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additional third-party certification
bodies. The accreditation of third-
party certification bodies that oc-
curred prior to an accreditation body’s
suspension, as well as food or facility
certifications issued by such third-
party certification bodies, would re-
main in effect.

(3) If payment is not received within
90 days of the payment due date, FDA
will revoke the accreditation body’s
recognition under §1.634(a)(4)(iii), and
provide notice of such revocation in ac-
cordance with §1.634.

(c) An accredited third-party certifi-
cation body that fails to submit its an-
nual fee within 30 days of the due date
will have its accreditation suspended.

(1) FDA will notify the third-party
certification body that its accredita-
tion is suspended, electronically and in
English. FDA will notify a recognized
accreditation body, electronically and
in English, if the accreditation of one if
its third-party certification bodies is
suspended. FDA will notify the public
of the suspension on the Web site de-
scribed in §1.690.

(2) While a third-party certification
body’s accreditation is suspended, the
third-party certification body will not
be able to issue food or facility certifi-
cations. A food or facility certification
issued by a third-party certification
body prior to the suspension of the
auditor/certification body accredita-
tion will remain in effect.

(3) If payment is not received within
90 days of the payment due date, FDA
will withdraw the third-party certifi-
cation body’s accreditation under
§1.664(a)(4), and provide notice of such
withdrawal in accordance with §1.664.

Subpart N [Reserved]

Subpart O—Sanitary Transpor-
tation of Human and Animal
Food

SOURCE: 81 FR 20166, Apr. 6, 2016, unless
otherwise noted.

GENERAL PROVISIONS

§1.900 Who is subject to this subpart?

(a) Except for non-covered businesses
as defined in §1.904 and as provided for
in paragraph (b) of this section, the re-
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quirements of this subpart apply to
shippers, receivers, loaders, and car-
riers engaged in transportation oper-
ations whether or not the food is being
offered for or enters interstate com-
merce. The requirements of this sub-
part apply in addition to any other re-
quirements of this chapter that are ap-
plicable to the transportation of food,
e.g., in 21 CFR parts 1, 117, 118, 225, 507,
and 589.

(b) The requirements of this subpart
do not apply to shippers, receivers,
loaders, or carriers when they are en-
gaged in transportation operations:

(1) Of food that is transshipped
through the United States to another
country; or

(2) Of food that is imported for future
export, in accordance with section
801(d)(3) of the Federal Food, Drug, and
Cosmetic Act, and that is neither con-
sumed nor distributed in the United
States; or

(3) Of food when it is located in food
facilities as defined in §1.227 of this
chapter, that are regulated exclusively,
throughout the entire facility, by the
U.S. Department of Agriculture under
the Federal Meat Inspection Act (21
U.S.C. 601 et seq.), the Poultry Products
Inspection Act (21 U.S.C. 451 et seq.), or
the Egg Products Inspection Act (21
U.S.C. 1031 et seq.).

§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.
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§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 mnot 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
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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
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
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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
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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
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.
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(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
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-
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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)(5) 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).

(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
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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
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

21 CFR Ch. | (4-1-17 Edition)

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
(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
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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
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).

§1.912
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.

(e) Shippers, receivers, loaders, and
carriers, which operate under the own-
ership or control of a single legal enti-
ty in accordance with the provisions of
§1.908(a)(5), must retain records of the
written procedures for a period of 12
months beyond when the procedures
are in use in their transportation oper-
ations.

(f) Shippers, receivers, loaders, and
carriers must make all records re-
quired by this subpart available to a
duly authorized individual promptly
upon oral or written request.

(g) All records required by this sub-
part must be kept as original records,
true copies (such as photocopies, pic-
tures, scanned copies, microfilm,
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microfiche, or other accurate reproduc-
tions of the original records), or elec-
tronic records.

(h) Records that are established or
maintained to satisfy the requirements
of this subpart and that meet the defi-
nition of electronic records in
§11.3(b)(6) of this chapter are exempt
from the requirements of part 11 of this
chapter. Records that satisfy the re-
quirements of this subpart, but that
also are required under other applica-
ble statutory provisions or regulations,
remain subject to part 11 of this chap-
ter.

(i) Except for the written procedures
required by §1.908(e)(6)(i), offsite stor-
age of records is permitted if such
records can be retrieved and provided
onsite within 24 hours of request for of-
ficial review. The written procedures
required by §1.908(e)(6)(i) must remain
onsite as long as the procedures are in
use in transportation operations. Elec-
tronic records are considered to be on-
site if they are accessible from an on-
site location.

(j) All records required by this sub-
part are subject to the disclosure re-
quirements under part 20 of this chap-
ter.

WAIVERS

§1.914 Under what circumstances will
we waive a requirement of this sub-
part?

We will waive any requirement of
this subpart with respect to any class
of persons, vehicles, food, or nonfood
products, when we determine that:

(a) The waiver will not result in the
transportation of food under conditions
that would be unsafe for human or ani-
mal health; and

(b) The waiver will not be contrary to
the public interest.

§1.916 When will we consider whether
to waive a requirement of this sub-
part?

