
Attachment B

Sections 701(a), 701(b) and 801(a) of the Federal Food, Drug, and Cosmetic Act

SEC. 701. [21 U.S.C. 371] (a) The authority to promulgate regulations for the efficient 
enforcement of this Act, except as otherwise provided in this section, is hereby vested in the 
Secretary.
(b) The Secretary of the Treasury and the Secretary of Health and Human Services shall jointly 
prescribe regulations for the efficient enforcement of the provisions of section 801, except as 
otherwise provided therein. Such regulations shall be promulgated in such manner and take 
effect at such time, after due notice, as the Secretary of Health and Human Services shall 
determine.

SEC. 801. [21 U.S.C. 381] (a) The Secretary of the Treasury shall deliver to the Secretary of 
Health and Human Services, upon his request, samples of food, drugs, devices, and cosmetics 
which are being imported or offered for import into the United States, giving notice thereof to the 
owner or consignee, who may appear before the Secretary of Health and Human Services and 
have the right to introduce testimony. The Secretary of Health and Human Services shall furnish 
to the Secretary of the Treasury a list of establishments registered pursuant to subsection (i) of 
section 510 and shall request that if any drugs or devices manufactured, prepared, propagated, 
compounded, or processed in an establishment not so registered are imported or offered for 
import into the United States, samples of such drugs or devices be delivered to the Secretary of 
Health and Human Services, with notice of such delivery to the owner or consignee, who may 
appear before the Secretary of Health and Human Services and have the right to introduce 
testimony. If it appears from the examination of such samples or otherwise that (1) such article 
has been manufactured, processed, or packed under insanitary conditions or, in the case of a 
device, the methods used in, or the facilities or controls used for, the manufacture, packing, 
storage, or installation of the device do not conform to the requirements of section 520(f), or (2) 
such article is forbidden or restricted in sale in the country in which it was produced or from which
it was exported, or (3) such article is adulterated, misbranded, or in violation of section 505, then 
such article shall be refused admission, except as provided in subsection (b) of this section. The 
Secretary of the Treasury shall cause the destruction of any such article refused admission 
unless such article is exported, under regulations prescribed by the Secretary of the Treasury, 
within ninety days of the date of notice of such refusal or within such additional time as may be 
permitted pursuant to such regulations. Clause (2) of the third sentence of this paragraph 1 shall 
not be construed to prohibit the admission of narcotic drugs the importation of which is permitted 
under the Controlled Substances Import and Export Act.
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