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not that person represents the final
point of receipt for the food.

Shipper means a person, e.g., the
manufacturer or a freight broker, who
arranges for the transportation of food
in the United States by a carrier or
multiple carriers sequentially.

Small business means a business em-
ploying fewer than 500 full-time equiv-
alent employees except that for car-
riers by motor vehicle that are not also
shippers and/or receivers, this term
would mean a business subject to
§1.900(a) having less than $27,500,000 in
annual receipts.

Transportation means any movement
of food in by motor vehicle or rail vehi-
cle in commerce within the United
States.

Transportation equipment means
equipment used in food transportation
operations, e.g., bulk and non-bulk con-
tainers, bins, totes, pallets, pumps, fit-
tings, hoses, gaskets, loading systems,
and unloading systems. Transportation
equipment also includes a railcar not
attached to a locomotive or a trailer
not attached to a tractor.

Transportation operations means all
activities associated with food trans-
portation that may affect the sanitary
condition of food including cleaning,
inspection, maintenance, loading and
unloading, and operation of vehicles
and transportation equipment. Trans-
portation operations do not include
any activities associated with the
transportation of food that is com-
pletely enclosed by a container except
a food that requires temperature con-
trol for safety, compressed food gases,
food contact substances as defined in
section 409(h)(6) of the Federal Food,
Drug, and Cosmetic Act, human food
byproducts transported for use as ani-
mal food without further processing, or
live food animals except molluscan
shellfish. In addition, transportation
operations do not include any transpor-
tation activities that are performed by
a farm.

Vehicle means a land conveyance that
is motorized, e.g., a motor vehicle, or
that moves on rails, e.g., a railcar,
which is used in transportation oper-
ations.

§1.908

VEHICLES AND TRANSPORTATION
EQUIPMENT

§1.906 What requirements apply to ve-
hicles and transportation equip-
ment?

(a) Vehicles and transportation
equipment used in transportation oper-
ations must be so designed and of such
material and workmanship as to be
suitable and adequately cleanable for
their intended use to prevent the food
they transport from becoming unsafe,
i.e., adulterated within the meaning of
section 402(a)(1), (2), and (4) of the Fed-
eral Food, Drug, and Cosmetic Act dur-
ing transportation operations.

(b) Vehicles and transportation
equipment must be maintained in such
a sanitary condition for their intended
use as to prevent the food they trans-
port from becoming unsafe during
transportation operations.

(c) Vehicles and transportation
equipment used in transportation oper-
ations for food requiring temperature
control for safety must be designed,
maintained, and equipped as necessary
to provide adequate temperature con-
trol to prevent the food from becoming

unsafe during transportation oper-
ations.
(d) Vehicles and transportation

equipment must be stored in a manner
that prevents it from harboring pests
or becoming contaminated in any other
manner that could result in food for
which it will be used becoming unsafe
during transportation operations.

TRANSPORTATION OPERATIONS

§1.908 What requirements apply to
transportation operations?

(a) General requirements. (1) Unless
stated otherwise in this section, the re-
quirements of this section apply to all
shippers, carriers, loaders, and receiv-
ers engaged in transportation oper-
ations. A person may be subject to
these requirements in multiple capac-
ities, e.g., the shipper may also be the
loader and the carrier, if the person
also performs the functions of those re-
spective persons as defined in this sub-
part. An entity subject to this subpart
(shipper, loader, carrier, or receiver)
may reassign, in a written agreement,
its responsibilities under this subpart
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to another party subject to this sub-
part. The written agreement is subject
to the records requirements of
§1.912(d).

(2) Responsibility for ensuring that
transportation operations are carried
out in compliance with all require-
ments in this subpart must be assigned
to competent supervisory personnel.

(3) All transportation operations
must be conducted under such condi-
tions and controls necessary to prevent
the food from becoming unsafe during
transportation operations including:

(i) Taking effective measures such as
segregation, isolation, or the use of
packaging to protect food from con-
tamination by raw foods and nonfood
items in the same load.

(ii) Taking effective measures such
as segregation, isolation, or other pro-
tective measures, such as hand wash-
ing, to protect food transported in bulk
vehicles or food not completely en-
closed by a container from contamina-
tion and cross-contact during transpor-
tation operations.

(iii) Taking effective measures to en-
sure that food that requires tempera-
ture control for safety is transported
under adequate temperature control.

(4) The type of food, e.g., animal feed,
pet food, human food, and its produc-
tion stage, e.g., raw material, ingre-
dient or finished food, must be consid-
ered in determining the necessary con-
ditions and controls for the transpor-
tation operation.

(5) Shippers, receivers, loaders, and
carriers, which are under the owner-
ship or operational control of a single
legal entity, as an alternative to meet-
ing the requirements of paragraphs (b),
(d), and (e) of this section may conduct
transportation operations in conform-
ance with common, integrated written
procedures that ensure the sanitary
transportation of food consistent with
the requirements of this section. The
written procedures are subject to the
records requirements of §1.912(e).

