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Food Traceability List: The list of foods for which additional traceability
records are required to be maintained, as designated in accordance with
section 204(d)(2) of the FDA Food Safety Modernization Act. The term “Food
Traceability List” includes both the foods specifically listed and foods that
contain listed foods as ingredients 
 
Point of contact: An individual having familiarity with an entity's procedures
for traceability, including their name and/or job title, and their phone number. 
 
Critical Tracking Event (CTE): An event in the supply chain of a food
involving the harvesting, cooling (before initial packing), initial packing of a raw
agricultural commodity other than a food obtained from a fishing vessel, first
land-based receiving of a food obtained from a fishing vessel, shipping,
receiving, or transformation of the food. 
 
Key Data Element (KDE): Information associated with a critical tracking event
for which a record must be maintained and/or provided in accordance with this
subpart. 
 
Location description: Key contact information for the location where a food is
handled, specifically the business name, phone number, physical location
address (or geographic coordinates), and city, state, and zip code for domestic
locations and comparable information for foreign locations, including country. 



Reference document: A business transaction document, record, or message,
in electronic or paper form, that may contain some or all of the key data
elements for a critical tracking event in the supply chain of a food. A reference
document may be established by you or obtained from another person.
Reference document types may include, but are not limited to, bills of lading,
purchase orders, advance shipping notices, work orders, invoices, database
records, batch logs, production logs, field tags, catch certificates, and receipts. 
 
Traceability lot: A batch or lot of food that has been initially packed (for raw
agricultural commodities other than food obtained from a fishing vessel),
received by the first land-based receiver (for food obtained from a fishing
vessel), or transformed. 
 
Traceability lot code: A descriptor, often alphanumeric, used to uniquely
identify a traceability lot within the records of the traceability lot code source. 
 
Traceability lot code source: The place where a food was assigned a
traceability lot code. 
 
Traceability lot code source reference: An alternative method for providing
the FDA with access to the location description for the traceability lot code
source as required under this subpart. Examples of a traceability lot code
source reference include, but are not limited to, the 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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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 at a different street address of the firm. 

Holding: Storage of food and also includes activities performed incidental to
storage of a food ( e.g., activities performed for the safe or effective storage of
that food, such as fumigating food during storage, and drying/dehydrating raw
agricultural commodities when the drying/dehydrating does not create a
distinct commodity (such as drying/dehydrating hay or alfalfa)). Holding also
includes activities performed as a practical necessity for the distribution of that
food (such as blending of the same raw agricultural commodity and breaking
down pallets), but does not include activities that transform a raw agricultural
commodity into a processed food as defined in section 201(gg) of the Federal
Food, Drug, and Cosmetic Act. Holding facilities could include warehouses,
cold storage facilities, storage silos, grain elevators, and liquid storage tanks.

Manufacturing/processing: Making food from one or more ingredients, or
synthesizing, preparing, treating, modifying, or manipulating food, including
food crops or ingredients.  Examples of manufacturing/processing activities
include: Baking, boiling, bottling, canning, cooking, cooling, cutting, distilling,
drying/dehydrating raw agricultural commodities to create a distinct commodity
(such as drying/dehydrating grapes to produce raisins), evaporating,
eviscerating, extracting juice, formulating, freezing, grinding, homogenizing,
irradiating, labeling, milling, mixing, packaging (including modified atmosphere
packaging), pasteurizing, peeling, rendering, treating to manipulate ripening,
trimming, washing, or waxing. 
 
Kill step: Lethality processing that significantly minimizes pathogens in a food. 
  

WorkForge.com



Cooling: Active temperature reduction of a raw agricultural commodity using
hydrocooling, icing (except icing of seafood), forced air cooling, vacuum
cooling, or a similar process. (It’s important to note that in this part of the Code
‘Cooling’ refers to raw ag commodities. It does not necessarily to any
processed foods. Chilling or freezing a processed food is not listed as a CTE)

Transformation: An event in a food's supply chain that involves
manufacturing/processing a food 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. Transformation does not include the initial
packing of a food or activities preceding that event (e.g., harvesting, cooling). 
 
Packing: Placing food into a container other than packaging the food and also
includes re-packing and activities performed incidental to packing or re-
packing a food (e.g., activities performed for the safe or effective packing or re-
packing of that food EXAMPLES: (such as sorting, culling, grading, and
weighing or conveying incidental to packing or re-packing)), but does not
include activities that transform a raw agricultural commodity into a processed
food as defined in section 201(gg) of the Federal Food, Drug, and Cosmetic
Act. (5 examples- could be numbered list) 
 
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 includes 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. (Sending products out of the
facility via outlet stores or donations are not activities included in FDA’s
definition of shipping in this Code) 
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