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§534.1 General.

Fish that are harvested for use as
human food must have grown and lived
under conditions that will not render
the fish or their products unsound, un-
wholesome, unhealthful, or otherwise
unfit for human food.

§534.2 Water quality for food fish.

Farmers of fish should monitor the
water in which the fish are raised for
the presence of suspended solids, or-
ganic matter, nutrients, heavy metals,
pesticides, fertilizers, and industrial
chemicals that may contaminate fish.
FSIS will collect samples of feed, fish,
and water from producers, at intervals
to be determined by the Administrator,
for the purpose of verifying that fish
are being raised under conditions that
will yield safe, wholesome products.

§534.3 Standards for use of drugs in
the raising of fish.

New animal drugs that are the sub-
ject of an approved new animal drug
application (NADA) or abbreviated new
animal drug application (ANADA)
under section 512 of the Federal Food,
Drug, and Cosmetic Act (the Act) (21
U.S.C. 360b), or a conditional approval
under section 571 of the Act (21 U.S.C.
360ccc), or an investigational exemp-
tion under section 512(j) of the Act (21
U.S.C. 360b(j)) may be used in the rais-
ing of fish. New animal drugs approved
under section 512 of the Act may be
used in an extra-label manner if such
use complies with section 512(a)(4) of
the Act and FDA regulations found at
21 CFR part 530.

§534.4 Transportation to processing
plant.

A vehicle used to transport fish from
a producer’s premises to a processing
establishment must be equipped with
vats or other containers for holding the
fish. The vats or other containers must
be maintained in a sanitary condition.
Sufficient water and sufficient oxygen
must be provided to the vats that hold
the fish to ensure that fish delivered to
the processing establishment will not
be adulterated. Any fish that are dead,
dying, diseased, or contaminated with
substances that may adulterate fish
products are subject to condemnation

§537.2

at the official fish processing establish-
ments.
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§537.1 Basic requirements.

(a)(1) Any official establishment that
prepares or processes fish or fish prod-
ucts for human food must comply with
the requirements contained in 9 CFR
parts 416, Sanitation and 417, Hazard
Analysis and Critical Control Point
(HACCP) Systems, except as otherwise
provided in this subchapter.

(2) For the purposes of 9 CFR part
416, Sanitation; 9 CFR part 417, Hazard
Analysis and Critical Control Point
(HACCP) Systems; and 9 CFR part 500,
Rules of Practice, an ‘‘official estab-
lishment’ or ‘“‘establishment’ includes
a plant that prepares or processes fish
or fish products.

§537.2 Hazard analysis and HACCP
plan.

(a) A fish establishment’s hazard
analysis shall take into account the
food safety hazards that can occur be-
fore, during, and after harvest.

(b) The failure of an establishment to
develop and implement a hazard anal-
ysis and a HACCP plan that comply
with this part or to operate in accord-
ance with the requirements of 9 CFR
Chapter III, Subchapter E, will render
the products produced under these con-
ditions adulterated.
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