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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.’’ 

§ 350e. Sanitary transportation practices 

(a) Definitions 

In this section: 

(1) Bulk vehicle 

The term ‘‘bulk vehicle’’ includes a tank 
truck, hopper truck, rail tank car, hopper car, 
cargo tank, portable tank, freight container, 
or hopper bin, and any other vehicle in which 
food is shipped in bulk, with the food coming 
into direct contact with the vehicle. 

(2) Transportation 

The term ‘‘transportation’’ means any move-
ment in commerce by motor vehicle or rail ve-
hicle. 

(b) Regulations 

The Secretary shall by regulation require 
shippers, carriers by motor vehicle or rail vehi-
cle, receivers, and other persons engaged in the 
transportation of food to use sanitary transpor-
tation practices prescribed by the Secretary to 
ensure that food is not transported under condi-
tions that may render the food adulterated. 

(c) Contents 

The regulations under subsection (b) of this 
section shall— 

(1) prescribe such practices as the Secretary 
determines to be appropriate relating to— 

(A) sanitation; 
(B) packaging, isolation, and other protec-

tive measures; 
(C) limitations on the use of vehicles; 
(D) information to be disclosed— 

(i) to a carrier by a person arranging for 
the transport of food; and 

(ii) to a manufacturer or other person 
that— 

(I) arranges for the transportation of 
food by a carrier; or 

(II) furnishes a tank vehicle or bulk ve-
hicle for the transportation of food; and 

(E) recordkeeping; and 

(2) include— 
(A) a list of nonfood products that the Sec-

retary determines may, if shipped in a bulk 
vehicle, render adulterated food that is sub-
sequently transported in the same vehicle; 
and 

(B) a list of nonfood products that the Sec-
retary determines may, if shipped in a motor 
vehicle or rail vehicle (other than a tank ve-
hicle or bulk vehicle), render adulterated 
food that is simultaneously or subsequently 
transported in the same vehicle. 

(d) Waivers 

(1) In general 

The Secretary may waive any requirement 
under this section, with respect to any class of 

persons, vehicles, food, or nonfood products, if 
the Secretary determines that the waiver— 

(A) will not result in the transportation of 
food under conditions that would be unsafe 
for human or animal health; and 

(B) will not be contrary to the public in-
terest. 

(2) Publication 

The Secretary shall publish in the Federal 
Register any waiver and the reasons for the 
waiver. 

(e) Preemption 

(1) In general 

A requirement of a State or political sub-
division of a State that concerns the transpor-
tation of food is preempted if— 

(A) complying with a requirement of the 
State or political subdivision and a require-
ment of this section, or a regulation pre-
scribed under this section, is not possible; or 

(B) the requirement of the State or politi-
cal subdivision as applied or enforced is an 
obstacle to accomplishing and carrying out 
this section or a regulation prescribed under 
this section. 

(2) Applicability 

This subsection applies to transportation 
that occurs on or after the effective date of 
the regulations promulgated under subsection 
(b) of this section. 

(f) Assistance of other agencies 

The Secretary of Transportation, the Sec-
retary of Agriculture, the Administrator of the 
Environmental Protection Agency, and the 
heads of other Federal agencies, as appropriate, 
shall provide assistance on request, to the ex-
tent resources are available, to the Secretary 
for the purposes of carrying out this section. 

(June 25, 1938, ch. 675, § 416, as added Pub. L. 
109–59, title VII, § 7202(b), Aug. 10, 2005, 119 Stat. 
1911.) 

EFFECTIVE DATE 

Section effective Oct. 1, 2005, see section 7204 of Pub. 

L. 109–59, set out as an Effective Date of 2005 Amend-

ment note under section 331 of this title. 

§ 350f. Reportable food registry 

(a) Definitions 

In this section: 

(1) Responsible party 

The term ‘‘responsible party’’, with respect 
to an article of food, means a person that sub-
mits the registration under section 350d(a) of 
this title for a food facility that is required to 
register under section 350d(a) of this title, at 
which such article of food is manufactured, 
processed, packed, or held. 

