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What will the Food Traceability Rule require?

The rule requires covered persons to 

maintain records for foods on the Food 

Traceability List (FTL) to support more 

efficient and accurate traceability of 

potentially contaminated food
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What will the Food Traceability Rule require?

• 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 
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Exemptions

Farms

• Certain small produce farms

• Certain small shell egg producers

• Certain other small RAC producers

• Certain food produced + packaged on farm

• Farms selling food directly to consumers

Commingled raw agricultural commodities (RACs)

• Certain commingled RACs (not fruits & vegetables) 

• Certain RACs that will be commingled

Fishing vessels, molluscan shellfish

• Owner/operator/agent in charge of a fishing vessel

• Raw bivalve molluscan shellfish

Retail food establishments (RFEs), restaurants

• Certain small RFEs + restaurants

• RFEs or restaurants purchasing food directly from a farm

• RFEs or restaurants purchasing food from another RFE or 

restaurant on ad hoc basis

Certain types of processing

• Produce and shell eggs that receive certain processing

• Exemptions related to a kill step

• Exemptions related to changing a food to a form not on the list

Personal consumption, holding food for individual consumers

• Personal consumption

• Holding food for individual consumers

Other

• Produce listed as “rarely consumed raw” 

• Farm-to-school/farm-to-institution programs

• Foods regulated by USDA

• Transporters of food

• Non-profit food establishments

• Food for research or evaluation
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Exemptions Tool

https://collaboration.fda.gov/tefcv13/

https://collaboration.fda.gov/tefcv13/
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Food Traceability List 
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Key 

Concepts 

of the 

Final Rule

• Framework of CTEs and KDEs

• Standard language

• Linking information by lot code

• Electronic and/or paper records

• Records provided to FDA within 24 hours

• Faster product identification and removal
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CTE and KDE Framework
The role of the entity in the supply chain defines the data it must keep and share

Critical Tracking Events

Harvesting, Cooling, Initial Packing, First Land-based Receiving, Shipping, Receiving, 
and Transforming are Critical Tracking Events (CTEs) for which records would be 
required.

Key Data Elements

Required records would need to contain specific Key Data Elements (KDEs). The KDEs 
would depend on the CTE being performed.

The KDEs required would vary depending on the CTE that is being performed.

The records required at each CTE would need to contain and link the KDEs to the 
traceability lot.
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Receiving 

KDEs

Receiving 

KDEs

Shipping 

KDEs

Receiving 

KDEs

Transformation  

KDEs

Shipping 

KDEs

Initial Packing 

KDEs

Shipping 

KDEs

Cooling KDEs
Harvesting 

KDEs

Supply Chain Example: Fresh Produce
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Emphasis on…

Keeping and 

sharing KDEs

Traceability 

Lot Code 

(TLC)

Traceability 

Lot Code 

Source (TLC 

Source)

Traceability 

Plan

Working with 

supply chain 

partners
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§1.1320: Establishing and Assigning

Traceability Lot Codes

• Traceability Lot Code (TLC) is a descriptor, often alphanumeric, 

used to uniquely identify a traceability lot within the records of the 

traceability lot code source

• Traceability Plan must include a description of how you assign TLCs

• All KDEs must be linked to the traceability lot for the food

• Final rule offers flexibility on how TLCs are created and assigned
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§1.1320: Establishing and Assigning 

Traceability Lot Codes

• TLC Source is the place where a food was assigned a TLC

– This KDE helps FDA to more quickly identify this location and prioritize where 

we need to collect tracing data

• TLC Source Reference is an alternative method to provide TLC 

source information, examples include:

– FDA Food Facility Registration Number for the traceability lot code source or 

– A web address that provides FDA with the location description for the 

traceability lot code source
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Food Traceability Rule
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§1.1315: Traceability Plan

• A description of internal procedures used to maintain 
records under the rule

• Intended to help FDA more quickly review and understand 
the traceability information provided by a firm involving a 
food on the FTL

• Traceability plan must be updated as needed to reflect your 
current practices and ensure compliance with the final rule

– The previous traceability plan must be maintained for 2 years 
after any update
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§1.1315: Traceability Plan (Cont.)

