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S722

Dietary Supplement Safety Act of 2003

Congress: 108 (2003—-2005, Ended)

Chamber: Senate

Policy Area: Agriculture and Food

Introduced: Mar 26, 2003

Current Status. Sponsor introductory remarks on measure. (CR S3547-3548)

Latest Action: Sponsor introductory remarks on measure. (CR S3547-3548) (Apr 1, 2004)
Official Text: https://lwww.congress.gov/bill/108th-congress/senate-bill/722

Sponsor

Name: Sen. Durbin, Richard J. [D-IL]
Party: Democratic « State: IL ¢ Chamber: Senate

Cosponsors (4 total)

Cosponsor Party / State Role Date Joined

Sen. Schumer, Charles E. [D-NY] D - NY Apr 2, 2003

Sen. Clinton, Hillary Rodham [D-NY] D - NY Jul 10, 2003
Sen. Feinstein, Dianne [D-CA] D-CA Jul 10, 2003
Sen. McCain, John [R-AZ] R-AZ Nov 4, 2003
Committee Activity

Committee Chamber Activity Date

Health, Education, Labor, and Pensions Committee Senate Referred To Mar 26, 2003

Subjects & Policy Tags

Policy Area:

Agriculture and Food

Related Bills

No related bills are listed.
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Summary (as of Mar 26, 2003)

Amends the Federal Food, Drug, and Cosmetic Act to require each manufacturer of a dietary supplement (supplement),
and each packer or distributor of a supplement the name of which appears on the labeling, to report serious adverse
experiences to the Secretary of Health and Human Services and to investigate such occurrences. Defines a serious
adverse experience as an adverse event associated with the use of a supplement in a human that involves death or one
of other serious calamities. Directs the Secretary to conduct a clinical evaluation of each such reported experience.

Requires the manufacturer of a dietary supplement to report periodically on other adverse experiences and to review
such occurrences.

Allows the Secretary to grant a waiver from the above reporting, reviewing, and investigating requirements with respect to
a dietary supplement upon determination that compliance is not necessary to protect the public health.

Authorizes the Secretary to require a manufacturer to conduct postmarket surveillance for a supplement under specified
circumstances.

Permits the Secretary to require a manufacturer of a supplement or of an ingredient in a supplement to demonstrate that
its product is safe under specified circumstances. Directs the Secretary to approve the continued marketing of such a
supplement or ingredient or to disapprove it.

Prohibits any introduction into interstate commerce of a supplement containing a stimulant unless it is approved by the
Secretary under this Act.

Amends the Act to exclude a product that bears or contains an anabolic steroid from the definition of a dietary
supplement for a specified chapter of the Act.

Eliminates a provision of the Act requiring the United States to bear the burden of proof to show a supplement or an
ingredient in a supplement is adulterated due to a safety violation.

Actions Timeline

e Apr 1, 2004: Sponsor introductory remarks on measure. (CR S3547-3548)
e Mar 26, 2003: Introduced in Senate
e Mar 26, 2003: Read twice and referred to the Committee on Health, Education, Labor, and Pensions.
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