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death to humans or animals, each person (ex-
cluding farms and restaurants) who manufac-
tures, processes, packs, distributes, receives, 
holds, or imports such article shall, at the re-
quest of an officer or employee duly designated 
by the Secretary, permit such officer or em-
ployee, upon presentation of appropriate creden-
tials and a written notice to such person, at rea-
sonable times and within reasonable limits and 
in a reasonable manner, to have access to and 
copy all records relating to such article that are 
needed to assist the Secretary in determining 
whether the food is adulterated and presents a 
threat of serious adverse health consequences or 
death to humans or animals. The requirement 
under the preceding sentence applies to all 
records relating to the manufacture, processing, 
packing, distribution, receipt, holding, or impor-
tation of such article maintained by or on behalf 
of such person in any format (including paper 
and electronic formats) and at any location. 
(b) Regulations concerning recordkeeping 

The Secretary, in consultation and coordina-
tion, as appropriate, with other Federal depart-
ments and agencies with responsibilities for reg-
ulating food safety, may by regulation establish 
requirements regarding the establishment and 
maintenance, for not longer than two years, of 
records by persons (excluding farms and res-
taurants) who manufacture, process, pack, 
transport, distribute, receive, hold, or import 
food, which records are needed by the Secretary 
for inspection to allow the Secretary to identify 
the immediate previous sources and the imme-
diate subsequent recipients of food, including its 
packaging, in order to address credible threats 
of serious adverse health consequences or death 
to humans or animals. The Secretary shall take 
into account the size of a business in promul-
gating regulations under this section. 
(c) Protection of sensitive information 

The Secretary shall take appropriate meas-
ures to ensure that there are in effect effective 
procedures to prevent the unauthorized disclo-
sure of any trade secret or confidential informa-
tion that is obtained by the Secretary pursuant 
to this section. 
(d) Limitations 

This section shall not be construed—
(1) to limit the authority of the Secretary to 

inspect records or to require establishment 
and maintenance of records under any other 
provision of this chapter; 

(2) to authorize the Secretary to impose any 
requirements with respect to a food to the ex-
tent that it is within the exclusive jurisdic-
tion of the Secretary of Agriculture pursuant 
to 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.); 

(3) to have any legal effect on section 552 of 
title 5 or section 1905 of title 18; or 

(4) to extend to recipes for food, financial 
data, pricing data, personnel data, research 
data, or sales data (other than shipment data 
regarding sales). 

(June 25, 1938, ch. 675, § 414, as added Pub. L. 
107–188, title III, § 306(a), June 12, 2002, 116 Stat. 
669.) 

REFERENCES IN TEXT 

The Federal Meat Inspection Act, referred to in sub-
sec. (d)(2), is titles I to IV of act Mar. 4, 1907, ch. 2907, 
as added Pub. L. 90–201, Dec. 15, 1967, 81 Stat. 584, and 
amended, which are classified generally to subchapters 
I to IV (§ 601 et seq.) of chapter 12 of this title. For com-
plete classification of this Act to the Code, see Short 
Title note set out under section 601 of this title and Ta-
bles. 

The Poultry Products Inspection Act, referred to in 
subsec. (d)(2), is Pub. L. 85–172, Aug. 28, 1957, 71 Stat. 
441, as amended, which is classified generally to chap-
ter 10 (§ 451 et seq.) of this title. For complete classi-
fication of this Act to the Code, see Short Title note 
set out under section 451 of this title and Tables. 

The Egg Products Inspection Act, referred to in sub-
sec. (d)(2), is Pub. L. 91–597, Dec. 29, 1970, 84 Stat. 1620, 
as amended, which is classified generally to chapter 15 
(§ 1031 et seq.) of this title. For complete classification 
of this Act to the Code, see Short Title note set out 
under section 1031 of this title and Tables. 

