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FSMA 204 Checklist
This checklist covers all the key data elements required for each critical tracking event, along with the food traceability plan rules. The information in this checklist comes directly from the FDA’s website. Important definitions for the terms in the checklist can be found on page 5.
	Critical Tracking Events (CTEs)

	Under rule 204, there are 7 critical tracking events that require businesses to record traceability data for the FDA. Check the CTEs that apply to your operation:

	☐ Harvesting 
	☐ Shipping 
	☐ Receiving 
	☐ Transformation 

	☐ First Land-Based Receiver 
	☐ Cooling (before packing)
	☐ Initial Packing (RAC)

	Key Data Elements (KDEs)

	For each CTE, there are specific data points that businesses must collect for traceability records. Check off the KDEs that you’ve added to your tracking system.

	Harvesting: Applies to raw agricultural commodities (RACs) not obtained from a fishing vessel

	☐ Location description for the immediate subsequent recipient (other than a transporter) of the food
☐ Commodity and, if applicable, variety of the food
☐ Quantity and unit of measure of the food
☐ Location description for the farm where the food was harvested
☐ Date of harvesting
☐ Reference document type and reference document number
PRODUCE ITEMS:
☐ Name of the field or other growing area from which the food was harvested (must correspond to the name used by the grower) OR
☐ Other information identifying the harvest location at least as precisely as field or growing area name
AQUACULTURED ITEMS:
☐ Name of the container (e.g., pond, pool, tank, cage) from which the food was harvested (must correspond to the container name used by the aquaculture farmer) OR
☐ Other information identifying the harvest location at least as precisely as the container name
INFORMATION TO PROVIDE TO INITIAL PACKER:
☐ Business name   ☐ Phone number ☐ Harvesting KDEs (except the reference document type and number)

	Cooling (before packing): Applies to raw agricultural commodities (RACs) not obtained from a fishing vessel

	☐ Location description for the immediate subsequent recipient (other than a transporter) of the food
☐ Commodity and, if applicable, variety of the food
☐ Quantity and unit of measure of the food
☐ Location description for where you cooled the food
☐ Date of cooling
☐ Location description for the farm where the food was harvested
☐ Reference document type and reference document number
INFORMATION TO PROVIDE TO INITIAL PACKER:
☐ Cooling KDEs (except the reference document type and number)

	Initial Packing (RAC): Applies to RACs not obtained from a fishing vessel

	☐ Commodity and, if applicable, variety of the food received
☐ Date you received the food
☐ Quantity and unit of measure of the food received
☐ Location description for the farm where the food was harvested
☐ Business name and phone number for the harvester of the food
☐ Date of harvesting
☐ Location description for where the food was cooled (if applicable)
☐ Date of cooling (if applicable)
☐ Traceability lot code you assigned
☐ Product description of the packed food
☐ Quantity and unit of measure of the packed food
☐ Date of initial packing
☐ Reference document type and reference document number
☐ Location description for where you initially packed the food (i.e., traceability lot code source), and (if applicable), the traceability lot code source reference

PRODUCE ITEMS:
☐ Name of the field or other growing area from which the food was harvested (must correspond to the name used by the grower) OR
☐ Other information identifying the harvest location at least as precisely as field or growing area name

AQUACULTURED ITEMS:
☐ Name of the container (e.g., pond, pool, tank, cage) from which the food was harvested (must correspond to the container name used by the aquaculture farmer) OR
☐ Other information identifying the harvest location at least as precisely as the container name

	First Land-Based Receiver: Applies to food obtained from a fishing vessel

	☐ Traceability lot code you assigned
☐ Species and/or acceptable market name for unpackaged food, or the product description for packaged food
☐ Quantity and unit of measure of the food
☐ Harvest date range and locations for the trip during which the food was caught
☐ Location description for the first land-based receiver (i.e., traceability lot code source), and (if applicable) traceability lot code source reference
☐ Date the food was landed
☐ Reference document type and reference document number

	Shipping: Does not apply to shipments of food that occur before the food is initially pack (if the food is an RAC not obtained from a fishing vessel)

	☐ Traceability lot code for the food
☐ Quantity and unit of measure of the food
☐ Product description for the food
☐ Location description for the immediate subsequent recipient (other than a transporter) of the food
☐ Location description for the location from which you shipped the food
☐ Date you shipped the food
☐ Location description for the traceability lot code source or the traceability lot code source reference
☐ Reference document type and reference document number (maintain only)

	Receiving: Does not apply to receipt of a food that occurs before the food is initially packed (if the food is an RAC not obtained from a fishing vessel) or to the receipt of a food by the first land-based receiver (if the food is obtained from a fishing vessel)

