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request for review may not be sub-
mitted to obtain a registration num-
ber. 

(2) A request may be submitted only 
by the carrier, submitter, importer, 
owner, or ultimate consignee of the ar-
ticle. A request must identify which 
one the requestor is. 

(3) A request must be submitted in 
writing to FDA and delivered by fax or 
e-mail. The location for receipt of a re-
quest is listed at http://www.fda.gov— 
see Prior Notice. A request must in-
clude all factual and legal information 
necessary for FDA to conduct its re-
view. Only one request for review may 
be submitted for each article under 
hold. 

(4) The request must be submitted 
within 5-calendar days of the hold. 
FDA will review and respond within 5- 
calendar days of receiving the request. 

(5) If FDA determines that the article 
is not from a facility subject to the re-
quirements of section 415 of the act, it 
will notify the requestor and CBP that 
the food is no longer subject to hold 
under section 801(l) of the act. 

(k) International mail. If an article of 
food that arrives by international mail 
is from a foreign facility that is not 
registered as required under section 415 
of the act and subpart H of this part, 
the parcel will be held by CBP for 72 
hours for FDA inspection and disposi-
tion. If the article is placed under hold 
under section 801(l) of the act and there 
is a return address, the parcel may be 
returned to sender marked ‘‘No Reg-
istration—No Admission Permitted.’’ If 
the article is under hold and there is no 
return address or FDA determines that 
the article of food in the parcel appears 
to present a hazard, FDA may dispose 
of or destroy the parcel at its expense. 
If FDA does not respond within 72 
hours of the CBP hold, CBP may return 
the parcel to the sender marked ‘‘No 
Registration—No Admission Per-
mitted’’ or, if there is no return ad-
dress, destroy the parcel, at FDA ex-
pense. 

(l) Prohibitions on delivery and trans-
fer. Notwithstanding section 801(b) of 
the act, while an article of food is 
under hold under section 801(l) of the 
act, it may not be delivered to the im-
porter, owner, or ultimate consignee. If 
an article of food is no longer subject 

to hold under section 801(l) of the act, 
entry may be made in accordance with 
law and regulation. 

(m) Relationship to other admissibility 
provisions. A determination that an ar-
ticle of food is no longer subject to 
hold under section 801(l) of the act is 
different than, and may come before, 
determinations of admissibility under 
other provisions of the act or other 
U.S. laws. A determination that an ar-
ticle of food is no longer under hold 
under section 801(l) of the act does not 
mean that it will be granted admission 
under other provisions of the act or 
other U.S. laws. 

Subpart J—Establishment, Mainte-
nance, and Availability of 
Records 

SOURCE: 69 FR 71651, Dec. 9, 2004, unless 
otherwise noted. 

GENERAL PROVISIONS 

§ 1.326 Who is subject to this subpart? 
(a) Persons who manufacture, proc-

ess, pack, transport, distribute, re-
ceive, hold, or import food in the 
United States are subject to the regu-
lations in this subpart, unless you 
qualify for one of the exclusions in 
§ 1.327. If you conduct more than one 
type of activity at a location, you are 
required to keep records with respect 
to those activities covered by this sub-
part, but are not required by this sub-
part to keep records with respect to ac-
tivities that fall within one of the ex-
clusions in § 1.327. 

(b) Persons subject to the regulations 
in this subpart must keep records 
whether or not the food is being offered 
for or enters interstate commerce. 

§ 1.327 Who is excluded from all or 
part of the regulations in this sub-
part? 

(a) Farms are excluded from all of 
the requirements in this subpart. 

(b) Restaurants are excluded from all 
of the requirements in this subpart. A 
restaurant/retail facility is excluded 
from all of the requirements in this 
subpart if its sales of food it prepares 
and sells to consumers for immediate 
consumption are more than 90 percent 
of its total food sales. 
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(c) Fishing vessels, including those 
that not only harvest and transport 
fish but also engage in practices such 
as heading, eviscerating, or freezing in-
tended solely to prepare fish for hold-
ing on board a harvest vessel, are ex-
cluded from all of the requirements in 
this subpart, except §§ 1.361 and 1.363. 
However, those fishing vessels other-
wise engaged in processing fish are sub-
ject to all of the requirements in this 
subpart. For the purposes of this sec-
tion, ‘‘processing’’ means handling, 
storing, preparing, shucking, changing 
into different market forms, manufac-
turing, preserving, packing, labeling, 
dockside unloading, holding or head-
ing, eviscerating, or freezing other 
than solely to prepare fish for holding 
on board a harvest vessel. 

