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kind of food, drug, device, tobacco product, or
cosmetic to which such request relates, except
that evidence obtained under this section, or
any evidence which is directly or indirectly de-
rived from such evidence, shall not be used in a
criminal prosecution of the person from whom
obtained, and except that carriers shall not be
subject to the other provisions of this chapter
by reason of their receipt, carriage, holding, or
delivery of food, drugs, devices, tobacco prod-
ucts, or cosmetics in the usual course of busi-
ness as carriers, except as provided in subsection
(b).

(b) Food transportation records

A shipper, carrier by motor vehicle or rail ve-
hicle, receiver, or other person subject to sec-
tion 350e of this title shall, on request of an offi-
cer or employee designated by the Secretary,
permit the officer or employee, at reasonable
times, to have access to and to copy all records
that the Secretary requires to be kept under
section 350e(c)(1)(E) of this title.

(June 25, 1938, ch. 675, §703, 52 Stat. 1057; Pub. L.
91-452, title II, §230, Oct. 15, 1970, 84 Stat. 930;
Pub. L. 103-80, §3(z), Aug. 13, 1993, 107 Stat. 778;
Pub. L. 109-59, title VII, §7202(c), Aug. 10, 2005,
119 Stat. 1913; Pub. L. 111-31, div. A, title I,
§103(h), June 22, 2009, 123 Stat. 1837.)

Editorial Notes
AMENDMENTS

2009—Subsec. (a). Pub. L. 111-31 inserted ‘‘tobacco
product,” after ‘‘device,” in two places and ‘‘tobacco
products,’” after ‘‘devices,” in two places.

2005—Pub. L. 109-59 struck out ‘‘of interstate ship-
ment’’ after ‘‘Records’ in section catchline, designated
existing provisions as subsec. (a), inserted subsec. head-
ing, substituted ‘‘carriers, except as provided in sub-
section (b)” for ‘‘carriers’ before period at end, and
added subsec. (b).

1993—Pub. L. 103-80 substituted ‘‘, except that’ for
‘“: Provided, That” and ¢, and except that’ for
‘1 Provided further, That’’.

1970—Pub. L. 91-452 inserted ‘¢, or any evidence which
is directly or indirectly derived from such evidence,”’
after ‘‘under this section”.

Statutory Notes and Related Subsidiaries
EFFECTIVE DATE OF 2005 AMENDMENT

Amendment by Pub. L. 109-59 effective Oct. 1, 2005,
see section 7204 of Pub. L. 109-59, set out as a note
under section 331 of this title.

EFFECTIVE DATE OF 1970 AMENDMENT

Amendment by Pub. L. 91-452 effective on sixtieth
day following Oct. 15, 1970, and not to affect any immu-
nity to which any individual is entitled under this sec-
tion by reason of any testimony given before sixtieth
day following Oct. 15, 1970, see section 260 of Pub. L.
91-452, set out as an Effective Date; Savings Provision
note under section 6001 of Title 18, Crimes and Criminal
Procedure.

Executive Documents
TRANSFER OF FUNCTIONS

For transfer of functions of Federal Security Admin-
istrator to Secretary of Health, Education, and Welfare
[now Health and Human Services], and of Food and
Drug Administration in the Department of Agriculture
to Federal Security Agency, see notes set out under
section 321 of this title.
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§ 374. Inspection

(a) Right of agents to enter; scope of inspection;
notice; promptness; exclusions

(1) For purposes of enforcement of this chap-
ter, officers or employees duly designated by the
Secretary, upon presenting appropriate creden-
tials and a written notice to the owner, oper-
ator, or agent in charge, are authorized (A) to
enter, at reasonable times, any factory, ware-
house, or establishment in which food, drugs, de-
vices, tobacco products, or cosmetics are manu-
factured, processed, packed, or held, for intro-
duction into interstate commerce or after such
introduction, or to enter any vehicle being used
to transport or hold such food, drugs, devices,
tobacco products, or cosmetics in interstate
commerce; and (B) to inspect, at reasonable
times and within reasonable limits and in a rea-
sonable manner, such factory, warehouse, estab-
lishment, or vehicle and all pertinent equip-
ment, finished and unfinished materials, con-
tainers, and labeling therein. In the case of any
person (excluding farms and restaurants) who
manufactures, processes, packs, transports, dis-
tributes, holds, or imports foods, the inspection
shall extend to all records and other informa-
tion described in section 350c of this title, when
the standard for records inspection under para-
graph (1) or (2) of section 350c(a) of this title ap-
plies, subject to the limitations established in
section 350c(d) of this title. In the case of a facil-
ity (as defined in section 364 of this title) that
manufactures or processes cosmetic products,
the inspection shall extend to all records and
other information described in sections 364a,
364b, and 364f of this title, when the standard for
records inspection under such section applies. In
the case of any factory, warehouse, establish-
ment, or consulting laboratory in which pre-
scription drugs, nonprescription drugs intended
for human use, devices, or tobacco products are
manufactured, processed, packed, or held, the
inspection shall extend to all things therein (in-
cluding records, files, papers, processes, con-
trols, and facilities) bearing on whether pre-
scription drugs, nonprescription drugs intended
for human use, devices, or tobacco products
which are adulterated or misbranded within the
meaning of this chapter, or which may not be
manufactured, introduced into interstate com-
merce, or sold, or offered for sale by reason of
any provision of this chapter, have been or are
being manufactured, processed, packed, trans-
ported, or held in any such place, or otherwise
bearing on violation of this chapter. No inspec-
tion authorized by the preceding sentence or by
paragraph (3) shall extend to financial data,
sales data other than shipment data, pricing
data, personnel data (other than data as to qual-
ification of technical and professional personnel
performing functions subject to this chapter),
and research data (other than data relating to
new drugs, antibiotic drugs, devices, and to-
bacco products and subject to reporting and in-
spection under regulations lawfully issued pur-
suant to section 355(i) or (k) of this title, section
360i of this title, section 360j(g) of this title, or
subchapter IX and data relating to other drugs,
devices, or tobacco products which in the case of
a new drug would be subject to reporting or in-
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spection under lawful regulations issued pursu-
ant to section 355(j) of this title). A separate no-
tice shall be given for each such inspection, but
a notice shall not be required for each entry
made during the period covered by the inspec-
tion. Each such inspection shall be commenced
and completed with reasonable promptness.

(2) The provisions of the third sentence of
paragraph (1) shall not apply to—

(A) pharmacies which maintain establish-
ments in conformance with any applicable
local laws regulating the practice of pharmacy
and medicine and which are regularly engaged
in dispensing prescription drugs or devices,
upon prescriptions of practitioners licensed to
administer such drugs or devices to patients
under the care of such practitioners in the
course of their professional practice, and
which do not, either through a subsidiary or
otherwise, manufacture, prepare, propagate,
compound, or process drugs or devices for sale
other than in the regular course of their busi-
ness of dispensing or selling drugs or devices
at retail;

(B) practitioners licensed by law to prescribe
or administer drugs, or prescribe or use de-
vices, as the case may be, and who manufac-
ture, prepare, propagate, compound, or process
drugs, or manufacture or process devices, sole-
ly for use in the course of their professional
practice;

(C) persons who manufacture, prepare, prop-
agate, compound, or process drugs or manufac-
ture or process devices, solely for use in re-
search, teaching, or chemical analysis and not
for sale;

(D) such other classes of persons as the Sec-
retary may by regulation exempt from the ap-
plication of this section upon a finding that
inspection as applied to such classes of persons
in accordance with this section is not nec-
essary for the protection of the public health.

(3) An officer or employee making an inspec-
tion under paragraph (1) for purposes of enforc-
ing the requirements of section 350a of this title
applicable to infant formulas shall be permitted,
at all reasonable times, to have access to and to
copy and verify any records—

(A) bearing on whether the infant formula
manufactured or held in the facility inspected
meets the requirements of section 350a of this
title, or

(B) required to be maintained under section
350a of this title.

(4)(A) Any records or other information that
the Secretary may inspect under this section
from a person that owns or operates an estab-
lishment that is engaged in the manufacture,
preparation, propagation, compounding, or proc-
essing of a drug or device, or a site or facility
that is subject to inspection under paragraph
(5)(C), shall, upon the request of the Secretary,
be provided to the Secretary by such person, in
advance of or in lieu of an inspection, within a
reasonable timeframe, within reasonable limits,
and in a reasonable manner, and in either elec-
tronic or physical form, at the expense of such
person. The Secretary’s request shall include a
sufficient description of the records or other in-
formation requested and a rationale for request-
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ing such records or other information in ad-
vance of, or in lieu of, an inspection.