	☐ Traceability lot code for the food
☐ Quantity and unit of measure of the food
☐ Product description for the food
☐ Location description for the immediate previous source (other than a transporter) for the food
☐ Location description for where the food was received
☐ Date you received the food
☐ Location description for the traceability lot code source or the traceability lot code source reference
☐ Reference document type and reference document number

IF RECEIVING FOOD FROM A VENDOR WHO IS EXEMPT FROM FSMA 204:
☐ Traceability lot code for the food, which you must assign if one has not already been assigned (does not apply to RFEs or restaurants)
☐ Quantity and unit of measure of the food
☐ Product description for the food
☐ Location description for the immediate previous source (other than a transporter) for the food
☐ Location description for where the food was received (i.e., traceability lot code source) and (if applicable) traceability lot code source reference
☐ Date you received the food
☐ Reference document type and reference document number

	Transformation: Does not apply to retail food establishments and restaurants with respect to foods they do not ship (e.g., foods they sell or send directly to consumers).

	FTL FOODS USED AS INGREDIENTS:
☐ Traceability lot code for the food
☐ Product description for the food to which the traceability lot code applies
☐ For each traceability lot used, the quantity and unit of measure of the food used from that lot

NEW FOOD PRODUCED:
☐ New traceability lot code for the food
☐ Location description for where you transformed the food (i.e., the traceability lot code source), and (if applicable) the traceability lot code source reference
☐ Date transformation was completed
☐ Product description for the food
☐ Quantity and unit of measure of the food
☐ Reference document type and reference document number

For RACs (other than a food obtained from a fishing vessel) that were not initially packed prior to your transformation of the food, you must maintain records containing the information specified in § 1.1330(a) or (c). For sprouts that were not initially packed prior to your transformation of the food, you must maintain records containing the information specified in § 1.1330(a) or (c), and also § 1.1330(b).

	Traceability Plan: This section covers the requirements of a compliant traceability plan

	☐ Description of the procedures you use to maintain the required records, including their format and location
☐ 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 to foods on the FTL, if applicable
☐ Statement identifying 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 showing the areas in which you grow or raise such foods

FARM MAP REQUIREMENTS
☐ 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 and any other information needed to identify the location of each farm or growing area
☐ For aquaculture farms, the farm map must show the location and name of each container (e.g., pond, pool, tank, cage) in which you raise seafood on the FTL, including the geographic coordinates and any other information needed to identify the location of each container

☐ Update your traceability plan as needed to ensure that the information reflects your current practices and to ensure you are in compliance with the rule
☐ You must retain your previous traceability plan for 2 years after you update the plan





Important Definitions:
Critical Tracking Event (CTE): Steps in the food supply chain where safety issues are most likely to arise.

Key Data Element (KDE): Specific information shared with supply chain partners to ensure the safety of the product.

Food Traceability List (FTL): A document that identifies which foods require additional traceability records.

Raw Agricultural Commodity (RAC): Any food in its raw or natural state, including all fruits that are washed, colored, or otherwise treated in the unpeeled natural form prior to marketing.

Traceability Lot Code (TLC): A descriptor used to uniquely identify a traceability lot within the source code.

Harvesting: Applies to farms and farm mixed-type facilities and means activities that are traditionally performed on farms for the purpose of removing raw agriculture commodities (RACs) from the place they are grown or raised and preparing them for use as food. 

Cooling: Active active temperature reduction of a raw agricultural commodity (RAC) using hydrocooling, icing (except icing of seafood), forced air cooling, vacuum cooling, or a similar process.

Initial Packing: Packing a raw agricultural commodity (RAC), other than a food obtained from a fishing vessel, for the first time. 

First Land-Based Receiver: The person taking possession of a food for the first time on land directly from a fishing vessel.

Shipping: An event in a food’s supply chain in which a food is arranged for transport (e.g., by truck or ship) from one location to another location. Shipping does not include the sale or shipment of a food directly to a consumer or the donation of surplus food. Shipping does include sending an intracompany shipment of food from one location at a particular street address of a firm to another location at a different street address of the firm.

Receiving: An event in a food’s supply chain in which a food is received by someone other than a consumer after being transported (e.g., by truck or ship) from another location. Receiving includes receipt of an intracompany shipment of food from one location at a particular street address of a firm to another location of the firm at a different street address.      

Transformation: An event in a food’s supply chain that involves manufacturing/processing or changing a food (e.g., by commingling, repacking, or relabeling) or its packaging or packing, when the output is a food on the Food Traceability List (FTL). Transformation does not include the initial packing of a food or activities preceding that event (e.g., harvesting, cooling).
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This document is provided by Frontline Data Solutions as a general template to support compliance efforts but does not guarantee regulatory adherence. Users are responsible for ensuring all applicable legal and safety requirements are met.
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