(2) Reportable food 

The term ‘‘reportable food’’ means an article 
of food (other than infant formula) for which 
there is a reasonable probability that the use 
of, or exposure to, such article of food will 
cause serious adverse health consequences or 
death to humans or animals. 
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(b) Establishment 

(1) In general 

Not later than 1 year after September 27, 
2007, the Secretary shall establish within the 
Food and Drug Administration a Reportable 
Food Registry to which instances of report-
able food may be submitted by the Food and 
Drug Administration after receipt of reports 
under subsection (d), via an electronic portal, 
from— 

(A) Federal, State, and local public health 
officials; or 

(B) responsible parties. 

(2) Review by Secretary 

The Secretary shall promptly review and as-
sess the information submitted under para-
graph (1) for the purposes of identifying re-
portable food, submitting entries to the Re-
portable Food Registry, acting under sub-
section (c), and exercising other existing food 
safety authorities under this chapter to pro-
tect the public health. 

(c) Issuance of an alert by the Secretary 

(1) In general 

The Secretary shall issue, or cause to be is-
sued, an alert or a notification with respect to 
a reportable food using information from the 
Reportable Food Registry as the Secretary 
deems necessary to protect the public health. 

(2) Effect 

Paragraph (1) shall not affect the authority 
of the Secretary to issue an alert or a notifica-
tion under any other provision of this chapter. 

(d) Reporting and notification 

(1) In general 

Except as provided in paragraph (2), as soon 
as practicable, but in no case later than 24 
hours after a responsible party determines 
that an article of food is a reportable food, the 
responsible party shall— 

(A) submit a report to the Food and Drug 
Administration through the electronic por-
tal established under subsection (b) that in-
cludes the data elements described in sub-
section (e) (except the elements described in 
paragraphs (8), (9), and (10) of such sub-
section); and 

(B) investigate the cause of the adultera-
tion if the adulteration of the article of food 
may have originated with the responsible 
party. 

(2) No report required 

A responsible party is not required to submit 
a report under paragraph (1) if— 

(A) the adulteration originated with the 
responsible party; 

(B) the responsible party detected the 
adulteration prior to any transfer to another 
person of such article of food; and 

(C) the responsible party— 
(i) corrected such adulteration; or 
(ii) destroyed or caused the destruction 

of such article of food. 

(3) Reports by public health officials 

A Federal, State, or local public health offi-
cial may submit a report about a reportable 

food to the Food and Drug Administration 
through the electronic portal established 
under subsection (b) that includes the data 
elements described in subsection (e) that the 
official is able to provide. 

(4) Report number 

The Secretary shall ensure that, upon sub-
mission of a report under paragraph (1) or (3), 
a unique number is issued through the elec-
tronic portal established under subsection (b) 
to the person submitting such report, by 
which the Secretary is able to link reports 
about the reportable food submitted and 
amended under this subsection and identify 
the supply chain for such reportable food. 

(5) Review 

The Secretary shall promptly review a re-
port submitted under paragraph (1) or (3). 

(6) Response to report submitted by a respon-
sible party 

After consultation with the responsible 
party that submitted a report under paragraph 
(1), the Secretary may require such respon-
sible party to perform, as soon as practicable, 
but in no case later than a time specified by 
the Secretary, 1 or more of the following: 

(A) Amend the report submitted by the re-
sponsible party under paragraph (1) to in-
clude the data element described in sub-
section (e)(9). 

(B) Provide a notification— 
(i) to the immediate previous source of 

the article of food, if the Secretary deems 
necessary; 

(ii) to the immediate subsequent recipi-
ent of the article of food, if the Secretary 
deems necessary; and 

(iii) that includes— 
(I) the data elements described in sub-

section (e) that the Secretary deems nec-
essary; 

(II) the actions described under para-
graph (7) that the recipient of the notifi-
cation shall perform, as required by the 
Secretary; and 

(III) any other information that the 
Secretary may require. 

(7) Subsequent reports and notifications 

Except as provided in paragraph (8), the Sec-
retary may require a responsible party to per-
form, as soon as practicable, but in no case 
later than a time specified by the Secretary, 
after the responsible party receives a notifica-
tion under subparagraph (C) or paragraph 
(6)(B), 1 or more of the following: 

(A) Submit a report to the Food and Drug 
Administration through the electronic por-
tal established under subsection (b) that in-
cludes those data elements described in sub-
section (e) and other information that the 
Secretary deems necessary. 

(B) Investigate the cause of the adultera-
tion if the adulteration of the article of food 
may have originated with the responsible 
party. 