We will consider whether to waive a
requirement of this subpart on our own
initiative or on the petition submitted
under §10.30 of this chapter by any per-
son who is subject to the requirements
of this subpart with respect to any
class of persons, vehicles, food, or
nonfood products.
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§1.918 What must be included in the
Statement of Grounds in a petition
requesting a waiver?

In addition to the requirements set
forth in §10.30 of this chapter, the
Statement of Grounds in a petition re-
questing a waiver must:

(a) Describe with particularity the
waiver requested, including the per-
sons, vehicles, food, or nonfood prod-
uct(s) to which the waiver would apply
and the requirement(s) of this subpart
to which the waiver would apply; and

(b) Present information dem-
onstrating that the waiver will not re-
sult in the transportation of food under
conditions that would be unsafe for
human or animal health and will not
be contrary to the public interest.

§1.920 What information submitted in
a petition requesting a waiver or
submitted in comments on such a
petition is publicly available?

We will presume that information
submitted in a petition requesting a
waiver and comments submitted on
such a petition does not contain infor-
mation exempt from public disclosure
under part 20 of this chapter and would
be made public as part of the docket
associated with this request.

§1.922 Who will respond to a petition
requesting a waiver?

The Director or Deputy Directors of
the Center for Food Safety and Applied
Nutrition (CFSAN) or the Center for
Veterinary Medicine (CVM), or the Di-
rector, Office of Compliance, CFSAN,
or the Director, Office of Surveillance
and Compliance, CVM, will respond to
a petition requesting a waiver.

§1.924 What process applies to a peti-
tion requesting a waiver?

(a) In general, the procedures set
forth in §10.30 of this chapter govern
our response to a petition requesting a
waiver.

(b) Under §10.30(h)(3) of this chapter,
we will publish a notice in the FEDERAL
REGISTER, requesting information and
views on a filed petition, including in-
formation and views from persons who
could be affected by the waiver if the
petition were to be granted.
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(c) Under §10.30(e)(3) of this chapter,
we will respond to the petitioner in
writing.

(1) If we grant the petition, either in
whole or in part, we will publish a no-
tice in the FEDERAL REGISTER setting
forth any waiver and the reasons for
such waiver.

(2) If we deny the petition (including
partial denials), our written response
to the petitioner will explain the rea-
son(s) for the denial.

(d) We will make readily accessible
to the public, and periodically update,
a list of filed petitions requesting waiv-
ers, including the status of each peti-
tion (for example, pending, granted, or
denied).

§1.926 Under what circumstances may
we deny a petition requesting a
waiver?

We may deny a petition requesting a
waiver if the petition does not provide
the information required under §1.918
(including the requirements of §10.30 of
this chapter), or if we determine that
the waiver could result in the transpor-
tation of food under conditions that
would be unsafe for human or animal
health, or that the waiver could be con-
trary to the public interest.

§1.928 What process will we follow
when waiving a requirement of this
subpart on our own initiative?

If we, on our own initiative, deter-
mine that a waiver is appropriate, we
will publish a notice in the FEDERAL
REGISTER setting forth the waiver and
the reasons for such waiver.

§1.930 When will a waiver that we
grant become effective?

Any waiver that we grant will be-
come effective on the date that notice
of the waiver is published in the FED-
ERAL REGISTER.

§1.932 Under what circumstances may
we modify or revoke a waiver?

We may modify or revoke a waiver if
we determine that the waiver could re-
sult in the transportation of food under
conditions that would be unsafe for
human or animal health or that the
waiver could be contrary to the public
interest.

§1.980

§1.934 What procedures apply if we
determine that a waiver should be
modified or revoked?

(a) We will provide the following no-
tifications:

(1) We will notify the entity that ini-
tially requested the waiver, in writing
at the address identified in its petition,
if we determine that a waiver granted
in response to its petition should be
modified or revoked.

(2) We will publish a notice of our de-
termination that a waiver should be
modified or revoked in the FEDERAL
REGISTER. This notice will establish a
public docket so that interested parties
may submit written submissions on
our determination.

(b) We will consider timely written
submissions submitted to the public
docket from interested parties.

(c) We will publish a notice of our de-
cision in the FEDERAL REGISTER. The
effective date of the decision will be
the date of publication of the notice.

Subpart P [Reserved]

Subpart @—Administrative Deten-
tion of Drugs Intended for
Human or Animal Use

§1.980 Administrative
drugs.

(a) General. This section sets forth
the procedures for detention of drugs
believed to be adulterated or mis-
branded. Administrative detention is
intended to protect the public by pre-
venting distribution or use of drugs en-
countered during inspections that may
be adulterated or misbranded, until the
Food and Drug Administration (FDA)
has had time to consider what action it
should take concerning the drugs, and
to initiate legal action, if appropriate.
Drugs that FDA orders detained may
not be used, moved, altered, or tam-
pered with in any manner by any per-
son during the detention period, except
as authorized under paragraph (h) of
this section, until FDA terminates the
detention order under paragraph (j) of
this section, or the detention period ex-
pires, whichever occurs first.

(b) Criteria for ordering detention. Ad-
ministrative detention of drugs may be
ordered in accordance with this section

detention of
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