(B) Upon receipt of the records requested
under subparagraph (A), the Secretary shall pro-
vide to the person confirmation of receipt.

(C) The Secretary may rely on any records or
other information that the Secretary may in-
spect under this section to satisfy requirements
that may pertain to a preapproval or risk-based
surveillance inspection, or to resolve defi-
ciencies identified during such inspections, if
applicable and appropriate.

(D) Nothing in this paragraph supplants the
authority of the Secretary to conduct inspec-
tions otherwise permitted under this chapter in
order to ensure compliance with this chapter.

(5)(A) The Secretary may, to ensure the accu-
racy and reliability of studies and records or
other information described in subparagraph (B)
and to assess compliance with applicable re-
quirements under this chapter or the Public
Health Service Act [42 U.S.C. 201 et seq.], enter
sites and facilities specified in subparagraph (C)
in order to inspect such records or other infor-
mation.

(B) An inspection under this paragraph shall
extend to all records and other information re-
lated to the studies and submissions described in
subparagraph (E), including records and infor-
mation related to the conduct, results, and anal-
yses of, and the protection of human and animal
trial participants participating in, such studies.

(C)(1) The sites and facilities subject to inspec-
tion by the Secretary under this paragraph are
those owned or operated by a person described in
clause (ii) and which are (or were) utilized by
such person in connection with—

(I) developing an application or other sub-
mission to the Secretary under this chapter or
the Public Health Service Act related to mar-
keting authorization for a product described
in paragraph (1);

(IT) preparing, conducting, or analyzing the
results of a study described in subparagraph
(E); or

(ITI) holding any records or other informa-
tion described in subparagraph (B).

(ii) A person described in this clause is—

(I) the sponsor of an application or submis-
sion specified in subparagraph (E);

(IT) a person engaged in any activity de-
scribed in clause (i) on behalf of such a spon-
sor, through a contract, grant, or other busi-
ness arrangement with such sponsor;

(ITI) an institutional review board, or other
individual or entity, engaged by contract,
grant, or other business arrangement with a
nonsponsor in preparing, collecting, or ana-
lyzing records or other information described
in subparagraph (B); or

(IV) any person not otherwise described in
this clause that conducts, or has conducted, a
study described in subparagraph (E) yielding
records or other information described in sub-
paragraph (B).

(D)(i) Subject to clause (ii), an entity that
owns or operates any site or facility subject to
inspection under this paragraph shall provide
the Secretary with access to records and other
information described in subparagraph (B) that
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is held by or under the control of such entity,
including—

(I) permitting the Secretary to record or
copy such information for purposes of this
paragraph;

(IT) providing the Secretary with access to
any electronic information system utilized by
such entity to hold, process, analyze, or trans-
fer any records or other information described
in subparagraph (B); and

(ITI) permitting the Secretary to inspect the
facilities, equipment, written procedures,
processes, and conditions through which
records or other information described in sub-
paragraph (B) is or was generated, held, proc-
essed, analyzed, or transferred.

(ii) Nothing in clause (i) shall negate, super-
sede, or otherwise affect the applicability of pro-
visions, under this or any other Act, preventing
or limiting the disclosure of confidential com-
mercial information or other information con-
sidered proprietary or trade secret.

(iii) An inspection under this paragraph shall
be conducted at reasonable times and within
reasonable limits and in a reasonable manner.

(E) The studies and submissions described in
this subparagraph are each of the following:

(i) Clinical and nonclinical studies sub-
mitted to the Secretary in support of, or oth-
erwise related to, applications and other sub-
missions to the Secretary under this chapter
or the Public Health Service Act for mar-
keting authorization of a product described in
paragraph (1).

(ii) Postmarket safety activities conducted
under this chapter or the Public Health Serv-
ice Act.

(iii) Any other clinical investigation of—

(I) a drug subject to section 355 or 360b of
this title or section 262 of title 42; or

(IT) a device subject to section 360j(g) of
this title.

(iv) Any other submissions made under this
chapter or the Public Health Service Act with
respect to which the Secretary determines an
inspection under this paragraph is warranted
in the interest of public health.

(F) This paragraph clarifies the authority of
the Secretary to conduct inspections of the type
described in this paragraph and shall not be con-
strued as a basis for inferring that, prior to De-
cember 29, 2022, the Secretary lacked the au-
thority to conduct such inspections, including
under this chapter or the Public Health Service
Act.

(b) Written report to owner; copy to Secretary

(1) Upon completion of any such inspection of
a factory, warehouse, consulting laboratory, or
other establishment, and prior to leaving the
premises, the officer or employee making the in-
spection shall give to the owner, operator, or
agent in charge a report in writing setting forth
any conditions or practices observed by him
which, in his judgment, indicate that any food,
drug, device, tobacco product, or cosmetic in
such establishment (A) consists in whole or in
part of any filthy, putrid, or decomposed sub-
stance, or (B) has been prepared, packed, or held
under insanitary conditions whereby it may
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have become contaminated with filth, or where-
by it may have been rendered injurious to
health. A copy of such report shall be sent
promptly to the Secretary.

(2) In carrying out this subsection with respect
to any establishment manufacturing a drug ap-
proved under subsection (c¢) or (j) of section 355
of this title for which a notification has been
submitted in accordance with section 356¢c of
this title is, or has been in the last 5 years, list-
ed on the drug shortage list under section 356e of
this title, or that is described in section
355(j)(11)(A) of this title, a copy of the report
shall be sent promptly to the appropriate offices
of the Food and Drug Administration with ex-
pertise regarding drug shortages.

(c) Receipt for samples taken

If the officer or employee making any such in-
spection of a factory, warehouse, or other estab-
lishment has obtained any sample in the course
of the inspection, upon completion of the inspec-
tion and prior to leaving the premises he shall
give to the owner, operator, or agent in charge
a receipt describing the samples obtained.

(d) Analysis of samples furnished owner

Whenever in the course of any such inspection
of a factory or other establishment where food is
manufactured, processed, or packed, the officer
or employee making the inspection obtains a
sample of any such food, and an analysis is made
of such sample for the purpose of ascertaining
whether such food consists in whole or in part of
any filthy, putrid, or decomposed substance, or
is otherwise unfit for food, a copy of the results
of such analysis shall be furnished promptly to
the owner, operator, or agent in charge.

(e) Accessibility of records

Every person required under section 360i or
360j(g) of this title to maintain records and
every person who is in charge or custody of such
records shall, upon request of an officer or em-
ployee designated by the Secretary, permit such
officer or employee at all reasonable times to
have access to, and to copy and verify, such
records.

(f) Recordkeeping

(1) An accredited person described in para-
graph (3) shall maintain records documenting
the training qualifications of the person and the
employees of the person, the procedures used by
the person for handling confidential informa-
tion, the compensation arrangements made by
the person, and the procedures used by the per-
son to identify and avoid conflicts of interest.
Upon the request of an officer or employee des-
ignated by the Secretary, the person shall per-
mit the officer or employee, at all reasonable
times, to have access to, to copy, and to verify,
the records.

(2) Within 15 days after the receipt of a written
request from the Secretary to an accredited per-
son described in paragraph (3) for copies of
records described in paragraph (1), the person
shall produce the copies of the records at the
place designated by the Secretary.

(3) For purposes of paragraphs (1) and (2), an
accredited person described in this paragraph is
a person who—
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(A) is accredited under subsection (g); or
(B) is accredited under section 360m of this
title.

(g) Inspections by accredited persons

(1) The Secretary shall, subject to the provi-
sions of this subsection, accredit persons for the
purpose of conducting inspections of establish-
ments that manufacture, prepare, propagate,
compound, or process class II or class III de-
vices, which inspections are required under sec-
tion 360(h) of this title or are inspections of such
establishments required to register under sec-
tion 360(i) of this title. The owner or operator of
such an establishment that is eligible under
paragraph (6) may, from the list published under
paragraph (4), select an accredited person to
conduct such inspections.

