GTIN + (10) TLC + (37) Item Count

Serialized Shipping Container 
Code =
(00) SSCC Number
Includes: GS1 Company Prefix, 
Serialized Pallet ID, Check DigitGS1 128 format 

barcodes
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INDUSTRY 
RESOURCES

FSMA 204 FINAL RULE
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IFPA FSMA 204 Resources
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https://www.freshproduce.com/resources/supply-chain-management/fsma-204-resources/ 

https://www.freshproduce.com/resources/supply-chain-management/fsma-204-resources/
https://www.freshproduce.com/resources/supply-chain-management/fsma-204-resources/
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https://www.freshproduce.com/resources/supply-chain-management/fsma-204-resources/
https://www.freshproduce.com/resources/supply-chain-management/fsma-204-resources/
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PTI FSMA 204 
RESOURCES
Valuable Information Including

• FSMA 204 Implementation Guidance
- English and Spanish

• FSMA 204 TLC Source and Reference Guidance

• Best Practices for Formatting Case Labels

• Why and How to Use EDI 856 ASN

• FSMA 204 Electronic Sortable Spreadsheets

• Using GS1 Standards to Support FSMA 204

• GLN Guidance to Support FSMA 204
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PTI FSMA 204 
RESOURCES
PTI FSMA 204 TLC Source and Reference 
Guidance 

• A TLC Source Reference can be used

o FDA Facility Registration Number 

(FFRN)

o URL (where FDA can enter 

GTIN/Lot)

o GLN (specific to the packing 

location)

https://producetraceability.org/produce-traceability-initiative-pti-releases-fsma-204-implementation-guidance/
https://producetraceability.org/produce-traceability-initiative-pti-releases-fsma-204-implementation-guidance/
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Traceability 
Plan – Initial 
Packers

Describe how your company will receive and 
store the Harvest, Pre-Cooling and Storage 
before packing data.

• Who harvested
• When harvested
• What was harvested
• How much was harvested
• When it was pre-cooled
• Where it was pre-cooled
• Contact information of pre-cool location
• How much was stored
• When it was stored in/out
• Where it was stored
• Contact information of storage location
• How much was stored
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Traceability 
Plan – Initial 
Packers

Describe how your company will share the 
Shipping KDEs with all shipments of FTL items.

• Which systems will be used

• What document types & identifiers 
will be used

• Where the data & documents are 
stored
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