(d) Persons who distribute food di-
rectly to consumers are excluded from 
the requirements in § 1.345 to establish 
and maintain records to identify the 
nontransporter and transporter imme-
diate subsequent recipients as to those 
transactions. The term ‘‘consumers’’ 
does not include businesses. 

(e) Persons who operate retail food 
establishments that distribute food to 
persons who are not consumers are sub-
ject to all of the requirements in this 
subpart. However, the requirements in 
§ 1.345 to establish and maintain 
records to identify the nontransporter 
and transporter immediate subsequent 
recipients that are not consumers ap-
plies as to those transactions only to 
the extent the information is reason-
ably available. 

(1) For purposes of this section, retail 
food establishment is defined to mean 
an establishment that sells food prod-
ucts directly to consumers as its pri-
mary function. The term ‘‘consumers’’ 
does not include businesses. 

(2) A retail food establishment may 
manufacture/process, pack, or hold 
food if the establishment’s primary 
function is to sell from that establish-
ment food, including food that it man-
ufactures/processes, packs, or holds, di-
rectly to consumers. 

(3) A retail food establishment’s pri-
mary function is to sell food directly to 
consumers if the annual monetary 
value of sales of food products directly 
to consumers exceeds the annual mone-

tary value of sales of food products to 
all other buyers. 

(4) A ‘‘retail food establishment’’ in-
cludes grocery stores, convenience 
stores, and vending machine locations. 

(f) Retail food establishments that 
employ 10 or fewer full-time equivalent 
employees are excluded from all of the 
requirements in this subpart, except 
§§ 1.361 and 1.363. The exclusion is based 
on the number of full-time equivalent 
employees at each retail food estab-
lishment and not the entire business, 
which may own numerous retail stores. 

(g) Persons who manufacture, proc-
ess, pack, transport, distribute, re-
ceive, hold, or import food in the 
United States that is within the exclu-
sive jurisdiction of the U.S. Depart-
ment of Agriculture (USDA) under the 
Federal Meat Inspection Act (21 U.S.C. 
601 et seq.), the Poultry Products In-
spection Act (21 U.S.C. 451 et seq.), or 
the Egg Products Inspection Act (21 
U.S.C. 1031 et seq.) are excluded from all 
of the requirements in this subpart 
with respect to that food while it is 
under the exclusive jurisdiction of 
USDA. 

(h) Foreign persons, except for for-
eign persons who transport food in the 
United States, are excluded from all of 
the requirements of this subpart. 

(i) Persons who manufacture, proc-
ess, pack, transport, distribute, re-
ceive, hold, or import food are subject 
to §§ 1.361 and 1.363 with respect to its 
packaging (the outer packaging of food 
that bears the label and does not con-
tact the food). All other persons who 
manufacture, process, pack, transport, 
distribute, receive, hold, or import 
packaging are excluded from all of the 
requirements of this subpart. 

(j) Persons who manufacture, proc-
ess, pack, transport, distribute, re-
ceive, hold, or import food contact sub-
stances other than the finished con-
tainer that directly contacts food are 
excluded from all of the requirements 
of this subpart, except §§ 1.361 and 1.363. 

(k) Persons who place food directly in 
contact with its finished container are 
subject to all of the requirements of 
this subpart as to the finished con-
tainer that directly contacts that food. 
All other persons who manufacture, 
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process, pack, transport, distribute, re-
ceive, hold, or import the finished con-
tainer that directly contacts the food 
are excluded from the requirements of 
this subpart as to the finished con-
tainer, except §§ 1.361 and 1.363. 

(l) Nonprofit food establishments are 
excluded from all of the requirements 
in this subpart, except §§ 1.361 and 1.363. 

(m) Persons who manufacture, proc-
ess, pack, transport, distribute, re-
ceive, hold, or import food for personal 
consumption are excluded from all of 
the requirements of this subpart. 

(n) Persons who receive or hold food 
on behalf of specific individual con-
sumers and who are not also parties to 
the transaction and who are not in the 
business of distributing food are ex-
cluded from all of the requirements of 
this subpart. 