(2) The Secretary shall publish in the Federal
Register criteria to accredit or deny accredita-
tion to persons who request to perform the du-
ties specified in paragraph (1). Thereafter, the
Secretary shall inform those requesting accredi-
tation, within 60 days after the receipt of such
request, whether the request for accreditation is
adequate for review, and the Secretary shall
promptly act on the request for accreditation.
Any resulting accreditation shall state that
such person is accredited to conduct inspections
at device establishments identified in paragraph
(1). The accreditation of such person shall speci-
fy the particular activities under this subsection
for which such person is accredited.

(3) An accredited person shall, at a minimum,
meet the following requirements:

(A) Such person may not be an employee of
the Federal Government.

(B) Such person shall be an independent or-
ganization which is not owned or controlled by
a manufacturer, supplier, or vendor of articles
regulated under this chapter and which has no
organizational, material, or financial affili-
ation (including a consultative affiliation)
with such a manufacturer, supplier, or vendor.

(C) Such person shall be a legally con-
stituted entity permitted to conduct the ac-
tivities for which it seeks accreditation.

(D) Such person shall not engage in the de-
sign, manufacture, promotion, or sale of arti-
cles regulated under this chapter.

(E) The operations of such person shall be in
accordance with generally accepted profes-
sional and ethical business practices, and such
person shall agree in writing that at a min-
imum the person will—

(i) certify that reported information accu-
rately reflects data reviewed, inspection ob-
servations made, other matters that relate
to or may influence compliance with this
chapter, and recommendations made during
an inspection or at an inspection’s closing
meeting;

(ii) limit work to that for which com-
petence and capacity are available;

(iii) treat information received, records,
reports, and recommendations as confiden-
tial commercial or financial information or
trade secret information, except such infor-
mation may be made available to the Sec-
retary;

(iv) promptly respond and attempt to re-
solve complaints regarding its activities for
which it is accredited; and
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(v) protect against the use, in carrying out
paragraph (1), of any officer or employee of
the accredited person who has a financial
conflict of interest regarding any product
regulated under this chapter, and annually
make available to the public disclosures of
the extent to which the accredited person,
and the officers and employees of the person,
have maintained compliance with require-
ments under this clause relating to financial
conflicts of interest.

(F) Such person shall notify the Secretary of
any withdrawal, suspension, restriction, or ex-
piration of certificate of conformance with the
quality systems standard referred to in para-
graph (7) for any device establishment that
such person inspects under this subsection not
later than 30 days after such withdrawal, sus-
pension, restriction, or expiration.

(G) Such person may conduct audits to es-
tablish conformance with the quality systems
standard referred to in paragraph (7).

(4) The Secretary shall publish on the Internet
site of the Food and Drug Administration a list
of persons who are accredited under paragraph
(2). Such list shall be updated to ensure that the
identity of each accredited person, and the par-
ticular activities for which the person is accred-
ited, is known to the public. The updating of
such list shall be no later than one month after
the accreditation of a person under this sub-
section or the suspension or withdrawal of ac-
creditation, or the modification of the par-
ticular activities for which the person is accred-
ited.

(5)(A) To ensure that persons accredited under
this subsection continue to meet the standards
of accreditation, the Secretary shall (i) audit
the performance of such persons on a periodic
basis through the review of inspection reports
and inspections by persons designated by the
Secretary to evaluate the compliance status of a
device establishment and the performance of ac-
credited persons, and (ii) take such additional
measures as the Secretary determines to be ap-
propriate.

(B) The Secretary may withdraw accreditation
of any person accredited under paragraph (2),
after providing notice and an opportunity for an
informal hearing, when such person is substan-
tially not in compliance with the standards of
accreditation, poses a threat to public health,
fails to act in a manner that is consistent with
the purposes of this subsection, or where the
Secretary determines that there is a financial
conflict of interest in the relationship between
the accredited person and the owner or operator
of a device establishment that the accredited
person has inspected under this subsection. The
Secretary may suspend the accreditation of such
person during the pendency of the process under
the preceding sentence.

(6)(A) Subject to subparagraphs (B) and (C), a
device establishment is eligible for inspection
by persons accredited under paragraph (2) if the
following conditions are met:

(i) The Secretary classified the results of the
most recent inspection of the establishment as
“‘no action indicated”’ or ‘‘voluntary action in-
dicated”.
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(ii) With respect to inspections of the estab-
lishment to be conducted by an accredited per-
son, the owner or operator of the establish-
ment submits to the Secretary a notice that—

(I) provides the date of the last inspection
of the establishment by the Secretary and
the classification of that inspection;

(IT) states the intention of the owner or op-
erator to use an accredited person to con-
duct inspections of the establishment;

(ITI) identifies the particular accredited
person the owner or operator intends to se-
lect to conduct such inspections; and

(IV) includes a certification that, with re-
spect to the devices that are manufactured,
prepared, propagated, compounded, or proc-
essed in the establishment—

(aa) at least 1 of such devices is mar-
keted in the United States; and
(bb) at least 1 of such devices is mar-

keted, or is intended to be marketed, in 1

or more foreign countries, 1 of which coun-

tries certifies, accredits, or otherwise rec-
ognizes the person accredited under para-
graph (2) and identified under subclause

(ITI) as a person authorized to conduct in-

spections of device establishments.

(B)(i) Except with respect to the requirement
of subparagraph (A)@i), a device establishment is
deemed to have clearance to participate in the
program and to use the accredited person identi-
fied in the notice under subparagraph (A)(ii) for
inspections of the establishment unless the Sec-
retary, not later than 30 days after receiving
such notice, issues a response that—

(I) denies clearance to participate as pro-
vided under subparagraph (C); or
(IT) makes a request under clause (ii).

(ii) The Secretary may request from the owner
or operator of a device establishment in re-
sponse to the notice under subparagraph (A)(ii)
with respect to the establishment, or from the
particular accredited person identified in such
notice—

(I) compliance data for the establishment in
accordance with clause (iii)(I); or

(IT) information concerning the relationship
between the owner or operator of the estab-
lishment and the accredited person identified
in such notice in accordance with clause

(iii)(II).

The owner or operator of the establishment, or
such accredited person, as the case may be, shall
respond to such a request not later than 60 days
after receiving such request.

(iii)(I) The compliance data to be submitted by
the owner or operator of a device establishment
in response to a request under clause (ii)(I) are
data describing whether the quality controls of
the establishment have been sufficient for en-
suring consistent compliance with current good
manufacturing practice within the meaning of
section 3b1(h) of this title and with other appli-
cable provisions of this chapter. Such data shall
include complete reports of inspectional find-
ings regarding good manufacturing practice or
other quality control audits that, during the
preceding 2-year period, were conducted at the
establishment by persons other than the owner
or operator of the establishment, together with
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all other compliance data the Secretary deems
necessary. Data under the preceding sentence
shall demonstrate to the Secretary whether the
establishment has facilitated consistent compli-
ance by promptly correcting any compliance
problems identified in such inspections.

(IT) A request to an accredited person under
clause (ii)(II) may not seek any information
that is not required to be maintained by such
person in records under subsection (f)(1).

(iv) A device establishment is deemed to have
clearance to participate in the program and to
use the accredited person identified in the no-
tice under subparagraph (A)(ii) for inspections of
the establishment unless the Secretary, not
later than 60 days after receiving the informa-
tion requested under clause (ii), issues a re-
sponse that denies clearance to participate as
provided under subparagraph (C).

(C)(1) The Secretary may deny clearance to a
device establishment if the Secretary has evi-
dence that the certification under subparagraph
(A)(ii)(IV) is untrue and the Secretary provides
to the owner or operator of the establishment a
statement summarizing such evidence.

(ii) The Secretary may deny clearance to a de-
vice establishment if the Secretary determines
that the establishment has failed to dem-
onstrate consistent compliance for purposes of
subparagraph (B)(iii)(I) and the Secretary pro-
vides to the owner or operator of the establish-
ment a statement of the reasons for such deter-
mination.

(iii)(I) The Secretary may reject the selection
of the accredited person identified in the notice
under subparagraph (A)(ii) if the Secretary pro-
vides to the owner or operator of the establish-
ment a statement of the reasons for such rejec-
tion. Reasons for the rejection may include that
the establishment or the accredited person, as
the case may be, has failed to fully respond to
the request, or that the Secretary has concerns
regarding the relationship between the estab-
lishment and such accredited person.