(6) If a shipper, loader, receiver, or
carrier becomes aware of an indication
of a possible material failure of tem-
perature control or other conditions
that may render the food unsafe during
transportation, the food shall not be
sold or otherwise distributed, and these
persons must take appropriate action

21 CFR Ch. | (4-1-23 Edition)

including, as necessary, communica-
tion with other parties to ensure that
the food is not sold or otherwise dis-
tributed unless a determination is
made by a qualified individual that the
temperature deviation or other condi-
tion did not render the food unsafe.

(b) Requirements applicable to shippers
engaged in transportation operations. (1)
Unless the shipper takes other meas-
ures in accordance with paragraph
(b)(3) of this section to ensure that ve-
hicles and equipment used in its trans-
portation operations are in appropriate
sanitary condition for the transpor-
tation of the food, i.e., that will pre-
vent the food from becoming unsafe,
the shipper must specify to the carrier
and, when necessary, the loader, in
writing, all necessary sanitary speci-
fications for the carrier’s vehicle and
transportation equipment to achieve
this purpose, including any specific de-
sign specifications and cleaning proce-
dures. One-time notification shall be
sufficient unless the design require-
ments and cleaning procedures re-
quired for sanitary transport change
based upon the type of food being
transported, in which case the shipper
shall so notify the carrier in writing
before the shipment. The information
submitted by the shipper to the carrier
is subject to the records requirements
in §1.912(a).

(2) Unless the shipper takes other
measures in accordance with paragraph
(b)(b) of this section to ensure that ade-
quate temperature control is provided
during the transportation of food that
requires temperature control for safety
under the conditions of shipment, a
shipper of such food must specify in
writing to the carrier, except a carrier
who transports the food in a thermally
insulated tank, and, when necessary,
the loader, an operating temperature
for the transportation operation in-
cluding, if necessary, the pre-cooling
phase. One-time notification shall be
sufficient unless a factor, e.g., the con-
ditions of shipment, changes, necessi-
tating a change in the operating tem-
perature, in which case the shipper
shall so notify the carrier in writing
before the shipment. The information
submitted by the shipper to the carrier
is subject to the records requirements
in §1.912(a).

118

PO 00000 Frm 00128 Fmt8010 Sfmt8010 Q:\21\21V1.TXT PC31



sfrattini on LAPCK6H6L3 with DISTILLER

VerDate Sep<11>2014

14:33 Jun 27,2023  Jkt 259071

Food and Drug Administration, HHS

(3) A shipper must develop and imple-
ment written procedures, subject to
the records requirements of §1.912(a),
adequate to ensure that vehicles and
equipment used in its transportation
operations are in appropriate sanitary
condition for the transportation of the
food, i.e., will prevent the food from be-
coming unsafe during the transpor-
tation operation. Measures to imple-
ment these procedures may be accom-
plished by the shipper or by the carrier
or another party covered by this sub-
part under a written agreement subject
to the records requirements of
§1.912(a).

(4) A shipper of food transported in
bulk must develop and implement writ-
ten procedures, subject to the records
requirements of §1.912(a), adequate to
ensure that a previous cargo does not
make the food unsafe. Measures to en-
sure the safety of the food may be ac-
complished by the shipper or by the
carrier or another party covered by
this subpart under a written agreement
subject to the records requirements of
§1.912(a).

(5) The shipper of food that requires
temperature control for safety under
the conditions of shipment must de-
velop and implement written proce-
dures, subject to the records require-
ments of §1.912(a), to ensure that the
food is transported under adequate
temperature control. Measures to en-
sure the safety of the food may be ac-
complished by the shipper or by the
carrier or another party covered by
this subpart under a written agreement
subject to the records requirements of
§1.912(a) and must include measures
equivalent to those specified for car-
riers under paragraphs (e)(1) through
(3) of this section.

(c) Requirements applicable to loaders
engaged in transportation operations. (1)
Before loading food not completely en-
closed by a container onto a vehicle or
into transportation equipment the
loader must determine, considering, as
appropriate, specifications provided by
the shipper in accordance with para-
graph (b)(1) of this section, that the ve-
hicle or transportation equipment is in
appropriate sanitary condition for the
transport of the food, e.g., it is in ade-
quate physical condition, and free of
visible evidence of pest infestation and

§1.908

previous cargo that could cause the
food to become unsafe during transpor-
tation. This may be accomplished by
any appropriate means.

(2) Before loading food that requires
temperature control for safety, the
loader must verify, considering, as ap-
propriate, specifications provided by
the shipper in accordance with para-
graph (b)(2) of this section, that each
mechanically refrigerated cold storage
compartment or container is ade-
quately prepared for the transportation
of such food, including that it has been
properly pre-cooled, if necessary, and
meets other sanitary conditions for
food transportation.