§ 1.328 What definitions apply to this 
subpart? 

The definitions of terms in section 
201 of the Federal Food, Drug, and Cos-
metic Act (the act) (21 U.S.C. 321) apply 
to such terms when used in this sub-
part. In addition, for the purposes of 
this subpart: 

Act means the Federal Food, Drug, 
and Cosmetic Act. 

Farm means a facility in one general 
physical location devoted to the grow-
ing and harvesting of crops, the raising 
of animals (including seafood), or both. 
Washing, trimming of outer leaves, and 
cooling produce are considered part of 
harvesting. The term ‘‘farm’’ includes: 

(1) Facilities that pack or hold food, 
provided that all food used in such ac-
tivities is grown, raised, or consumed 
on that farm or another farm under the 
same ownership; and 

(2) Facilities that manufacture/proc-
ess food, provided that all food used in 
such activities is consumed on that 
farm or another farm under the same 
ownership. 

Food has the meaning given in sec-
tion 201(f) of the act. Examples of food 
include, but are not limited to fruits; 
vegetables; fish; dairy products; eggs; 
raw agricultural commodities for use 
as food or as components of food; ani-
mal feed, including pet food; food and 
feed ingredients and additives, includ-
ing substances that migrate into food 
from the finished container and other 

articles that contact food; dietary sup-
plements and dietary ingredients; in-
fant formula; beverages, including al-
coholic beverages and bottled water; 
live food animals; bakery goods; snack 
foods; candy; and canned foods. 

Full-time equivalent employee means 
all individuals employed by the person 
claiming the exemption. 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 person and 
of all of its affiliates by the number of 
hours of work in 1 year, 2,080 hours 
(i.e., 40 hours × 52 weeks). 

Holding means storage of food. Hold-
ing facilities include warehouses, cold 
storage facilities, storage silos, grain 
elevators, and liquid storage tanks. 

Manufacturing/processing means mak-
ing food from one or more ingredients, 
or synthesizing, preparing, treating, 
modifying, or manipulating food, in-
cluding food crops or ingredients. Ex-
amples of manufacturing/processing ac-
tivities are cutting, peeling, trimming, 
washing, waxing, eviscerating, ren-
dering, cooking, baking, freezing, cool-
ing, pasteurizing, homogenizing, mix-
ing, formulating, bottling, milling, 
grinding, extracting juice, distilling, 
labeling, or packaging. 

Nonprofit food establishment means a 
charitable entity that prepares or 
serves food directly to the consumer or 
otherwise provides food or meals for 
consumption by humans or animals in 
the United States. The term includes 
central food banks, soup kitchens, and 
nonprofit food delivery services. To be 
considered a nonprofit food establish-
ment, the establishment must meet the 
terms of section 501(c)(3) of the U.S. In-
ternal Revenue Code (26 U.S.C. 
501(c)(3)). 

Nontransporter means a person who 
owns food or who holds, manufactures, 
processes, packs, imports, receives, or 
distributes food for purposes other 
than transportation. 

Nontransporter immediate previous 
source means a person that last had 
food before transferring it to another 
nontransporter. 

Nontransporter immediate subsequent 
recipient means a nontransporter that 
acquires food from another nontrans-
porter. 
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Packaging means the outer packaging 
of food that bears the label and does 
not contact the food. Packaging does 
not include food contact substances as 
they are defined in section 409(h)(6) of 
the act (21 U.S.C. 348(h)(6)). 

Person includes individual, partner-
ship, corporation, and association. 

Recipe means the formula, including 
ingredients, quantities, and instruc-
tions, necessary to manufacture a food 
product. Because a recipe must have all 
three elements, a list of the ingredients 
used to manufacture a product without 
quantity information and manufac-
turing instructions is not a recipe. 

Restaurant means a facility that pre-
pares and sells food directly to con-
sumers for immediate consumption. 
‘‘Restaurant’’ does not include facili-
ties that provide food to interstate 
conveyances, central kitchens, and 
other similar facilities that do not pre-
pare and serve food directly to con-
sumers. 

(1) Facilities in which food is directly 
provided to humans, such as cafeterias, 
lunchrooms, cafes, bistros, fast food es-
tablishments, food stands, saloons, tav-
erns, bars, lounges, catering facilities, 
hospital kitchens, day care kitchens, 
and nursing home kitchens, are res-
taurants. 