(IT) If the Secretary rejects the selection of an
accredited person by the owner or operator of a
device establishment, the owner or operator
may make an additional selection of an accred-
ited person by submitting to the Secretary a no-
tice that identifies the additional selection.
Clauses (i) and (ii) of subparagraph (B), and sub-
clause (I) of this clause, apply to the selection of
an accredited person through a notice under the
preceding sentence in the same manner and to
the same extent as such provisions apply to a se-
lection of an accredited person through a notice
under subparagraph (A)(ii).

(iv) In the case of a device establishment that
is denied clearance under clause (i) or (ii) or
with respect to which the selection of the ac-
credited person is rejected under clause (iii), the
Secretary shall designate a person to review the
statement of reasons, or statement summarizing
such evidence, as the case may be, of the Sec-
retary under such clause if, during the 30-day pe-
riod beginning on the date on which the owner
or operator of the establishment receives such
statement, the owner or operator requests the
review. The review shall commence not later
than 30 days after the owner or operator re-
quests the review, unless the Secretary and the
owner or operator otherwise agree.
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(T)(A) Persons accredited under paragraph (2)
to conduct inspections shall record in writing
their inspection observations and shall present
the observations to the device establishment’s
designated representative and describe each ob-
servation. Additionally, such accredited person
shall prepare an inspection report in a form and
manner designated by the Secretary to conduct
inspections, taking into consideration the goals
of international harmonization of quality sys-
tems standards. Any official classification of the
inspection shall be determined by the Secretary.

(B) At a minimum, an inspection report under
subparagraph (A) shall identify the persons re-
sponsible for good manufacturing practice com-
pliance at the inspected device establishment,
the dates of the inspection, the scope of the in-
spection, and shall describe in detail each obser-
vation identified by the accredited person, iden-
tify other matters that relate to or may influ-
ence compliance with this chapter, and describe
any recommendations during the inspection or
at the inspection’s closing meeting.

(C) An inspection report under subparagraph
(A) shall be sent to the Secretary and to the des-
ignated representative of the inspected device
establishment at the same time, but under no
circumstances later than three weeks after the
last day of the inspection. The report to the Sec-
retary shall be accompanied by all written in-
spection observations previously provided to the
designated representative of the establishment.

(D) Any statement or representation made by
an employee or agent of a device establishment
to a person accredited under paragraph (2) to
conduct inspections shall be subject to section
1001 of title 18.

(E) If at any time during an inspection by an
accredited person the accredited person dis-
covers a condition that could cause or con-
tribute to an unreasonable risk to the public
health, the accredited person shall immediately
notify the Secretary of the identification of the
device establishment subject to inspection and
such condition.

(F) For the purpose of setting risk-based
inspectional priorities, the Secretary shall ac-
cept voluntary submissions of reports of audits
assessing conformance with appropriate quality
systems standards set by the International Or-
ganization for Standardization (ISO) and identi-
fied by the Secretary in public notice. If the
owner or operator of an establishment elects to
submit audit reports under this subparagraph,
the owner or operator shall submit all such
audit reports with respect to the establishment
during the preceding 2-year periods.

(8) Compensation for an accredited person
shall be determined by agreement between the
accredited person and the person who engages
the services of the accredited person, and shall
be paid by the person who engages such services.

(9) Nothing in this subsection affects the au-
thority of the Secretary to inspect any device
establishment pursuant to this chapter.

(10)(A) For fiscal year 2005 and each subse-
quent fiscal year, no device establishment may
be inspected during the fiscal year involved by a
person accredited under paragraph (2) if—

(i) of the amounts appropriated for salaries
and expenses of the Food and Drug Adminis-
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tration for the preceding fiscal year (referred
to in this subparagraph as the ‘‘first prior fis-
cal year’), the amount obligated by the Sec-
retary for inspections of device establishments
by the Secretary was less than the adjusted
base amount applicable to such first prior fis-
cal year; and

(ii) of the amounts appropriated for salaries
and expenses of the Food and Drug Adminis-
tration for the fiscal year preceding the first
prior fiscal year (referred to in this subpara-
graph as the ‘‘second prior fiscal year’’), the
amount obligated by the Secretary for inspec-
tions of device establishments by the Sec-
retary was less than the adjusted base amount
applicable to such second prior fiscal year.

(B)(i) Subject to clause (ii), the Comptroller
General of the United States shall determine the
amount that was obligated by the Secretary for
fiscal year 2002 for compliance activities of the
Food and Drug Administration with respect to
devices (referred to in this subparagraph as the
‘“‘compliance budget’), and of such amount, the
amount that was obligated for inspections by
the Secretary of device establishments (referred
to in this subparagraph as the ‘‘inspection budg-
et”).

(ii) For purposes of determinations under
clause (i), the Comptroller General shall not in-
clude in the compliance budget or the inspection
budget any amounts obligated for inspections of
device establishments conducted as part of the
process of reviewing applications under section
360e of this title.

(iii) Not later than March 31, 2003, the Comp-
troller General shall complete the determina-
tions required in this subparagraph and submit
to the Secretary and the Congress a report de-
scribing the findings made through such deter-
minations.

(C) For purposes of this paragraph:

(i) The term ‘‘base amount’’ means the in-
spection budget determined under subpara-
graph (B) for fiscal year 2002.

(ii) The term ‘‘adjusted base amount’’, in the
case of applicability to fiscal year 2003, means
an amount equal to the base amount increased
by 5 percent.

(iii) The term ‘‘adjusted base amount’’, with
respect to applicability to fiscal year 2004 or
any subsequent fiscal year, means the ad-
justed base amount applicable to the pre-
ceding year increased by 5 percent.

(11) The authority provided by this subsection
terminates on October 1, 2027.

(12) No later than four years after October 26,
2002, the Comptroller General shall report to the
Committee on Energy and Commerce of the
House of Representatives and the Committee on
Health, Education, Labor and Pensions of the
Senate—

(A) the number of inspections conducted by
accredited persons pursuant to this subsection
and the number of inspections conducted by
Federal employees pursuant to section 360(h)
of this title and of device establishments re-
quired to register under section 360(i) of this
title;

(B) the number of persons who sought ac-
creditation under this subsection, as well as
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the number of persons who were accredited
under this subsection;

(C) the reasons why persons who sought ac-
creditation, but were denied accreditation,
were denied;

(D) the number of audits conducted by the
Secretary of accredited persons, the quality of
inspections conducted by accredited persons,
whether accredited persons are meeting their
obligations under this chapter, and whether
the number of audits conducted is sufficient to
permit these assessments;

(E) whether this subsection is achieving the
goal of ensuring more information about de-
vice establishment compliance is being pre-
sented to the Secretary, and whether that in-
formation is of a quality consistent with infor-
mation obtained by the Secretary pursuant to
inspections conducted by Federal employees;

(F') whether this subsection is advancing ef-
forts to allow device establishments to rely
upon third-party inspections for purposes of
compliance with the laws of foreign govern-
ments; and

(G) whether the Congress should continue,
modify, or terminate the program under this
subsection.

(13) The Secretary shall include in the annual
report required under section 393(g) of this title
the names of all accredited persons and the par-
ticular activities under this subsection for
which each such person is accredited and the
name of each accredited person whose accredita-
tion has been withdrawn during the year.

(14) Notwithstanding any provision of this sub-
section, this subsection does not have any legal
effect on any agreement described in section
383(b) of this title between the Secretary and a
foreign country.

(15)(A) Notwithstanding any other provision of
this subsection, the Secretary may recognize au-
diting organizations that are recognized by or-
ganizations established by governments to fa-
cilitate international harmonization for pur-
poses of conducting inspections of—

(i) establishments that manufacture, pre-
pare, propagate, compound, or process devices
(other than types of devices licensed under
section 262 of title 42), as required under sec-
tion 360(h) of this title; or

(ii) establishments required to register pur-
suant to section 360(i) of this title.

(B) Nothing in this paragraph affects—

(i) the authority of the Secretary to inspect
any device establishment pursuant to this
chapter; or

(i1) the authority of the Secretary to deter-
mine the official classification of an inspec-
tion.

