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AMENDMENT NO. Calendar No.

Purpose: To limit the location information required to be
disclosed on the label of a finished drug product or
active pharmaceutical ingredient.

IN THE SENATE OF THE UNITED STATES—119th Cong., 2d Sess.
S.3788

To amend the Federal Food, Drug, and Cosmetic Act to
require drug labeling to include original manufacturer
and supply chain information.

Referred to the Committee on and
ordered to be printed

Ordered to lie on the table and to be printed
AMENDMENT intended to be proposed by Mr. HUSTED
Viz:
1 On page 3, between lines 10 and 11, insert the fol-
lowing:

“(3) ADDRESS AND PHYSICAL LOCATION INFOR-
MATION.—A manufacturer, packer, or distributor
may request that the Secretary allow such manufac-
turer, packer, or distributer to omit the specific ad-
dress or physical location from the label as required

under this subsection. The Secretary shall grant
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such a request if the Secretary determines, in con-
10 sultation with the Secretary of Homeland Security,

11 the Director of the Cybersecurity and Infrastructure
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Security Agency, and the Assistant Secretary for
Preparedness and Response, that inclusion of such
address on a publicly available label poses a risk to
national security or could create a supply chain vul-
nerability, and allow the label to include, in lieu of
a street address, the country and, where applicable,
the State or region in which the facility is located.
The Secretary shall maintain the full address in a

2

non-public registry.”.
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             Address and physical location information
             A manufacturer, packer, or distributor may request that the Secretary allow such manufacturer, packer, or distributer to omit the specific address or physical location from the label as required under this subsection. The Secretary shall grant such a request if the Secretary determines, in consultation with the Secretary of Homeland Security, the Director of the Cybersecurity and Infrastructure Security Agency, and the Assistant Secretary for Preparedness and Response, that inclusion of such address on a publicly available label poses a risk to national security or could create a supply chain vulnerability, and allow the label to include, in lieu of a street address, the country and, where applicable, the State or region in which the facility is located. The Secretary shall maintain the full address in a non-public registry.
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