(2) Pet shelters, kennels, and veteri-
nary facilities in which food is directly 
provided to animals are restaurants. 

Transporter means a person who has 
possession, custody, or control of an 
article of food in the United States for 
the sole purpose of transporting the 
food, whether by road, rail, water, or 
air. Transporter also includes a foreign 
person that transports food in the 
United States, regardless of whether 
that foreign person has possession, cus-
tody, or control of that food for the 
sole purpose of transporting that food. 

Transporter’s immediate previous source 
means a person from whom a trans-
porter received food. This source can be 
either another transporter or a non-
transporter. 

Transporter’s immediate subsequent re-
cipient means a person to whom a 
transporter delivered food. This recipi-
ent can be either another transporter 
or a nontransporter. 

You means a person subject to this 
subpart under § 1.326. 

§ 1.329 Do other statutory provisions 
and regulations apply? 

(a) In addition to the regulations in 
this subpart, you must comply with all 
other applicable statutory provisions 
and regulations related to the estab-
lishment and maintenance of records 
for foods except as described in para-
graph (b) of this section. For example, 
the regulations in this subpart are in 
addition to existing recordkeeping reg-
ulations for low acid canned foods, 
juice, seafood, infant formula, color ad-
ditives, bottled water, animal feed, and 
medicated animal feed. 

(b) Records established or maintained 
to satisfy the requirements of this sub-
part that meet the definition of elec-
tronic records in § 11.3(b)(6) (21 CFR 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 are 
also required under other applicable 
statutory provisions or regulations re-
main subject to part 11 of this chapter. 

§ 1.330 Can existing records satisfy the 
requirements of this subpart? 

The regulations in this subpart do 
not require duplication of existing 
records if those records contain all of 
the information required by this sub-
part. If a covered person keeps records 
of all of the information as required by 
this subpart to comply with other Fed-
eral, State, or local regulations, or for 
any other reason, then those records 
may be used to meet these require-
ments. Moreover, persons do not have 
to keep all of the information required 
by this rule in one set of records. If 
they have records containing some of 
the required information, they may 
keep those existing records and keep, 
either separately or in a combined 
form, any new information required by 
this rule. There is no obligation to cre-
ate an entirely new record or compila-
tion of records containing both exist-
ing and new information, even if the 
records containing some of the re-
quired information were not created at 
the time the food was received or re-
leased. 
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REQUIREMENTS FOR NONTRANSPORTERS 
TO ESTABLISH AND MAINTAIN RECORDS 
TO IDENTIFY THE NONTRANSPORTER 
AND TRANSPORTER IMMEDIATE PRE-
VIOUS SOURCES OF FOOD 

§ 1.337 What information must non-
transporters establish and maintain 
to identify the nontransporter and 
transporter immediate previous 
sources of food? 

(a) If you are a nontransporter, you 
must establish and maintain the fol-
lowing records for all food you receive: 

(1) The name of the firm, address, 
telephone number and, if available, the 
fax number and e-mail address of the 
nontransporter immediate previous 
source, whether domestic or foreign; 

(2) An adequate description of the 
type of food received, to include brand 
name and specific variety (e.g., brand x 
cheddar cheese, not just cheese; or ro-
maine lettuce, not just lettuce); 

(3) The date you received the food; 
(4) For persons who manufacture, 

process, or pack food, the lot or code 
number or other identifier of the food 
(to the extent this information exists); 

(5) The quantity and how the food is 
packaged (e.g., 6 count bunches, 25 
pound (lb) carton, 12 ounce (oz) bottle, 
100 gallon (gal) tank); and 

(6) The name of the firm, address, 
telephone number, and, if available, 
the fax number and e-mail address of 
the transporter immediate previous 
source (the transporter who trans-
ported the food to you). 

REQUIREMENTS FOR NONTRANSPORTERS 
TO ESTABLISH AND MAINTAIN RECORDS 
TO IDENTIFY THE NONTRANSPORTER 
AND TRANSPORTER IMMEDIATE SUBSE-
QUENT RECIPIENTS OF FOOD 

§ 1.345 What information must non-
transporters establish and maintain 
to identify the nontransporter and 
transporter immediate subsequent 
recipients of food? 