• To understand the traceability records we review, firms must provide 
information on how they conduct their required traceability operations 
including:

– Description of the procedures you use to maintain the records

– Description of the procedures you use to identify foods on the FTL that you 
manufacture, process, pack, or hold

– Description of how you assign traceability lot codes 

– A point of contact for questions regarding your traceability plan and records

– If you grow or raise a food on the FTL (other than eggs), a farm map that 
shows the location and name of each field (or other growing area) in which 
you grow a food on the FTL
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§1.1315: Farm Maps

For farms growing RACs (other 

than eggs), the farm map must 

show
• Farm map must show the location and 

name of each field (or other growing area) 

in which you grow a food on the FTL, 

including geographic coordinates 

• Any other information needed to identify 

the location of each field or growing area

For aquaculture farms, the farm 

map must show

• The location and name of each container 

(e.g., pond, pool, tank, or cage) in which 

you raise seafood on the FTL, including 

geographic coordinates 

• Any other information needed to identify 

the location of each container
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§1.1315: Farm Maps (Cont.)
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§1.1325: Harvesting and Cooling a 

Raw Agricultural Commodity (RAC)

• This CTE pertains to RACs not obtained from a fishing vessel

• Farms that harvest or cool FTL food(s) prior to initial packing are 

required to keep KDEs and provide KDEs to the initial packer

– Can be provided in electronic, paper, or other written form 

– Can be provided through the supply chain or directly to the initial packer

• Farms performing these activities are not required to maintain 

shipping or receiving KDEs for any FTL food before it is initially 

packed
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§1.1330: Initial Packing of a RAC

• Initial packing KDEs including information about the 

incoming food and information about the packed food

• Farms that perform initial packing of FTL food(s) are not 

required to keep receiving KDEs, but they are required to 

keep and provide shipping KDEs relating to shipment after 

the food is initially packed

• Traceability lot codes are required to be assigned once a 

covered food is initially packed
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Initial Packer Example
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• For each incoming RAC, the 
following KDEs should be 
linked to each traceability 
lot that gets packed:

• What you received*

• How much you received*

• Date you received it

• Where it came from*

• Information about 
harvesting and/or cooling*

• Reference document 
information
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• For each traceability lot of a 
RAC that you pack, the 
following KDEs should be 
linked to the traceability lot:

• TLC you assigned

• Date you packed it

• What you packed

• How much you packed

• When you packed it

• Where you packed it

• Reference document 
information Sh
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• For each traceability lot of a
RAC that you ship after 
packing, the following KDEs 
should be linked to the 
traceability lot:

• TLC

• How much you shipped

• What you shipped

• Where you shipped it

• Where you shipped it from

• Date you shipped it

• Traceability lot code source 
information (i.e., where you 
packed it)

• Reference document 
information

* indicates KDEs you receive   
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§ 1.1455: Records Maintenance and Availability

Legible original paper, 
electronic, or true 
copies. Stored to prevent 
deterioration or loss. May 
include electronic links.

Records must be kept for 
2 years.

Available within 24 
hours (or reasonable 
time if FDA agrees).  
May be stored offsite or 
by another entity .

During an outbreak -
electronic sortable 
spreadsheet within 24 
hours of a request 
(including a phone 
request).
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§ 1.1455(c)(3)(ii): Electronic 

Sortable Spreadsheet

• Upon request by FDA, firms must provide an electronic sortable 
spreadsheet containing the information you are required to maintain:
– When necessary to help prevent or mitigate a foodborne illness outbreak;

– Assist in the implementation of a recall;

– Or otherwise address a threat to public health

• Must be made available to FDA within 24 hours or within a reasonable, 
agreed upon time 

• The electronic sortable spreadsheet will assist FDA in analyzing 
traceability information quickly
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Electronic Sortable Spreadsheet Example
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Compliance date

January 20, 2026

• Applies to all firms

• 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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Implementation and Enforcement

• Currently considering best approach for 
conducting inspections under this rule 

• Developing compliance strategy and plan to 
work with State, Local, Tribal, Territorial and 
other regulatory partners to enforce rule

• Educate before and while we regulate
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More to come

• Outreach, education, technical assistance

• Updates on FDA development of implementation 

approach 

• Additional communications materials to be posted

• Development of system for sending required 

information to FDA



Thank you!


