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§ 384e. Recognition of foreign government in-
spections 

(a) Inspection 

The Secretary— 
(1) may enter into arrangements and agree-

ments with a foreign government or an agency 
of a foreign government to recognize the in-
spection of foreign establishments registered 
under section 360(i) of this title in order to fa-
cilitate risk-based inspections in accordance 
with the schedule established in paragraph (2) 
or (3) of section 360(h) of this title; 

(2) may enter into arrangements and agree-
ments with a foreign government or an agency 
of a foreign government under this section 
only with a foreign government or an agency 
of a foreign government that the Secretary 
has determined as having the capability of 
conducting inspections that meet the applica-
ble requirements of this chapter; and 

(3) shall perform such reviews and audits of 
drug safety programs, systems, and standards 
of a foreign government or agency for the for-
eign government as the Secretary deems nec-
essary to determine that the foreign govern-
ment or agency of the foreign government is 
capable of conducting inspections that meet 
the applicable requirements of this chapter. 

(b) Results of inspection 

The results of inspections performed by a for-
eign government or an agency of a foreign gov-
ernment under this section may be used as— 

(1) evidence of compliance with section 
351(a)(2)(B) of this title or section 381(r) of this 
title; and 

(2) for any other purposes as determined ap-
propriate by the Secretary. 

(June 25, 1938, ch. 675, § 809, as added Pub. L. 
112–144, title VII, § 712, July 9, 2012, 126 Stat. 1072; 
amended Pub. L. 114–255, div. A, title III, 
§ 3101(a)(2)(X), Dec. 13, 2016, 130 Stat. 1156; Pub. 
L. 115–52, title VII, § 701(b), Aug. 18, 2017, 131 
Stat. 1055.) 

AMENDMENTS 

2017—Subsec. (a)(1). Pub. L. 115–52 substituted ‘‘para-

graph (2) or (3) of section 360(h)’’ for ‘‘section 360(h)(3)’’. 

2016—Subsec. (a)(2). Pub. L. 114–255 substituted ‘‘con-

ducting’’ for ‘‘conduction’’. 

§ 384f. Strengthening FDA and CBP coordination 
and capacity 

(a) In general 

The Secretary of Health and Human Services 
(referred to in this section as the ‘‘Secretary’’), 
acting through the Commissioner of Food and 
Drugs, shall coordinate with the Secretary of 
Homeland Security to carry out activities relat-
ed to customs and border protection and in re-
sponse to illegal controlled substances and drug 
imports, including at sites of import (such as 
international mail facilities), that will provide 
improvements to such facilities, technologies, 
and inspection capacity. Such Secretaries may 
carry out such activities through a memoran-
dum of understanding between the Food and 
Drug Administration and the U.S. Customs and 
Border Protection. 

(b) FDA import facilities and inspection capacity 

(1) In general 

In carrying out this section, the Secretary 
shall, in collaboration with the Secretary of 
Homeland Security and the Postmaster Gen-
eral of the United States Postal Service, pro-
vide that import facilities in which the Food 
and Drug Administration operates or carries 
out activities related to drug imports within 
the international mail facilities include— 

(A) facility upgrades and improved capac-
ity in order to increase and improve inspec-
tion and detection capabilities, which may 
include, as the Secretary determines appro-
priate— 

(i) improvements to facilities, such as 
upgrades or renovations, and support for 
the maintenance of existing import facili-
ties and sites to improve coordination be-
tween Federal agencies; 

(ii) improvements in equipment and in-
formation technology enhancement to 
identify unapproved, counterfeit, or other 
unlawful controlled substances for de-
struction; 

(iii) the construction of, or upgrades to, 
laboratory capacity for purposes of detec-
tion and testing of imported goods; 

(iv) upgrades to the security of import 
facilities; and 

(v) innovative technology and equipment 
to facilitate improved and near-real-time 
information sharing between the Food and 
Drug Administration, the Department of 
Homeland Security, and the United States 
Postal Service; and 

(B) innovative technology, including con-
trolled substance detection and testing 
equipment and other applicable technology, 
in order to collaborate with the U.S. Cus-
toms and Border Protection to share near- 
real-time information, including informa-
tion about test results, as appropriate. 

(2) Innovative technology 

Any technology used in accordance with 
paragraph (1)(B) shall be interoperable with 
technology used by other relevant Federal 
agencies, including the U.S. Customs and Bor-
der Protection, as the Secretary determines 
appropriate and practicable. 

(c) Report 

Not later than 6 months after October 24, 2018, 
the Secretary, in consultation with the Sec-
retary of Homeland Security and the Post-
master General of the United States Postal 
Service, shall report to the Committee on En-
ergy and Commerce and the Committee on 
Homeland Security of the House of Representa-
tives and the Committee on Health, Education, 
Labor, and Pensions and the Committee on 
Homeland Security and Governmental Affairs of 
the Senate on the implementation of this sec-
tion, including a summary of progress made to-
ward near-real-time information sharing and the 
interoperability of such technologies. 

(Pub. L. 115–271, title III, § 3014, Oct. 24, 2018, 132 
Stat. 3937.) 
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