(a) If you are a nontransporter, you 
must establish and maintain the fol-
lowing records for food you release: 

(1) The name of the firm, address, 
telephone number, and, if available, 
the fax number and e-mail address of 
the nontransporter immediate subse-
quent recipient, whether domestic or 
foreign; 

(2) An adequate description of the 
type of food released, to include brand 
name and specific variety (e.g., brand x 
cheddar cheese, not just cheese; or ro-
maine lettuce, not just lettuce); 

(3) The date you released the food; 
(4) For persons who manufacture, 

process, or pack food, the lot or code 
number or other identifier of the food 
(to the extent this information exists); 

(5) The quantity and how the food is 
packaged (e.g., 6 count bunches, 25 lb 
carton, 12 oz bottle, 100 gal tank); 

(6) The name of the firm, address, 
telephone number, and, if available, 
the fax number and e-mail address of 
the transporter immediate subsequent 
recipient (the transporter who trans-
ported the food from you); and 

(b) Your records must include infor-
mation reasonably available to you to 
identify the specific source of each in-
gredient used to make every lot of fin-
ished product. 

REQUIREMENTS FOR TRANSPORTERS TO 
ESTABLISH AND MAINTAIN RECORDS 

§ 1.352 What information must trans-
porters establish and maintain? 

If you are a transporter, you must es-
tablish and maintain the following 
records for each food you transport in 
the United States. You may fulfill this 
requirement by either: 

(a) Establishing and maintaining the 
following records: 

(1) Names of the transporter’s imme-
diate previous source and transporter’s 
immediate subsequent recipient; 

(2) Origin and destination points; 
(3) Date shipment received and date 

released; 
(4) Number of packages; 
(5) Description of freight; 
(6) Route of movement during the 

time you transported the food; and 
(7) Transfer point(s) through which 

shipment moved; or 
(b) Establishing and maintaining 

records containing the following infor-
mation currently required by the De-
partment of Transportation’s Federal 
Motor Carrier Safety Administration 
(of roadway interstate transporters (49 
CFR 373.101 and 373.103) as of December 
9, 2004: 

(1) Names of consignor and consignee; 
(2) Origin and destination points; 
(3) Date of shipment; 
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(4) Number of packages; 
(5) Description of freight; 
(6) Route of movement and name of 

each carrier participating in the trans-
portation; and 

(7) Transfer points through which 
shipment moved; or 

(c) Establishing and maintaining 
records containing the following infor-
mation currently required by the De-
partment of Transportation’s Surface 
Transportation Board of rail and water 
interstate transporters (49 CFR 1035.1 
and 1035.2) as of December 9, 2004: 

(1) Date received; 
(2) Received from; 
(3) Consigned to; 
(4) Destination; 
(5) State of; 
(6) County of; 
(7) Route; 
(8) Delivering carrier; 
(9) Car initial; 
(10) Car no; 
(11) Trailer initials/number; 
(12) Container initials/number; 
(13) No. packages; and 
(14) Description of articles; or 
(d) Establishing and maintaining 

records containing the following infor-
mation currently required by the War-
saw Convention of international air 
transporters on air waybills: 

(1) Shipper’s name and address; 
(2) Consignee’s name and address; 
(3) Customs reference/status; 
(4) Airport of departure and destina-

tion; 
(5) First carrier; and 
(6) Description of goods; or 
(e) Entering into an agreement with 

the nontransporter immediate previous 
source located in the United States 
and/or the nontransporter immediate 
subsequent recipient located in the 
United States to establish, maintain, 
or establish and maintain, the informa-
tion in § 1.352(a), (b), (c), or (d). The 
agreement must contain the following 
elements: 

(1) Effective date; 
(2) Printed names and signatures of 

authorized officials; 
(3) Description of the records to be 

established and/or maintained; 
(4) Provision for the records to be 

maintained in compliance with § 1.360, 
if the agreement provides for mainte-
nance of records; 

(5) Provision for the records to be 
available to FDA as required by § 1.361, 
if the agreement provides for mainte-
nance of records; 

(6) Acknowledgement that the non-
transporter assumes legal responsi-
bility under § 1.363 for establishing and/ 
or maintaining the records as required 
by this subpart; and 

(7) Provision that if the agreement is 
terminated in writing by either party, 
responsibility for compliance with the 
applicable establishment, mainte-
nance, and access provisions of this 
subpart reverts to the transporter as of 
the date of termination. 