(h) Improvements to inspections process for de-
vice establishments

(1) In the case of inspections other than for-
cause inspections, the Secretary shall review
processes and standards applicable to inspec-
tions of domestic and foreign device establish-
ments in effect as of August 18, 2017, and update
such processes and standards through the adop-
tion of uniform processes and standards applica-
ble to such inspections. Such uniform processes
and standards shall provide for—
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(A) exceptions to such processes and stand-
ards, as appropriate;

(B) announcing the inspection of the estab-
lishment within a reasonable time before such
inspection occurs, including by providing to
the owner, operator, or agent in charge of the
establishment a notification regarding the
type and nature of the inspection;

(C) a reasonable estimate of the timeframe
for the inspection, an opportunity for advance
communications between the officers or em-
ployees carrying out the inspection under sub-
section (a)(1) and the owner, operator, or agent
in charge of the establishment concerning ap-
propriate working hours during the inspection,
and, to the extent feasible, advance notice of
some records that will be requested; and

(D) regular communications during the in-
spection with the owner, operator, or agent in
charge of the establishment regarding inspec-
tion status, which may be recorded by either
party with advance notice and mutual con-
sent.

(2)(A) The Secretary shall, with respect to a
request described in subparagraph (B), provide
nonbinding feedback with respect to such re-
quest not later than 45 days after the Secretary
receives such request.

(B) A request described in this subparagraph is
a request for feedback—

(i) that is made by the owner, operator, or
agent in charge of such establishment in a
timely manner; and

(ii) with respect to actions proposed to be
taken by a device establishment in a response
to a report received by such establishment
pursuant to subsection (b) that involve a pub-
lic health priority, that implicate systemic or
major actions, or relate to emerging safety
issues (as determined by the Secretary).

(3) Nothing in this subsection affects the au-
thority of the Secretary to conduct inspections
otherwise permitted under this chapter in order
to ensure compliance with this chapter.

(June 25, 1938, ch. 675, §704, 52 Stat. 1057; Aug. 7,
1953, ch. 350, §1, 67 Stat. 476; Pub. L. 87-781, title
II, §201(a), (b), Oct. 10, 1962, 76 Stat. 792, 793; Pub.
L. 94-295, §6, May 28, 1976, 90 Stat. 581; Pub. L.
96-359, §4, Sept. 26, 1980, 94 Stat. 1193; Pub. L.
103-80, §3(aa), Aug. 13, 1993, 107 Stat. 778; Pub. L.
105-115, title I, §125(b)(2)(L), title II, §210(b), title
IV, §412(b), Nov. 21, 1997, 111 Stat. 2326, 2344, 2375;
Pub. L. 107-188, title III, §306(b), June 12, 2002,
116 Stat. 670; Pub. L. 107-250, title II, §201(a), (b),
Oct. 26, 2002, 116 Stat. 1602, 1609; Pub. L. 108-214,
§2(b)(1), Apr. 1, 2004, 118 Stat. 573; Pub. L. 110-85,
title II, §228, Sept. 27, 2007, 121 Stat. 855; Pub. L.
111-31, div. A, title I, §103(@i), June 22, 2009, 123
Stat. 1837; Pub. L. 111-353, title I, §101(b), Jan. 4,
2011, 124 Stat. 3887; Pub. L. 112-144, title VI, §612,
title VII, §706, July 9, 2012, 126 Stat. 1060, 1067;
Pub. L. 115-52, title VII, §§702(a), 703, 705, Aug.
18, 2017, 131 Stat. 1055-1057; Pub. L. 116-136, div.
A, title III, §3112(d), Mar. 27, 2020, 134 Stat. 362;
Pub. L. 117-180, div. F, title V, §5007, Sept. 30,
2022, 136 Stat. 2168; Pub. L. 117-229, div. C, title
III, §306, Dec. 16, 2022, 136 Stat. 2312; Pub. L.
117-328, div. FF, title II, §2515(a)(2), title III,
§§3106, 3504, 3611(a), (b)(1), 3612(a), 3613(b), Dec.
29, 2022, 136 Stat. 5806, 5807, 5859, 5869, 5872.)
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Editorial Notes

REFERENCES IN TEXT

The Public Health Service Act, referred to in subsec.
(a)(b), is act July 1, 1944, ch. 373, 58 Stat. 682, which is
classified generally to chapter 6A (§201 et seq.) of Title
42, The Public Health and Welfare. For complete classi-
fication of this Act to the Code, see Short Title note
set out under section 201 of Title 42 and Tables.

AMENDMENTS
2022—Subsec. (a)(1). Pub. L. 117-328, §3611(a), sub-
stituted ‘‘devices” for ‘‘restricted devices” in two
places.

Pub. L. 117-328, §3504, inserted ‘‘In the case of a facil-
ity (as defined in section 364 of this title) that manufac-
tures or processes cosmetic products, the inspection
shall extend to all records and other information de-
scribed in sections 364a, 364b, and 364f of this title, when
the standard for records inspection under such section

applies.” after ‘‘limitations established in section
350c(d) of this title.”
Subsec. (a)(4)(A). Pub. L. 117-328, §3611(b)(1), sub-

stituted ‘‘an establishment that is engaged in the man-
ufacture, preparation, propagation, compounding, or
processing of a drug or device, or a site or facility that
is subject to inspection under paragraph (5)(C),”” for ‘‘an
establishment that is engaged in the manufacture,
preparation, propagation, compounding, or processing
of a drug’ and ‘‘records or other information requested
and a rationale for requesting such records or other in-
formation in advance of, or in lieu of, an inspection.”
for ‘‘records requested.”

Subsec. (a)(4)(C), (D). Pub. L. 117-328, §3613(b), added
subpar. (C) and redesignated former subpar. (C) as (D).

Subsec. (a)(5). Pub. L. 117-328, §3612(a), added par. (5).

Subsec. (b). Pub. L. 117-328, §2515(a)(2), made tech-
nical amendment to directory language of Pub. L.
116-136, §3112(d)(1). See 2020 Amendment note below.

Subsec. (g)(11). Pub. L. 117-328, §3106, substituted ‘‘Oc-
tober 1, 2027 for ‘‘December 24, 2022,

Pub. L. 117-229 substituted ‘‘December 24, 2022 for
“December 17, 2022"°.

Pub. L. 117-180 substituted ‘‘December 17 for ‘“Octo-
ber 1.

2020—Subsec. (b). Pub. L. 116-136, §3112(d)(1), as
amended by Pub. L. 117-328, §2515(a)(2), designated ex-
isting provisions as par. (1), redesignated former pars.
(1) and (2) as subpars. (A) and (B), respectively, of par.
(1), and added par. (2).

2017—Subsec. (g)(11). Pub. L. 115-52, §703, substituted
“October 1, 2022 for ‘‘October 1, 2017"°.

Subsec. (g)(15). Pub. L. 115-52, § 705, added par. (15).

Subsec. (h). Pub. L. 115-52, §702(a), added subsec. (h).

2012—Subsec. (a)(4). Pub. L. 112-144, §706, added par.
(4).

Subsec. (g)(11). Pub. L. 112-144, §612, substituted ‘‘Oc-
tober 1, 2017 for ‘‘October 1, 2012,

2011—Subsec. (a)(1). Pub. L. 111-353, which directed
the amendment of subsec. (a)(1)(B) by substituting
‘“‘section 350c of this title, when the standard for
records inspection under paragraph (1) or (2) of section
3560c(a) of this title applies, subject to’’ for ‘‘section 350c
of this title when” and all that follows through ‘‘sub-
ject to”’, was executed by making the substitution for
‘‘section 350c of this title when the Secretary has a rea-
sonable belief that an article of food is adulterated and
presents a threat of serious adverse health con-
sequences or death to humans or animals, subject to”’
in the sentence following subpar. (B) of subsec. (a)(1), to
reflect the probable intent of Congress.

2009—Subsec. (a)(1). Pub. L. 111-31, §103@1)(1)(C), sub-
stituted ‘‘devices, and tobacco products and subject to
reporting and inspection under regulations lawfully
issued pursuant to section 355(i) or (k) of this title, sec-
tion 360i of this title, section 360j(g) of this title, or
subchapter IX and data relating to other drugs, devices,
or tobacco products’ for ‘‘and devices and subject to re-
porting and inspection under regulations lawfully
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issued pursuant to section 355(i) or (k) section 360i, or
360j(g) of this title, and data relating to other drugs or
devices’’.

Pub. L. 111-31, §103()(1)(B), substituted ‘‘restricted
devices, or tobacco products” for ‘‘or restricted de-
vices” in two places.

Subsec. (a)(1)(A). Pub. L. 111-31, §103(i)(1)(A), sub-
stituted ‘‘devices, tobacco products, or cosmetics” for
‘‘devices, or cosmetics’ in two places.

Subsec. (b). Pub. L. 111-31, §103(i)(2), inserted ‘‘to-
bacco product,” after ‘‘device,”’.

