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S 3020

Food and Drug Administration Accountability and Transparency Act

Congress: 110 (2007—-2009, Ended)

Chamber: Senate

Policy Area: Health

Introduced: May 15, 2008

Current Status. Read twice and referred to the Committee on Health, Education, Labor, and Pensions.

Latest Action: Read twice and referred to the Committee on Health, Education, Labor, and Pensions. (May 15, 2008)
Official Text: https://www.congress.gov/bill/110th-congress/senate-bill/3020

Sponsor

Name: Sen. Boxer, Barbara [D-CA]
Party: Democratic + State: CA  Chamber: Senate

Cosponsors (1 total)

Cosponsor Party / State Role Date Joined

Sen. Sanders, Bernard [I-VT] |- VT Sep 26, 2008
Committee Activity

Committee Chamber Activity Date

Health, Education, Labor, and Pensions Committee Senate Referred To May 15, 2008
Subjects & Policy Tags

Policy Area:

Health

Related Bills

No related bills are listed.

Summary (as of May 15, 2008)

Food and Drug Administration Accountability and Transparency Act - Amends the Federal Food, Drug, and Cosmetic Act
to require the Secretary of Health and Human Services to publish in the Federal Register postmarket surveillance plans
for medical devices, unless such information is exempted under the Freedom of Information Act.

Subjects medical device manufacturers that fail to comply with postmarket surveillance requirements to civil monetary
penalties. Requires the Secretary to take into consideration whether the manufacturer is making efforts toward correcting
the violation in determining the amount of the civil penalty.

Authorizes the Secretary to order natification of health personnel and other relevant persons if a violation of postmarket
surveillance requirements of a device presents an unreasonable risk of substantial harm to the public health, such
notification is necessary to eliminate such risk, and no more practicable means is available to eliminate such risk.
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Actions Timeline

e May 15, 2008: Introduced in Senate
e May 15, 2008: Read twice and referred to the Committee on Health, Education, Labor, and Pensions.
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