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agreements to which the United States is a party, see
sections 2251 and 2252 of this title.

§ 384c. Inspection of foreign food facilities
(a) Inspection

The Secretary—

(1) may enter into arrangements and agree-
ments with foreign governments to facilitate
the inspection of foreign facilities registered
under section 350d of this title; and

(2) shall direct resources to inspections of
foreign facilities, suppliers, and food types, es-
pecially such facilities, suppliers, and food
types that present a high risk (as identified by
the Secretary), to help ensure the safety and
security of the food supply of the United
States.

(b) Effect of inability to inspect

Notwithstanding any other provision of law,
food shall be refused admission into the United
States if it is from a foreign factory, warehouse,
or other establishment of which the owner, oper-
ator, or agent in charge, or the government of
the foreign country, refuses to permit entry of
United States inspectors or other individuals
duly designated by the Secretary, upon request,
to inspect such factory, warehouse, or other es-
tablishment. For purposes of this subsection,
such an owner, operator, or agent in charge
shall be considered to have refused an inspection
if such owner, operator, or agent in charge does
not permit an inspection of a factory, ware-
house, or other establishment during the 24-hour
period after such request is submitted, or after
such other time period, as agreed upon by the
Secretary and the foreign factory, warehouse, or
other establishment.

(June 25, 1938, ch. 675, §807, as added Pub. L.
111-353, title III, §306(a), Jan. 4, 2011, 124 Stat.
3958.)

Statutory Notes and Related Subsidiaries
CONSTRUCTION

Nothing in this section to be construed to apply to
certain alcohol-related facilities, to alter jurisdiction
and authorities established under certain other Acts, or
in a manner inconsistent with international agree-
ments to which the United States is a party, see sec-
tions 2206, 2251, and 2252 of this title.

§ 384d. Accreditation of third-party auditors
(a) Definitions
In this section:
(1) Audit agent
The term ‘‘audit agent’ means an individual
who is an employee or agent of an accredited
third-party auditor and, although not individ-
ually accredited, is qualified to conduct food
safety audits on behalf of an accredited third-
party auditor.
(2) Accreditation body
The term ‘“‘accreditation body’’ means an au-
thority that performs accreditation of third-
party auditors.
(3) Third-party auditor
The term ‘‘third-party auditor’’ means a for-
eign government, agency of a foreign govern-
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ment, foreign cooperative, or any other third
party, as the Secretary determines appro-
priate in accordance with the model standards
described in subsection (b)(2), that is eligible
to be considered for accreditation to conduct
food safety audits to certify that eligible enti-
ties meet the applicable requirements of this
section. A third-party auditor may be a single
individual. A third-party auditor may employ
or use audit agents to help conduct consult-
ative and regulatory audits.

(4) Accredited third-party auditor

The term ‘‘accredited third-party auditor”
means a third-party auditor accredited by an
accreditation body to conduct audits of eligi-
ble entities to certify that such eligible enti-
ties meet the applicable requirements of this
section. An accredited third-party auditor
may be an individual who conducts food safety
audits to certify that eligible entities meet
the applicable requirements of this section.

(5) Consultative audit

The term ‘‘consultative audit”
audit of an eligible entity—

(A) to determine whether such entity is in
compliance with the provisions of this chap-
ter and with applicable industry standards
and practices; and

(B) the results of which are for internal
purposes only.

(6) Eligible entity

The term ‘‘eligible entity’” means a foreign
entity, including a foreign facility registered
under section 350d of this title, in the food im-
port supply chain that chooses to be audited
by an accredited third-party auditor or the
audit agent of such accredited third-party
auditor.

(7) Regulatory audit

The term ‘“‘regulatory audit’’ means an audit
of an eligible entity—

(A) to determine whether such entity is in
compliance with the provisions of this chap-
ter; and

(B) the results of which determine—

(i) whether an article of food manufac-
tured, processed, packed, or held by such
entity is eligible to receive a food certifi-
cation under section 381(q) of this title; or

(ii) whether a facility is eligible to re-
ceive a facility certification under section
384b(a) of this title for purposes of partici-
pating in the program under section 384b
of this title.

(b) Accreditation system
(1) Accreditation bodies
(A) Recognition of accreditation bodies
(i) In general

Not later than 2 years after January 4,
2011, the Secretary shall establish a sys-
tem for the recognition of accreditation
bodies that accredit third-party auditors
to certify that eligible entities meet the
applicable requirements of this section.

(ii) Direct accreditation

If, by the date that is 2 years after the
date of establishment of the system de-

means an
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