EXPEDITED RULEMAKING 

Pub. L. 107–188, title III, § 306(d), June 12, 2002, 116 
Stat. 670, provided that: ‘‘Not later than 18 months 
after the date of the enactment of this Act [June 12, 
2002], the Secretary shall promulgate proposed and 
final regulations establishing recordkeeping require-
ments under subsection 414(b) of the Federal Food, 
Drug, and Cosmetic Act [21 U.S.C. 350c(b)] (as added by 
subsection (a)).’’

SECTION REFERRED TO IN OTHER SECTIONS 

This section is referred to in sections 331, 374 of this 
title. 

§ 350d. Registration of food facilities 
(a) Registration 

(1) In general 
The Secretary shall by regulation require 

that any facility engaged in manufacturing, 
processing, packing, or holding food for con-
sumption in the United States be registered 
with the Secretary. To be registered—

(A) for a domestic facility, the owner, op-
erator, or agent in charge of the facility 
shall submit a registration to the Secretary; 
and 

(B) for a foreign facility, the owner, oper-
ator, or agent in charge of the facility shall 
submit a registration to the Secretary and 
shall include with the registration the name 
of the United States agent for the facility. 

(2) Registration 
An entity (referred to in this section as the 

‘‘registrant’’) shall submit a registration 
under paragraph (1) to the Secretary con-
taining information necessary to notify the 
Secretary of the name and address of each fa-
cility at which, and all trade names under 
which, the registrant conducts business and, 
when determined necessary by the Secretary 
through guidance, the general food category 
(as identified under section 170.3 of title 21, 
Code of Federal Regulations) of any food man-
ufactured, processed, packed, or held at such 
facility. The registrant shall notify the Sec-
retary in a timely manner of changes to such 
information. 
(3) Procedure 

Upon receipt of a completed registration de-
scribed in paragraph (1), the Secretary shall 

VerDate Mar 21 2002 12:14 Aug 06, 2004 Jkt 000000 PO 00000 Frm 00113 Fmt 5800 Sfmt 5800 C:\LRC\WORK\USC21.02 MCWDEV



Page 114TITLE 21—FOOD AND DRUGS§ 351

notify the registrant of the receipt of such 
registration and assign a registration number 
to each registered facility. 
(4) List 

The Secretary shall compile and maintain 
an up-to-date list of facilities that are reg-
istered under this section. Such list and any 
registration documents submitted pursuant to 
this subsection shall not be subject to disclo-
sure under section 552 of title 5. Information 
derived from such list or registration docu-
ments shall not be subject to disclosure under 
section 552 of title 5 to the extent that it dis-
closes the identity or location of a specific 
registered person. 

(b) Facility 
For purposes of this section: 

(1) The term ‘‘facility’’ includes any factory, 
warehouse, or establishment (including a fac-
tory, warehouse, or establishment of an im-
porter) that manufactures, processes, packs, 
or holds food. Such term does not include 
farms; restaurants; other retail food establish-
ments; nonprofit food establishments in which 
food is prepared for or served directly to the 
consumer; or fishing vessels (except such ves-
sels engaged in processing as defined in sec-
tion 123.3(k) of title 21, Code of Federal Regu-
lations). 

(2) The term ‘‘domestic facility’’ means a fa-
cility located in any of the States or Terri-
tories. 

(3)(A) The term ‘‘foreign facility’’ means a 
facility that manufacturers, processes, packs, 
or holds food, but only if food from such facil-
ity is exported to the United States without 
further processing or packaging outside the 
United States. 

(B) A food may not be considered to have un-
dergone further processing or packaging for 
purposes of subparagraph (A) solely on the 
basis that labeling was added or that any simi-
lar activity of a de minimis nature was carried 
out with respect to the food. 

(c) Rule of construction 
Nothing in this section shall be construed to 

authorize the Secretary to require an applica-
tion, review, or licensing process. 