(C) Provide a notification— 
(i) to the immediate previous source of 

the article of food, if the Secretary deems 
necessary; 
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1 So in original. Probably should be ‘‘in section’’. 

(ii) to the immediate subsequent recipi-
ent of the article of food, if the Secretary 
deems necessary; and 

(iii) that includes— 
(I) the data elements described in sub-

section (e) that the Secretary deems nec-
essary; 

(II) the actions described under this 
paragraph that the recipient of the noti-
fication shall perform, as required by the 
Secretary; and 

(III) any other information that the 
Secretary may require. 

(8) Amended report 

If a responsible party receives a notification 
under paragraph (6)(B) or paragraph (7)(C) 
with respect to an article of food after the re-
sponsible party has submitted a report to the 
Food and Drug Administration under para-
graph (1) with respect to such article of food— 

(A) the responsible party is not required to 
submit an additional report or make a noti-
fication under paragraph (7); and 

(B) the responsible party shall amend the 
report submitted by the responsible party 
under paragraph (1) to include the data ele-
ments described in paragraph (9), and, with 
respect to both such notification and such 
report, paragraph (11) of subsection (e). 

(e) Data elements 

The data elements described in this subsection 
are the following: 

(1) The registration numbers of the respon-
sible party under section 350d(a)(3) of this 
title. 

(2) The date on which an article of food was 
determined to be a reportable food. 

(3) A description of the article of food in-
cluding the quantity or amount. 

(4) The extent and nature of the adultera-
tion. 

(5) If the adulteration of the article of food 
may have originated with the responsible 
party, the results of the investigation required 
under paragraph (1)(B) or (7)(B) of subsection 
(d), as applicable and when known. 

(6) The disposition of the article of food, 
when known. 

(7) Product information typically found on 
packaging including product codes, use-by 
dates, and names of manufacturers, packers, 
or distributors sufficient to identify the arti-
cle of food. 

(8) Contact information for the responsible 
party. 

(9) The contact information for parties di-
rectly linked in the supply chain and notified 
under paragraph (6)(B) or (7)(C) of subsection 
(d), as applicable. 

(10) The information required by the Sec-
retary to be included in a notification pro-
vided by the responsible party involved under 
paragraph (6)(B) or (7)(C) of subsection (d) or 
required in a report under subsection (d)(7)(A). 

(11) The unique number described in sub-
section (d)(4). 

(f) Coordination of Federal, State, and local ef-
forts 

(1) Department of Agriculture 

In implementing this section, the Secretary 
shall— 

(A) share information and coordinate regu-
latory efforts with the Department of Agri-
culture; and 

(B) if the Secretary receives a report sub-
mitted about a food within the jurisdiction 
of the Department of Agriculture, promptly 
provide such report to the Department of 
Agriculture. 

(2) States and localities 

In implementing this section, the Secretary 
shall work with the State and local public 
health officials to share information and coor-
dinate regulatory efforts, in order to— 

(A) help to ensure coverage of the safety of 
the food supply chain, including those food 
establishments regulated by the States and 
localities that are not required to register 
under section 350d of this title; and 

(B) reduce duplicative regulatory efforts. 

(g) Maintenance and inspection of records 

The responsible party shall maintain records 
related to each report received, notification 
made, and report submitted to the Food and 
Drug Administration under this section for 2 
years. A responsible party shall, at the request 
of the Secretary, permit inspection of such 
records as provided for section 1 350c of this title. 

(h) Request for information 

Except as provided by section 350d(a)(4) of this 
title, section 552 of title 5 shall apply to any re-
quest for information regarding a record in the 
Reportable Food Registry. 

(i) Safety report 

A report or notification under subsection (d) 
shall be considered to be a safety report under 
section 379v of this title and may be accom-
panied by a statement, which shall be part of 
any report released for public disclosure, that 
denies that the report or the notification con-
stitutes an admission that the product involved 
caused or contributed to a death, serious injury, 
or serious illness. 

(j) Admission 

A report or notification under this section 
shall not be considered an admission that the 
article of food involved is adulterated or caused 
or contributed to a death, serious injury, or seri-
ous illness. 

(k) Homeland Security notification 

If, after receiving a report under subsection 
(d), the Secretary believes such food may have 
been deliberately adulterated, the Secretary 
shall immediately notify the Secretary of 
Homeland Security. The Secretary shall make 
relevant information from the Reportable Food 
Registry available to the Secretary of Homeland 
Security. 

