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§ 1.902 How do the criteria and defini-
tions in this subpart apply under 
the Federal Food, Drug, and Cos-
metic Act? 

(a) The criteria and definitions of 
this subpart apply in determining 
whether food is adulterated within the 
meaning of section 402(i) of the Federal 
Food, Drug, and Cosmetic Act in that 
the food has been transported or of-
fered for transport by a shipper, carrier 
by motor vehicle or rail vehicle, load-
er, or receiver engaged in transpor-
tation operations under conditions 
that are not in compliance with this 
subpart. 

(b) The failure by a shipper, carrier 
by motor vehicle or rail vehicle, load-
er, or receiver engaged in transpor-
tation operations to comply with the 
requirements of this subpart is a pro-
hibited act under section 301(hh) of the 
Federal Food, Drug, and Cosmetic Act. 

§ 1.904 What definitions apply to this 
subpart? 

The definitions and interpretations 
of terms in section 201 of the Federal 
Food, Drug, and Cosmetic Act are ap-
plicable to such terms when used in 
this part. The following definitions 
also apply: 

Adequate means that which is needed 
to accomplish the intended purpose in 
keeping with good public health prac-
tice. 

Animal food means food for animals 
other than man, and includes pet food, 
animal feed, and raw materials and in-
gredients. 

Bulk vehicle means a tank truck, hop-
per truck, rail tank car, hopper car, 
cargo tank, portable tank, freight con-
tainer, or hopper bin, or any other ve-
hicle in which food is shipped in bulk, 
with the food coming into direct con-
tact with the vehicle. 

Carrier means a person who phys-
ically moves food by rail or motor ve-
hicle in commerce within the United 
States. The term carrier does not in-
clude any person who transports food 
while operating as a parcel delivery 
service. 

Cross-contact means the uninten-
tional incorporation of a food allergen 
as defined in section 201(qq) of the Fed-
eral Food, Drug, and Cosmetic Act into 
food, except animal food. 

Farm has the meaning given in § 1.227 
of this chapter. 

Food not completely enclosed by a con-
tainer means any food that is placed 
into a container in such a manner that 
it is partially open to the surrounding 
environment. Examples of such con-
tainers include an open wooden basket 
or crate, an open cardboard box, a 
vented cardboard box with a top, or a 
vented plastic bag. This term does not 
include food transported in a bulk vehi-
cle as defined in this subpart. 

Full-time equivalent employee is a term 
used to represent the number of em-
ployees of a business entity for the pur-
pose of determining whether the busi-
ness is a small business. The number of 
full-time equivalent employees is de-
termined by dividing the total number 
of hours of salary or wages paid di-
rectly to employees of the business en-
tity and of all of its affiliates and sub-
sidiaries by the number of hours of 
work in 1 year, 2,080 hours (i.e., 40 
hours x 52 weeks). If the result is not a 
whole number, round down to the next 
lowest whole number. 

Loader means a person that loads 
food onto a motor or rail vehicle dur-
ing transportation operations. 

Non-covered business means a shipper, 
loader, receiver, or carrier engaged in 
transportation operations that has less 
than $500,000, as adjusted for inflation, 
in average annual revenues, calculated 
on a rolling basis, during the 3-year pe-
riod preceding the applicable calendar 
year. For the purpose of determining 
an entity’s 3-year average revenue 
threshold as adjusted for inflation, the 
baseline year for calculating the ad-
justment for inflation is 2011. 

Operating temperature means a tem-
perature sufficient to ensure that 
under foreseeable circumstances of 
temperature variation during trans-
port, e.g., seasonal conditions, refrig-
eration unit defrosting, multiple vehi-
cle loading and unloading stops, the op-
eration will meet the requirements of 
§ 1.908(a)(3). 

Pest means any objectionable ani-
mals or insects including birds, ro-
dents, flies, and larvae. 

Receiver means any person who re-
ceives food at a point in the United 
States after transportation, whether or 
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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. 

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 

VerDate Sep<11>2014 14:33 Jun 27, 2023 Jkt 259071 PO 00000 Frm 00127 Fmt 8010 Sfmt 8010 Q:\21\21V1.TXT PC31sf
ra

tti
ni

 o
n 

LA
P

C
K

6H
6L

3 
w

ith
 D

IS
T

IL
LE

R


		Superintendent of Documents
	2023-11-02T14:21:15-0400
	Government Publishing Office, Washington, DC 20401
	Government Publishing Office
	Government Publishing Office attests that this document has not been altered since it was disseminated by Government Publishing Office