Subsec. (g)(13). Pub. L. 111-31, §103(i)(3), made tech-
nical amendment to reference in original act which ap-
pears in text as reference to section 393(g) of this title.

2007—Subsec. (g)(1). Pub. L. 110-85, §228(1), substituted
“The Secretary’ for ‘“Not later than one year after Oc-
tober 26, 2002, the Secretary’’.

Subsec. (g)(2). Pub. L. 110-85, §228(2), substituted
“The Secretary’” for ‘“‘Not later than 180 days after Oc-
tober 26, 2002, the Secretary’ and struck out at end ‘‘In
the first year following the publication in the Federal
Register of criteria to accredit or deny accreditation to
persons who request to perform the duties specified in
paragraph (1), the Secretary shall accredit no more
than 15 persons who request to perform duties specified
in paragraph (1).”

Subsec. (2)3)(F), (G). Pub. L. 110-85, §228(3), added
subpars. (F) and (G).

Subsec. (g)(6). Pub. L. 110-85, §228(4), amended par. (6)
generally, revising and restating provisions of former
subpars. (A) to (C).

Subsec. (2)(T)(A). Pub. L. 110-85, §228(5)(A), added sub-
par. (A) and struck out former subpar. (A) which read
as follows: ‘‘Persons accredited under paragraph (2) to
conduct inspections shall record in writing their in-
spection observations and shall present the observa-
tions to the device establishment’s designated rep-
resentative and describe each observation. Addition-
ally, such accredited person shall prepare an inspection
report (including for inspections classified as ‘no action
indicated’) in a form and manner consistent with such
reports prepared by employees and officials designated
by the Secretary to conduct inspections.”

Subsec. (2)(T)(F). Pub. L. 110-85, §228(5)(B), added sub-
par. (F).

Subsec. (g)(10)(C)(iii). Pub. L. 110-85, §228(6), sub-
stituted ‘‘base amount applicable” for ‘‘based amount
applicable’.

2004—Subsec. (g)(1). Pub. L. 108-214, §2(b)(1)(A), in
first sentence, substituted ‘‘conducting inspections of
establishments that manufacture, prepare, propagate,
compound, or process class II or class III devices, which
inspections are required under section 360(h) of this
title or are inspections of such establishments required
to register under section 360(i) of this title.”” for ‘‘con-
ducting inspections of establishments that manufac-
ture, prepare, propagate, compound, or process class II
or class III devices that are required in section 360(h) of
this title, or inspections of such establishments re-
quired to register pursuant to section 360(i) of this
title.”

Subsec. (2)(6)(B). Pub. L. 108-214, §2(b)(1)(B), in first
sentence, substituted ‘‘poses a threat to public health,
fails to act in a manner that is consistent with the pur-
poses of this subsection, or where the Secretary deter-
mines that there is a financial conflict of interest in
the relationship between the accredited person and the
owner or operator of a device establishment that the
accredited person has inspected under this subsection.”’
for ‘‘or poses a threat to public health or fails to act in
a manner that is consistent with the purposes of this
subsection.”

Subsec. (2)(6)(A)({1). Pub. L. 108-214, §2(b)(1)(C)(1), sub-
stituted ‘‘described in paragraph (1)’ for ‘‘of the estab-
lishment pursuant to subsection (h) or (i) of section 360
of this title”.

Subsec. (g)(6)(A)(@ii). Pub. L. 108-214, §2(b)(1)(C)(ii)(D),
substituted ‘‘inspections’ for ‘‘each inspection’ and in-
serted ‘‘during a 2-year period’ after ‘“‘person’ in intro-
ductory provisions.
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Subsec. (2)(6)(A)(Ai)D). Pub. L. 108-214,
§2(b)(1)(C)(ii)(II), substituted ‘‘an accredited person”
for ‘“‘such a person”’.

Subsec. (g)(6)(A)({ii). Pub. L. 108-214, §2(b)(1)(C)({ii)(D),
substituted ‘“‘and 1 or both of the following additional
conditions are met:”’ for ‘‘and the following additional
conditions are met:”’ in introductory provisions.

Subsec. (2)(6)(A)(ii)(D). Pub. L. 108-214,
§2(b)(1)(C)(iii)(II), substituted ‘‘(accredited under para-
graph (2) and identified under clause (ii)(II)) as a person
authorized to conduct such inspections of device estab-
lishments.”” for ‘‘accredited under paragraph (2) and
identified under subclause (II) of this clause.”

Subsec. (2)(6)(A)(ii)(IT). Pub. L. 108-214,
§2(b)(1)(C)(iii)(III), inserted ‘‘or by a person accredited
under paragraph (2)” after ‘‘by the Secretary’’.

Subsec. (2)(6)(A)(iv)(I). Pub. L. 108-214, §2(b)(1)(C)({iv),
in first sentence, inserted ‘‘section’ after ‘‘pursuant
to”’ and substituted ‘‘inspections of the establishment
during the previous 4 years’ for ‘‘the two immediately
preceding inspections of the establishment’, in third
sentence, struck out ‘‘the petition states a commercial
reason for the waiver;” after ‘‘granted only if”’ and in-
serted ‘‘not’’ after ‘‘the Secretary has not determined
that the public health would”, and, in last sentence,
substituted ‘‘granted or deemed to be granted until”
for ‘‘granted until”’.

Subsec. (g)(6)(A)(Av)(II). Pub. L. 108-214, §2(b)(1)(C)(V),
inserted ‘‘of a device establishment required to reg-
ister’” after ‘‘to be conducted” and ‘‘section” after
“pursuant to”’.

Subsec. (g)(6)(B)(ii). Pub. L. 108-214, §2(b)(1)(D), in
first sentence, substituted ‘‘and with other’ for ‘‘, and
data otherwise describing whether the establishment
has consistently been in compliance with sections 351
and 352 of this title and other” and, in second sentence,
substituted ‘‘inspectional findings’ for ‘‘inspections’
and inserted ‘‘relevant’” after ‘‘together with all
other”.

Subsec. (2)(6)(B)(iv). Pub. L. 108-214, §2(b)(1)(E), des-
ignated existing provisions as subcl. (I) and added
subcl. (IT).

Subsec. (2)(6)(C)(ii). Pub. L. 108-214, §2(b)(1)(F),
struck out ‘‘in accordance with section 360(h) of this
title, or has not during such period been inspected pur-
suant to section 360(i) of this title, as applicable’ after
‘“‘inspected by the Secretary’.

Subsec. (g)(10)(B)(iii). Pub. L. 108-214, §2(b)(1)(G), sub-
stituted ‘‘a report’’ for ‘‘a reporting’’.

Subsec. (g)(12)(A). Pub. L. 108-214, §2(b)(1)(H)(1), added
subpar. (A) and struck out former subpar. (A) which
read as follows: ‘‘the number of inspections pursuant to
subsections (h) and (i) of section 360 of this title con-
ducted by accredited persons and the number of inspec-
tions pursuant to such subsections conducted by Fed-
eral employees;”.

Subsec. (g)(12)(E). Pub. L. 108-214, §2(b)(1)(H)(ii), sub-
stituted ‘‘obtained by the Secretary pursuant to inspec-
tions conducted by Federal employees;’”’ for ‘‘obtained
by the Secretary pursuant to subsection (h) or (i) of
section 360 of this title;”.

2002—Subsec. (a)(1). Pub. L. 107-188, §306(b)(1), in-
serted after first sentence ‘‘In the case of any person
(excluding farms and restaurants) who manufactures,
processes, packs, transports, distributes, holds, or im-
ports foods, the inspection shall extend to all records
and other information described in section 350c of this
title when the Secretary has a reasonable belief that an
article of food is adulterated and presents a threat of
serious adverse health consequences or death to hu-
mans or animals, subject to the limitations established
in section 350c(d) of this title.”

Subsec. (a)(2). Pub. L. 107-188, §306(b)(2), substituted
“third sentence” for ‘‘second sentence’’ in introductory
provisions.

Subsec. (£)(1). Pub. L. 107-250, §201(b)(1), in first sen-
tence, substituted ‘“‘An accredited person described in
paragraph (3) shall maintain records’ for ‘‘A person ac-
credited under section 360m of this title to review re-
ports made under section 360(k) of this title and make
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recommendations of initial classifications of devices to
the Secretary shall maintain records”.