(June 25, 1938, ch. 675, § 417, as added Pub. L. 
110–85, title X, § 1005(b), Sept. 27, 2007, 121 Stat. 
965.) 

EFFECTIVE DATE 

Pub. L. 110–85, title X, § 1005(e), Sept. 27, 2007, 121 Stat. 

969, provided that: ‘‘The requirements of section 417(d) 

of the Federal Food, Drug, and Cosmetic Act [21 U.S.C. 
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350f(d)], as added by subsection (a) [probably should be 

(b)], shall become effective 1 year after the date of the 

enactment of this Act [Sept. 27, 2007].’’ 

FINDINGS 

Pub. L. 110–85, title X, § 1005(a), Sept. 27, 2007, 121 

Stat. 964, provided that: ‘‘Congress makes the following 

findings: 

‘‘(1) In 1994, Congress passed the Dietary Supple-

ment Health and Education Act of 1994 (Public Law 

103–417) [see Short Title of 1994 Amendments note set 

out under section 301 of this title] to provide the 

Food and Drug Administration the legal framework 

which is intended to ensure that dietary supplements 

are safe and properly labeled foods. 

‘‘(2) In 2006, Congress passed the Dietary Supple-

ment and Nonprescription Drug Consumer Protection 

Act (Public Law 109–462) [see Short Title of 2006 

Amendment note set out under section 301 of this 

title] to establish a mandatory reporting system of 

serious adverse events for nonprescription drugs and 

dietary supplements sold and consumed in the United 

States. 

‘‘(3) The adverse event reporting system created 

under the Dietary Supplement and Nonprescription 

Drug Consumer Protection Act is intended to serve as 

an early warning system for potential public health 

issues associated with the use of these products. 

‘‘(4) A reliable mechanism to track patterns of 

adulteration in food would support efforts by the 

Food and Drug Administration to target limited in-

spection resources to protect the public health.’’ 

GUIDANCE 

Pub. L. 110–85, title X, § 1005(f), Sept. 27, 2007, 121 Stat. 

969, provided that: ‘‘Not later than 9 months after the 

date of the enactment of this Act [Sept. 27, 2007], the 

Secretary [of Health and Human Services] shall issue a 

guidance to industry about submitting reports to the 

electronic portal established under section 417 of the 

Federal Food, Drug, and Cosmetic Act [21 U.S.C. 350f] 

(as added by this section) and providing notifications to 

other persons in the supply chain of an article of food 

under such section 417.’’ 

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 injuri-
ous 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 
compendium, and its strength differs from, or 
its quality or purity falls below, the standard 
set forth in such compendium. Such determina-
tion as to strength, quality, or purity shall be 
made in accordance with the tests or methods of 
assay set forth in such compendium, except that 
whenever tests or methods of assay have not 
been prescribed in such compendium, or such 
tests or methods of assay as are prescribed are, 
in the judgment of the Secretary, insufficient 
for the making of such determination, the Sec-
retary shall bring such fact to the attention of 
the appropriate body charged with the revision 
of such compendium, and if such body fails with-
in a reasonable time to prescribe tests or meth-
ods of assay which, in the judgment of the Sec-
retary, are sufficient for purposes of this para-
graph, then the Secretary shall promulgate reg-
ulations prescribing appropriate tests or meth-
ods of assay in accordance with which such de-
termination as to strength, quality, or purity 
shall be made. No drug defined in an official 
compendium shall be deemed to be adulterated 
under this paragraph because it differs from the 
standard of strength, quality, or purity therefor 
set forth in such compendium, if its difference in 
strength, quality, or purity from such standard 
is plainly stated on its label. Whenever a drug is 
recognized in both the United States Pharma-
copoeia and the Homoeopathic Pharmacopoeia 
of the United States it shall be subject to the re-
quirements of the United States Pharmacopoeia 
unless it is labeled and offered for sale as a 
homoeopathic drug, in which case it shall be 
subject to the provisions of the Homoeopathic 
Pharmacopoeia of the United States and not to 
those of the United States Pharmacopoeia. 

(c) Misrepresentation of strength, etc., where 
drug is unrecognized in compendium 

If it is not subject to the provisions of para-
graph (b) of this section and its strength differs 
from, or its purity or quality falls below, that 
which it purports or is represented to possess. 
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