(June 25, 1938, ch. 675, § 415, as added Pub. L. 
107–188, title III, § 305(a), June 12, 2002, 116 Stat. 
667.) 

REGULATIONS 

Pub. L. 107–188, title III, § 305(e), June 12, 2002, 116 
Stat. 669, provided that: ‘‘Not later than 18 months 
after the date of the enactment of this Act [June 12, 
2002], the Secretary of Health and Human Services shall 
promulgate proposed and final regulations for the re-
quirement of registration under section 415 of the Fed-
eral Food, Drug, and Cosmetic Act [21 U.S.C. 350d] (as 
added by subsection (a) of this section). Such require-
ment of registration takes effect—

‘‘(1) upon the effective date of such final regula-
tions; or 

‘‘(2) upon the expiration of such 18-month period if 
the final regulations have not been made effective as 
of the expiration of such period, subject to compli-
ance with the final regulations when the final regula-
tions are made effective.’’

ELECTRONIC FILING 

Pub. L. 107–188, title III, § 305(d), June 12, 2002, 116 
Stat. 668, provided that: ‘‘For the purpose of reducing 

paperwork and reporting burdens, the Secretary of 
Health and Human Services may provide for, and en-
courage the use of, electronic methods of submitting to 
the Secretary registrations required pursuant to this 
section [enacting this section, amending sections 331 
and 381 of this title, and enacting provisions set out as 
a note under this section]. In providing for the elec-
tronic submission of such registrations, the Secretary 
shall ensure adequate authentication protocols are 
used to enable identification of the registrant and vali-
dation of the data as appropriate.’’

SECTION REFERRED TO IN OTHER SECTIONS 

This section is referred to in sections 331, 381 of this 
title.

SUBCHAPTER V—DRUGS AND DEVICES

PART A—DRUGS AND DEVICES 

§ 351. Adulterated drugs and devices 
A drug or device shall be deemed to be adulter-

ated—
(a) Poisonous, insanitary, etc., ingredients; ade-

quate controls in manufacture 
(1) If it consists in whole or in part of any 

filthy, putrid, or decomposed substance; or 
(2)(A) if it has been prepared, packed, or held 
under insanitary conditions whereby it may 
have been contaminated with filth, or whereby 
it may have been rendered injurious to health; 
or (B) if it is a drug and the methods used in, or 
the facilities or controls used for, its manufac-
ture, processing, packing, or holding do not con-
form to or are not operated or administered in 
conformity with current good manufacturing 
practice to assure that such drug meets the re-
quirements of this chapter as to safety and has 
the identity and strength, and meets the quality 
and purity characteristics, which it purports or 
is represented to possess; or (C) if it is a com-
pounded positron emission tomography drug and 
the methods used in, or the facilities and con-
trols used for, its compounding, processing, 
packing, or holding do not conform to or are not 
operated or administered in conformity with the 
positron emission tomography compounding 
standards and the official monographs of the 
United States Pharmacopoeia to assure that 
such drug meets the requirements of this chap-
ter as to safety and has the identity and 
strength, and meets the quality and purity char-
acteristics, that it purports or is represented to 
possess; or (3) if its container is composed, in 
whole or in part, of any poisonous or deleterious 
substance which may render the contents inju-
rious to health; or (4) if (A) it bears or contains, 
for purposes of coloring only, a color additive 
which is unsafe within the meaning of section 
379e(a) of this title, or (B) it is a color additive 
the intended use of which in or on drugs or de-
vices is for purposes of coloring only and is un-
safe within the meaning of section 379e(a) of this 
title; or (5) if it is a new animal drug which is 
unsafe within the meaning of section 360b of this 
title; or (6) if it is an animal feed bearing or con-
taining a new animal drug, and such animal feed 
is unsafe within the meaning of section 360b of 
this title. 
(b) Strength, quality, or purity differing from of-

ficial compendium 
If it purports to be or is represented as a drug 

the name of which is recognized in an official 
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