GENERAL REQUIREMENTS 

§ 1.360 What are the record retention 
requirements? 

(a) You must create the required 
records when you receive and release 
food, except to the extent that the in-
formation is contained in existing 
records. 

(b) If you are a nontransporter, you 
must retain for 6 months after the 
dates you receive and release the food 
all required records for any food having 
a significant risk of spoilage, loss of 
value, or loss of palatability within 60 
days after the date you receive or re-
lease the food. 

(c) If you are a nontransporter, you 
must retain for 1 year after the dates 
you receive and release the food all re-
quired records for any food for which a 
significant risk of spoilage, loss of 
value, or loss of palatability occurs 
only after a minimum of 60 days, but 
within 6 months, after the date you re-
ceive or release the food. 

(d) If you are a nontransporter, you 
must retain for 2 years after the dates 
you receive and release the food all re-
quired records for any food for which a 
significant risk of spoilage, loss of 
value, or loss of palatability does not 
occur sooner than 6 months after the 
date you receive or release the food, in-
cluding foods preserved by freezing, de-
hydrating, or being placed in a her-
metically sealed container. 

(e) If you are a nontransporter, you 
must retain for 1 year after the dates 
you receive and release the food all re-
quired records for animal food, includ-
ing pet food. 
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(f) If you are a transporter or non-
transporter retaining records on behalf 
of a transporter, you must retain for 6 
months after the dates you receive and 
release the food all required records for 
any food having a significant risk of 
spoilage, loss of value, or loss of palat-
ability within 60 days after the date 
the transporter receives or releases the 
food. If you are a transporter, or non-
transporter retaining records on behalf 
of a transporter, you must retain for 1 
year after the dates you receive and re-
lease the food, all required records for 
any food for which a significant risk of 
spoilage, loss of value, or loss of palat-
ability occurs only after a minimum of 
60 days after the date the transporter 
receives or releases the food. 

(g) You must retain all records at the 
establishment where the covered ac-
tivities described in the records oc-
curred (onsite) or at a reasonably ac-
cessible location. 

(h) The maintenance of electronic 
records is acceptable. Electronic 
records are considered to be onsite if 
they are accessible from an onsite loca-
tion. 

§ 1.361 What are the record avail-
ability requirements? 

When FDA has a reasonable belief 
that an article of food, and any other 
article of food that FDA reasonably be-
lieves is likely to be affected in a simi-
lar manner, is adulterated and presents 
a threat of serious adverse health con-
sequences or death to humans or ani-
mals, or when FDA believes that there 
is a reasonable probability that the use 
of or exposure to an article of food, and 
any other article of food that FDA rea-
sonably believes is likely to be affected 
in a similar manner, will cause serious 
adverse health consequences or death 
to humans or animals, any records and 
other information accessible to FDA 
under section 414 or 704(a) of the Fed-
eral Food, Drug, and Cosmetic Act (21 
U.S.C. 350c and 374(a)) must be made 
readily available for inspection and 
photocopying or other means of repro-
duction. Such records and other infor-
mation must be made available as soon 
as possible, not to exceed 24 hours from 
the time of receipt of the official re-
quest, from an officer or employee duly 
designated by the Secretary of Health 

and Human Services who presents ap-
propriate credentials and a written no-
tice. 

[77 FR 10662, Feb. 23, 2012] 

§ 1.362 What records are excluded 
from this subpart? 

The establishment and maintenance 
of records as required by this subpart 
does not extend to recipes for food as 
defined in § 1.328; financial data, pricing 
data, personnel data, research data, or 
sales data (other than shipment data 
regarding sales). 

§ 1.363 What are the consequences of 
failing to establish or maintain 
records or make them available to 
FDA as required by this subpart? 

(a) The failure to establish or main-
tain records as required by section 
414(b) of the act and this regulation or 
the refusal to permit access to or 
verification or copying of any such re-
quired record is a prohibited act under 
section 301 of the act. 

(b) The failure of a nontransporter 
immediate previous source or a non-
transporter immediate subsequent re-
cipient who enters an agreement under 
§ 1.352(e) to establish, maintain, or es-
tablish and maintain, records required 
under § 1.352(a), (b), (c), or (d), or the re-
fusal to permit access to or 
verification or copying of any such re-
quired record, is a prohibited act under 
section 301 of the act. 