Subsec. (f)(2). Pub. L. 107-250, §201(b)(2), substituted
‘“‘an accredited person described in paragraph (3)” for
“‘a person accredited under section 360m of this title”.

Subsec. (£)(3). Pub. L. 107-250, §201(b)(3), added par.
3.

Subsec. (g). Pub. L. 107-250, §201(a), added subsec. (g).

1997—Subsec. (a)(1). Pub. L. 105-115, §412(b), sub-
stituted ‘‘prescription drugs, nonprescription drugs in-
tended for human use,” for ‘‘prescription drugs’ in two
places.

Pub. L. 105-115, §125(b)(2)(L), struck out ‘‘, section
357(d) or (g),” before ‘‘section 360i’’.

Subsec. (f). Pub. L. 105-115, §210(b), added subsec. (f).

1993—Subsec. (a)(1). Pub. L. 103-80 substituted a
comma for semicolon after ‘‘finished and unfinished
materials’ and ‘‘section 355(i) or (k) for ‘‘section 355(i)
or (j)”.

1980—Subsec. (a)(1). Pub. L. 96-359, §4(1), (2), restruc-
tured first five sentences of former subsec. (a) as par.
(1) and, as so restructured, inserted reference to para-
graph (3) and substituted ‘“‘(A)”’ and ‘“(B)”’ for ‘“(1)”’ and
‘(2), respectively.

Subsec. (a)(2). Pub. L. 96-359, §4(3), redesignated sixth
sentence of former subsec. (a) as par. (2) and, as so re-
designated, substituted reference to second sentence of
paragraph (1) for reference to former second sentence of
this subsection, and ‘““(A)”’, “(B)”, “(C)”’, and ‘“(D)”’, for
“1), 2)7, “(3)”, and ““(4)”, respectively.

Subsec. (a)(3). Pub. L. 96-359, §4(4), added par. (3).

1976—Subsec. (a). Pub. L. 94-295, §6(a)—(c), expanded
existing provisions to encompass medical devices by in-
serting references to factories, warehouses, establish-
ments, and consulting laboratories in which restricted
devices are manufactured, processed, packed, or held,
inspections relating to devices, reporting and inspec-
tion regulations issued pursuant to sections 360i and
360j(g) of this title, and the manufacture and processing
of devices.

Subsec. (e). Pub. L. 94-295, §6(d), added subsec. (e).

1962—Subsec. (a). Pub. L. 87-781, §201(a), extended the
inspection, where prescription drugs are manufactured,
processed, packed, or held, to all things bearing on
whether adulterated or misbranded drugs, or any which
may not be manufactured, introduced in interstate
commerce, or sold or offered for sale under any provi-
sion of this chapter, have been or are being manufac-
tured, processed, packed, transported or held in any
such place, or otherwise bearing on violation of this
chapter, but excluded from such inspection, data con-
cerning finance, sales other than shipment, pricing,
personnel other than qualifications of technical and
professional personnel, research other than relating to
new drugs subject to reporting, provided that provi-
sions of second sentence of this subsection shall be in-
applicable to pharmacies, practitioners and other per-
sons enumerated in pars. (1) to (4), and struck out ‘‘are
held” before ‘‘after such introduction”.

Subsec. (b). Pub. L. 87-781, §201(b), inserted ‘‘con-
sulting laboratory’” after ‘‘warehouse’.

1953—Act Aug. 7, 1953, designated existing provisions
as subsec. (a) and amended them by substituting provi-
sions permitting entry and inspection upon presen-
tation of appropriate credentials and a written notice
to the owner, operator, or agent in charge for provi-
sions which authorized entry and inspection only after
making a request and obtaining permission from the
owner, operator, or custodian, and inserting provisions
requiring a separate written notice for each inspection
but not for each entry made during the period covered
by the inspection, and directing that the inspection
shall be conducted within reasonable limits, in a rea-
sonable manner and completed with reasonable
promptness, and added subsecs. (b) to (d).

Statutory Notes and Related Subsidiaries

EFFECTIVE DATE OF 2020 AMENDMENT

Amendment by Pub. L. 116-136 effective 180 days after
Mar. 27, 2020, see section 3112(g) of Pub. L. 116-136, set
out as a note under section 356¢ of this title.
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EFFECTIVE DATE OF 1997 AMENDMENT

Amendment by sections 210(b) and 412(b) of Pub. L.
105-115 effective 90 days after Nov. 21, 1997, except as
otherwise provided, see section 501 of Pub. L. 105-115,
set out as a note under section 321 of this title.

EFFECTIVE DATE OF 1962 AMENDMENT

Amendment by Pub. L. 87-781 effective Oct. 10, 1962,
see section 203 of Pub. L. 87-781, set out as a note under
section 332 of this title.
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‘“(2) costs and benefits associated with conducting
announced and unannounced inspections of foreign
human drug establishments;

‘(3) barriers to conducting unannounced inspec-
tions of foreign human drug establishments and any
challenges to achieving parity between domestic and
foreign human drug establishment inspections; and

‘“(4) approaches for mitigating any negative effects
of conducting announced inspections of foreign
human drug establishments.

“(b) PILOT PROGRAM SCOPE.—The inspections evalu-

ated under the pilot program under this section shall

CONSTRUCTION OF 2011 AMENDMENT be routine surveillance inspections and shall not in-

Nothing in amendment by Pub. L. 111-353 to be con- clude inspections conducted as part of the Secretary’s

strued to apply to certain alcohol-related facilities, to  €valuation of a request for approval to market a drug

alter jurisdiction and authorities established under cer- Submitted under the Federal Food, Drug, and Cosmetic

tain other Acts, or in a manner inconsistent with inter- Act (21 U.S.C. 301 et seq.) or the Public Health Service
national agreements to which the United States is a  Act (42 U.8.C. 201 et seq.).

party, see sections 2206, 2251, and 2252 of this title.

‘‘(c) PILOT PROGRAM INITIATION.—The Secretary shall

initiate the pilot program under this section not later
REVIEW OF PROCESSES AND PRACTICES; GUIDANCE FOR than 180 days after the date of enactment of this Act

INDUSTRY

Pub. L. 117-328, div. FF, title III, §3612(b), Dec. 29,
2022, 136 Stat. 5871, provided that:

‘(1) IN GENERAL.—The Secretary [of Health and
Human Services] shall—

““(A) review processes and practices in effect as of
the date of enactment of this Act [Dec. 29, 2022] appli-
cable to inspections of foreign and domestic sites and
facilities described in subparagraph (C)(i) of section
704(a)(b) of the Federal Food, Drug, and Cosmetic Act
[21 U.S.C. 374(a)(b)], as added by subsection (a); and

‘(B) evaluate whether any updates are needed to fa-
cilitate the consistency of such processes and prac-
tices.
¢(2) GUIDANCE.—

‘“(A) IN GENERAL.—The Secretary shall issue guid-
ance describing the processes and practices applicable
to inspections of sites and facilities described in sub-
paragraph (C)(i) of section 704(a)(b) of the Federal
Food, Drug, and Cosmetic Act, as added by subsection
(a), including with respect to the types of records and

[Dec. 29, 2022].

‘“(d) REPORT.—The Secretary shall, not later than 180

days following the completion of the pilot program
under this section, make available on the website of
the Food and Drug Administration a final report on the
pilot program under this section, including—

‘(1) findings and any associated recommendations
with respect to the evaluation under subsection (a),
including any recommendations to address identified
barriers to conducting unannounced inspections of
foreign human drug establishments;

‘(2) findings and any associated recommendations
regarding how the Secretary may achieve parity be-
tween domestic and foreign human drug inspections;
and

‘“(3) the number of unannounced inspections during
the pilot program that would not be unannounced
under practices in use as of the date of the enactment
of this Act.”

GUIDANCE
Pub. L. 117-328, div. FF, title III, §3611(b)(2), Dec. 29,

information required to be provided, best practices 2022, 136 Stat. 5869, provided that:

for communication between the Food and Drug Ad-

‘““(A) IN GENERAL.—The Secretary [of Health and

ministration and industry in advance of or during an Human Services] shall issue or update guidance de-
inspection or request for records or other informa- scribing—

tion, and other inspections-related conduct, to the
extent not specified in existing publicly available
Food and Drug Administration guides and manuals
for such inspections.

