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Do you manufacture, process, pack or hold foods for export to the
United States that appear on the Food Traceability List?

‘ YES

You are subject to the Food Traceability Final Rule,
unless an exemption applies.

NO‘

You are NOT subject to the
Food Traceability Final Rule.

Potential exceptions: Fishing vessels & molluscan shellfish*

Are you the owner, operator or agent in charge of a fishing vessel?

‘ YES

You are NOT subject to the rule with respect to
a food that is obtained from your fishing vessel,
EXCEPT that, if you are required to register with
the FDA**, you must maintain records for 2 years
identifying the immediate previous source and the
immediate subsequent recipient of the food.**

You are NOT EXEMPT - you ARE subject to the Food
Traceability Final Rule.

You are NOT subject to the Food
Traceability Final Rule.

NO‘

YES

Do you manufacture, process, pack or hold food
obtained from a fishing vessel that has not yet been
sold by the owner, operator or agent in charge of
the fishing vessel?

NO‘

NO

YES

Do you manufacture, process, pack or hold raw
bivalve molluscan shellfish that is:

1. Covered by the requirements of the National
Shellfish Sanitation Program, OR

2. Subject to the requirements of 21 CFR part 123,
subpart C and 21 CFR § 1.240.60, OR

3. Covered by a final equivalence determination by
FDA for raw bivalve molluscan shellfish?

*Includes all species of bivalve mollusks, examples: oysters, clams, and mussels. Does NOT include scallop adductor muscle.
** Under 21 CFR part 1, subpart H and 21 CFRS § 1.337 & 1.345.

Developed based on FDA's Exemptions to the Food Traceability Rule Tool: https://collaboration.fda.gov/tefcv13/



https://collaboration.fda.gov/tefcv13/
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Finfish (fresh, frozen, and

previously frozen), specifically: 2]

Finfish, histamine-producing Includes all histamine-producing species of finfish. Examples include, but are not limited
species to, tuna, mahi mahi, mackerel, amberjack, jack, swordfish, and yellowtail.

Finfish, species potentially Includes all finfish species potentially contaminated with ciguatoxin. Examples include,
contaminated with ciguatoxin but are not limited to, grouper, barracuda, and snapper.

Includes all species of finfish not associated with histamine or ciguatoxin. Examples
include, but are not limited to, cod, haddock, Alaska pollock, salmon, tilapia, and trout.
Siluriformes fish, such as catfish, are not included.

Finfish, species not associated
with histamine or ciguatoxin

Smoked finfish (refrigerated, Includes all types of smoked finfish, including cold smoked finfish and hot smoked
frozen, and previously frozen) finfish.

Crustaceans (fresh, frozen, and Includes all crustacean species. Examples include but are not limited to shrimp, crab,
previously frozen) lobster, and crayfish.

Includes all species of bivalve mollusks. Examples include, but are not limited to,
oysters, clams, and mussels. This does NOT include scallop adductor muscle. Raw
bivalve molluscan shellfish that are exempt from the requirements of the rule under

Molluscan shellfish, bivalves o s e
(fresh, frozen, and previously 1

. Covered by the requirements of the National Shellfish Sanitation Program; OR
frozen)

2. Subject to the requirements of 21 CFR part 123, subpart C, and 21 CFR 1240.60;
OR

3. Covered by a final equivalence determination by FDA for raw bivalve molluscan
shellfish.

‘For the complete FTL, refer to: https://www.fda.gov/food/food-safety-modernization-act-fsma/food-traceability-list

21 CFR PART 123 SUBPART D - SPECIFIC ADMINISTRATIVE DECISIONS REGARDING
INTERSTATE SHIPMENTS

§ 1240.60 Molluscan shellfish

a. A person shall not offer for transportation, or transport, in interstate traffic any molluscan shellfish handled or stored in
such an insanitary manner, or grown in an area so contaminated, as to render such molluscan shellfish likely to become
agents in, and their transportation likely to contribute to the spread of communicable disease from one State or
possession to another.

b. All shellstock shall bear a tag that discloses the date and place they were harvested (by State and site), type and quantity
of shellfish, and by whom they were harvested (i.e., the identification number assigned to the harvester by the shellfish
control authority, where applicable or, if such identification numbers are not assigned, the name of the harvester or the
name or registration number of the harvester’s vessel). In place of the tag, bulk shellstock shipments may be accompanied
by a bill of lading or similar shipping document that contains the same information.

c. All containers of shucked molluscan shellfish shall bear a label that identifies the name, address, and certification number
of the packer or repacker of the molluscan shellfish.

d. Any molluscan shellfish without such a tag, shipping document, or label, or with a tag, shipping document, or label that
does not bear all the information required by paragraphs (b) and (c) of this section, shall be subject to seizure or refusal
of entry, and destruction.

Refer to: https://www.ecfr.gov/current/title-21/chapter-l/subchapter-L/part-1240/subpart-D/section-1240.60


https://www.fda.gov/food/food-safety-modernization-act-fsma/food-traceability-list
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-L/part-1240/subpart-D/section-1240.60
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21 CFR PART 123 SUBPART C - RAW MOLLUSCAN SHELLFISH

§ 123.20 General

This subpart augments subpart A of this part by setting forth specific requirements for processing fresh or frozen
molluscan shellfish, where such processing does not include a treatment that ensures the destruction of vegetative cells of
microorganisms of public health concern.

§ 123.28 Source controls

a. In order to meet the requirements of subpart A of this part as they apply to microbiological contamination,
chemical contamination, natural toxins, and related food safety hazards, processors shall include in their HACCP
plans how they are controlling the origin of the molluscan shellfish they process to ensure that the conditions of

paragraphs (b), (c), and (d) of this section are met.

b. Processors shall only process molluscan shellfish harvested from growing waters approved for harvesting by a
shellfish control authority. In the case of molluscan shellfish harvested from U.S. Federal waters, the requirements of
this paragraph will be met so long as the shellfish have not been harvested from waters that have been closed to
harvesting by an agency of the Federal government.

c. To meet the requirements of paragraph (b) of this section, processors who receive shellstock shall accept only
shellstock from a harvester that is in compliance with such licensure requirements as may apply to the harvesting
of molluscan shellfish or from a processor that is certified by a shellfish control authority, and that has a tag affixed
to each container of shellstock. The tag shall bear, at a minimum, the information required in § 1240.60(b) of
Subpart D. In place of the tag, bulk shellstock shipments may be accompanied by a bill of lading or similar shipping
document that contains the information required in § 1240.60(b) of Subpart D. Processors shall maintain records
that document that all shellstock have met the requirements of this section. These records shall document:

1. The date of harvest;

2. The location of harvest by State and site;
3. The quantity and type of shellfish;

4. The date of receipt by the processor; and

5. The name of the harvester, the name or registration number of the harvester’s vessel, or an identification number
issued to the harvester by the shellfish control authority.

d. To meet the requirements of paragraph (b) of this section, processors who receive shucked molluscan shellfish shall
accept only containers of shucked molluscan shellfish that bear a label that complies with § 1240.60(c) of Subpart
D. Processors shall maintain records that document that all shucked molluscan shellfish have met the requirements
of this section. These records shall document:

1. The date of receipt;
2. The quantity and type of shellfish; and
3. The name and certification number of the packer or repacker of the product.

Refer to: https://www.ecfr.gov/current/title-21/chapter-l/subchapter-B/part-123/subpart-C



https://www.ecfr.gov/current/title-21/chapter-I/subchapter-B/part-123/subpart-C