(c) The failure of any person to make 
records or other information available 
to FDA as required by section 414 or 
704(a) of the act and this regulation is 
a prohibited act under section 301 of 
the act. 

[69 FR 71651, Dec. 9, 2004, as amended at 70 
FR 8726, Feb. 23, 2005] 

COMPLIANCE DATES 

§ 1.368 What are the compliance dates 
for this subpart? 

The compliance date for the require-
ments in this subpart is December 9, 
2005. However, the compliance dates for 
small and very small businesses are 
contained in paragraphs (a) and (b) of 
this section. The size of the business is 
determined using the total number of 
full-time equivalent employees in the 
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entire business, not each individual lo-
cation or establishment. A full-time 
employee counts as one full-time 
equivalent employee. Two part-time 
employees, each working half time, 
count as one full-time equivalent em-
ployee. 

(a) The compliance date for the re-
quirements in this subpart is June 9, 
2006, for small businesses employing 
fewer that 500, but more than 10 full- 
time equivalent employees. 

(b) The compliance date for the re-
quirements in this subpart is December 
11, 2006, for very small businesses that 
employ 10 or fewer full-time equivalent 
employees. 

[69 FR 71651, Dec. 9, 2004, as amended at 70 
FR 8727, Feb. 23, 2005] 

Subpart K—Administrative Deten-
tion of Food for Human or Ani-
mal Consumption 

SOURCE: 69 FR 31701, June 4, 2004, unless 
otherwise noted. 

GENERAL PROVISIONS 

§ 1.377 What definitions apply to this 
subpart? 

The definitions of terms that appear 
in section 201 of the act (21 U.S.C. 321) 
apply when the terms are used in this 
subpart. In addition, for the purposes 
of this subpart: 

Act means the Federal Food, Drug, 
and Cosmetic Act. 

Authorized FDA representative means 
an FDA District Director in whose dis-
trict the article of food involved is lo-
cated or an FDA official senior to such 
director. 

Calendar day means every day shown 
on the calendar. 

Food has the meaning given in sec-
tion 201(f) of the act (21 U.S.C. 321(f)). 
Examples of food include, but are not 
limited to, fruits, vegetables, fish, 
dairy products, eggs, raw agricultural 
commodities for use as food or compo-
nents of food, animal feed, including 
pet food, food and feed ingredients and 
additives, including substances that 
migrate into food from food packaging 
and other articles that contact food, 
dietary supplements and dietary ingre-
dients, infant formula, beverages, in-
cluding alcoholic beverages and bottled 

water, live food animals, bakery goods, 
snack foods, candy, and canned foods. 

Perishable food means food that is not 
heat-treated; not frozen; and not other-
wise preserved in a manner so as to 
prevent the quality of the food from 
being adversely affected if held longer 
than 7 calendar days under normal 
shipping and storage conditions. 

We means the U.S. Food and Drug 
Administration (FDA). 

Working day means any day from 
Monday through Friday, excluding 
Federal holidays. 

You means any person who received 
the detention order or that person’s 
representative. 

§ 1.378 What criteria does FDA use to 
order a detention? 

An officer or qualified employee of 
FDA may order the detention of any 
article of food that is found during an 
inspection, examination, or investiga-
tion under the act if the officer or 
qualified employee has reason to be-
lieve that the article of food is adulter-
ated or misbranded. 

[76 FR 25541, May 5, 2011] 

§ 1.379 How long may FDA detain an 
article of food? 

(a) FDA may detain an article of food 
for a reasonable period that may not 
exceed 20 calendar days after the deten-
tion order is issued. However, an arti-
cle may be detained for 10 additional 
calendar days if a greater period of 
time is required to institute a seizure 
or injunction action. The authorized 
FDA representative may approve the 
additional 10-calendar day detention 
period at the time the detention order 
is issued, or at any time within the 20- 
calendar day period by amending the 
detention order. 

(b) The entire detention period may 
not exceed 30 calendar days. 

(c) An authorized FDA representative 
may, in accordance with § 1.384, termi-
nate a detention order before the expi-
ration of the detention period. 

§ 1.380 Where and under what condi-
tions must the detained article of 
food be held? 

(a) You must hold the detained arti-
cle of food in the location and under 
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