“(B) TIMING.—The Secretary shall—

‘(i) not later than 18 months after the date of en-
actment of this Act, issue draft guidance under sub-
paragraph (A); and

‘(ii) not later than 1 year after the close of the
public comment period for such draft guidance,
issue final guidance under subparagraph (A).”

UNANNOUNCED FOREIGN FACILITY INSPECTIONS PILOT
PROGRAM

Pub. L. 117-328, div. FF, title III, §3615, Dec. 29, 2022,
136 Stat. 5873, provided that:

‘“(a) IN GENERAL.—The Secretary [of Health and
Human Services] shall conduct a pilot program under
which the Secretary increases the conduct of unan-
nounced surveillance inspections of foreign human drug
establishments and evaluates the differences between
such inspections of domestic and foreign human drug

‘(1) circumstances in which the Secretary intends
to issue requests for records or other information in
advance of, or in lieu of, an inspection under section
704(a)(4) of the Federal Food, Drug, and Cosmetic Act
[21 U.S.C. 374(a)(4)], as amended by paragraph (1);

‘“(i1) processes for responding to such requests elec-
tronically or in physical form; and

‘“(iii) factors the Secretary intends to consider in
evaluating whether such records and other informa-
tion are provided within a reasonable timeframe,
within reasonable limits, and in a reasonable manner,
accounting for resource and other limitations that
may exist, including for small businesses.

‘“(B) TIMING.—The Secretary shall—

‘(1) not later than 1 year after the date of enact-
ment of this Act [Dec. 29, 2022], issue draft guidance
under subparagraph (A); and

‘(i1) not later than 1 year after the close of the
comment period for such draft guidance, issue final
guidance under subparagraph (A).”

Pub. L. 115-52, title VII, §702(b), Aug. 18, 2017, 131

Stat. 1055, provided that:

‘(1) DRAFT GUIDANCE.—Not later than 18 months after

establishments, including the impact of announcing in- the date of enactment of this Act [Aug. 18, 2017], the

spections to persons who own or operate foreign human

Secretary of Health and Human Services, acting

drug establishments in advance of an inspection. Such  through the Commissioner of Food and Drugs, shall
pilot program shall evaluate— issue draft guidance that—

‘(1) differences in the number and type of viola-
tions of section 501(a)(2)(B) of the Federal Food, Drug,
and Cosmetic Act (21 U.S.C. 351(a)(2)(B)) identified as
a result of unannounced and announced inspections of
foreign human drug establishments and any other
significant differences between each type of inspec-
tion;

‘“(A) specifies how the Food and Drug Administra-
tion will implement the processes and standards de-
scribed in paragraph (1) of subsection (h) of section
704 of the Federal Food, Drug, and Cosmetic Act (21
U.S.C. 374), as added by subsection (a), and the re-
quirements described in paragraph (2) of such sub-
section (h);
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‘“(B) provides for standardized methods for commu-
nications described in such paragraphs;

“(C) establishes, with respect to inspections of both
domestic and foreign device establishments (as re-
ferred to in section 510(h)(2) of the Federal Food,
Drug, and Cosmetic Act [21 U.S.C. 360(h)(2)], as
amended by subsection (a) [of section 701 of Pub. L.
115-52]), a standard timeframe for such inspections—

‘(i) that occurs over consecutive days; and

‘(ii) to which each investigator conducting such
an inspection shall adhere unless the investigator
identifies to the establishment involved a reason
that more time is needed to conduct such investiga-
tion; and

‘(D) identifies practices for investigators and de-
vice establishments to facilitate the continuity of in-
spections of such establishments.

‘(2) FINAL GUIDANCE.—Not later than 1 year after pro-
viding notice and opportunity for public comment on
the draft guidance issued under paragraph (1), the Sec-
retary of Health and Human Services shall issue final
guidance to implement subsection (h) of section 704 of
the Federal Food, Drug, and Cosmetic Act (21 U.S.C.
374), as added by subsection (a).”

INSPECTIONS

Pub. L. 115-52, title VIII, §806, Aug. 18, 2017, 131 Stat.
1073, provided that:

“Within 6 months of the date of enactment of this
Act [Aug. 18, 2017], the Secretary of Health and Human
Services shall develop and implement a protocol for ex-
pediting review of timely responses to reports of obser-
vations from an inspection under section 704 of the Fed-
eral Food, Drug, and Cosmetic Act (21 U.S.C. 374). Such
protocol shall—

‘(1) apply to responses to such reports pertaining
to applications submitted under section 505 of the
Federal Food, Drug, and Cosmetic Act (21 U.S.C.
355)—

‘“(A) for which the approval is dependent upon re-
mediation of conditions identified in the report;

‘(B) for which concerns related to observations
from an inspection under such section 704 are the
only barrier to approval; and

‘“(C) where the drug that is the subject of the ap-
plication is a drug—

‘(i) for which there are not more than 3 other
approved applications under section 505(j) of the
Federal Food, Drug, and Cosmetic Act (21 U.S.C.
355(j)) that reference the same listed drug and for
which there are less than 6 abbreviated new drug
applications tentatively approved; or

‘“(ii) that is included on the list under section
506E of such Act (21 U.S.C. 356e);

‘“(2) address expedited re-inspection of facilities, as
appropriate; and

““(3) establish a 6-month timeline for completion of
review of such responses to such reports.”

AUTHORITY OF SECRETARY PRIOR TO OCTOBER 10, 1962

Pub. L. 87-781, title II, §201(d), Oct. 10, 1962, 76 Stat.
793, provided that: ‘“Nothing in the amendments made
by subsections (a) and (b) of this section [amending this
section] shall be construed to negate or derogate from
any authority of the Secretary existing prior to the en-
actment of this Act [Oct. 10, 1962].”

Executive Documents
TRANSFER OF FUNCTIONS
For transfer of functions of Federal Security Admin-
istrator to Secretary of Health, Education, and Welfare
[now Health and Human Services], and of Food and
Drug Administration in the Department of Agriculture

to Federal Security Agency, see notes set out under
section 321 of this title.

§ 374a. Inspections relating to food allergens

The Secretary of Health and Human Services
shall conduct inspections consistent with the

TITLE 21—FOOD AND DRUGS

§376

authority under section 374 of this title of facili-
ties in which foods are manufactured, processed,
packed, or held—

(1) to ensure that the entities operating the
facilities comply with practices to reduce or
eliminate cross-contact of a food with residues
of major food allergens that are not inten-
tional ingredients of the food; and

(2) to ensure that major food allergens are
properly labeled on foods.

(Pub. L. 108-282, title II, §205, Aug. 2, 2004, 118
Stat. 909.)

Editorial Notes

CODIFICATION

Section was enacted as a part of the Food Allergen
Labeling and Consumer Protection Act of 2004, and not
as part of the Federal Food, Drug, and Cosmetic Act
which comprises this chapter.

§ 375. Publicity
(a) Reports

The Secretary shall cause to be published from
time to time reports summarizing all judg-
ments, decrees, and court orders which have
been rendered under this chapter, including the
nature of the charge and the disposition thereof.

(b) Information regarding certain goods

The Secretary may also cause to be dissemi-
nated information regarding food, drugs, de-
vices, tobacco products, or cosmetics in situa-
tions involving, in the opinion of the Secretary,
imminent danger to health or gross deception of
the consumer. Nothing in this section shall be
construed to prohibit the Secretary from col-
lecting, reporting, and illustrating the results of
the investigations of the Department.

(June 25, 1938, ch. 675, §705, 52 Stat. 1057; Pub. L.
111-31, div. A, title I, §103(j), June 22, 2009, 123
Stat. 1837.)

Editorial Notes
AMENDMENTS

2009—Subsec. (b). Pub. L. 111-31 inserted ‘‘tobacco
products,’ after ‘‘devices,’’.

Executive Documents
TRANSFER OF FUNCTIONS

For transfer of functions of Federal Security Admin-
istrator to Secretary of Health, Education, and Welfare
[now Health and Human Services], and of Food and
Drug Administration in the Department of Agriculture
to Federal Security Agency, see notes set out under
section 321 of this title.

§376. Examination of sea food on request of
packer; marking food with results; fees; pen-
alties

The Secretary, upon application of any packer
of any sea food for shipment or sale within the
jurisdiction of this chapter, may, at his discre-
tion, designate inspectors to examine and in-
spect such food and the production, packing, and
labeling thereof. If on such examination and in-
spection compliance is found with the provisions
of this chapter and regulations promulgated
thereunder, the applicant shall be authorized or
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