(d) Requirements applicable to receivers
engaged in transportation operations.
Upon receipt of food that requires tem-
perature control for safety under the
conditions of shipment, the receiver
must take steps to adequately assess
that the food was not subjected to sig-
nificant temperature abuse, such as de-
termining the food’s temperature, the
ambient temperature of the vehicle
and its temperature setting, and con-
ducting a sensory inspection, e.g., for
off-odors.

(e) Requirements applicable to carriers
engaged in transportation operations.
When the carrier and shipper have a
written agreement that the carrier is
responsible, in whole or in part, for
sanitary conditions during the trans-
portation operation, the carrier is re-
sponsible for the following functions as
applicable per the agreement:

(1) A carrier must ensure that vehi-
cles and transportation equipment
meet the shipper’s specifications and
are otherwise appropriate to prevent
the food from becoming unsafe during
the transportation operation.

(2) A carrier must, once the transpor-
tation operation is complete and if re-
quested by the receiver, provide the op-
erating temperature specified by the
shipper in accordance with paragraph
(b)(2) of this section and, if requested
by the shipper or receiver, demonstrate
that it has maintained temperature
conditions during the transportation
operation consistent with the oper-
ating temperature specified by the
shipper in accordance with paragraph
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(b)(2) of this section. Such demonstra-
tion may be accomplished by any ap-
propriate means agreeable to the car-
rier and shipper, such as the carrier
presenting measurements of the ambi-
ent temperature upon loading and un-
loading or time/temperature data
taken during the shipment.

(3) Before offering a vehicle or trans-
portation equipment with an auxiliary
refrigeration unit for use for the trans-
portation of food that requires tem-
perature control for safety under the
conditions of the shipment during
transportation, a carrier must pre-cool
each mechanically refrigerated cold
storage compartment as specified by
the shipper in accordance with para-
graph (b)(2) of this section.

(4) If requested by the shipper, a car-
rier that offers a bulk vehicle for food
transportation must provide informa-
tion to the shipper that identifies the
previous cargo transported in the vehi-
cle.

(5) If requested by the shipper, a car-
rier that offers a bulk vehicle for food
transportation must provide informa-
tion to the shipper that describes the
most recent cleaning of the bulk vehi-
cle.

(6) A carrier must develop and imple-
ment written procedures subject to the
records requirements of §1.912(b) that:

(i) Specify practices for cleaning,
sanitizing if necessary, and inspecting
vehicles and transportation equipment
that the carrier provides for use in the
transportation of food to maintain the
vehicles and the transportation equip-
ment in appropriate sanitary condition
as required by §1.906(b);

(ii) Describe how it will comply with
the provisions for temperature control
in paragraph (e)(2) of this section, and;

(iii) Describe how it will comply with
the provisions for the use of bulk vehi-
cles in paragraphs (e)(4) and (b) of this
section.

TRAINING

§1.910 What training requirements
apply to carriers engaged in trans-
portation operations?

(a) When the carrier and shipper have
agreed in a written contract that the
carrier is responsible, in whole or in
part, for the sanitary conditions during
transportation operations, the carrier
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must provide adequate training to per-
sonnel engaged in transportation oper-
ations that provides an awareness of
potential food safety problems that
may occur during food transportation,
basic sanitary transportation practices
to address those potential problems,
and the responsibilities of the carrier
under this part. The training must be
provided upon hiring and as needed
thereafter.

(b) Carriers must establish and main-
tain records documenting the training
described in paragraph (a) of this sec-
tion. Such records must include the
date of the training, the type of train-
ing, and the person(s) trained. These
records are subject to the records re-
quirements of §1.912(c).

RECORDS

§1.912 What record retention and
other records requirements apply
to shippers, receivers, loaders, and
carriers engaged in transportation
operations?

(a) Shippers must retain records:

(1) That demonstrate that they pro-
vide specifications and operating tem-
peratures to carriers as required by
§1.908(b)(1) and (2) as a regular part of
their transportation operations for a
period of 12 months beyond the termi-
nation of the agreements with the car-
riers.

(2) Of written agreements and the
written procedures required by
§1.908(b)(3), (4), and (b), for a period of
12 months beyond when the agreements
and procedures are in use in their
transportation operations.

(b) Carriers must retain records of
the written procedures required by
§1.908(e)(6) for a period of 12 months be-
yond when the agreements and proce-
dures are in use in their transportation
operations.

(c) Carriers must retain training
records required by §1.910(b) for a pe-
riod of 12 months beyond when the per-
son identified in any such records stops
performing the duties for which the
training was provided.

(d) Any person subject to this subpart
must retain any other written agree-
ments assigning tasks in compliance
with this subpart for a period of 12
months beyond the termination of the
agreements.
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