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S 2067
SET Device Act

Congress: 112 (2011–2013, Ended)
Chamber: Senate
Policy Area: Health
Introduced: Feb 2, 2012
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.  (Feb 2, 2012) 
Official Text:  https://www.congress.gov/bill/112th-congress/senate-bill/2067 

Sponsor

Name:  Sen. Casey, Robert P., Jr. [D-PA] 
Party: Democratic   •   State: PA   •   Chamber: Senate

Cosponsors  (1 total) 

Cosponsor Party / State Role Date Joined

Sen. McCain, John [R-AZ] R · AZ Feb 2, 2012

Committee Activity

Committee Chamber Activity Date

Health, Education, Labor, and Pensions Committee Senate Referred To Feb 2, 2012

Subjects & Policy Tags

Policy Area:

Health

Related Bills

No related bills are listed.
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Summary  (as of Feb 2, 2012) 

Safe, Efficient, and Transparent Medical Device Approval Act or the SET Device Act - Directs the Secretary of Health and

Human Services (HHS), within 120 days of enactment of this Act, to establish the schedule for the promulgation of a

regulation requiring premarket approval for a medical device that the Secretary requires to remain in class III.

Directs the Secretary, within 18 months, to: (1) issue a final regulation for each device that the Secretary requires to

remain in class III, and (2) establish the required special controls for each device that is classified into class II pursuant to

a determination revising such devise's classification.

Amends the Federal Food, Drug, and Cosmetic Act to permit a person to: (1) submit a request for initial classification of a

device that has not previously been classified under such Act if the person declares that there is no legally marketed

device upon which to base a substantial equivalence determination; and (2) recommend to the Secretary a classification

for the device and include in the request an initial draft proposal for applicable special and general controls that are

necessary to provide reasonable assurance of safety and effectiveness.

Permits the Secretary to decline to undertake a classification request if the Secretary identifies a legally marketed device

that could provide a reasonable basis for review of substantial equivalence or if the Secretary determines that the device

submitted is not of low-moderate risk.

Actions Timeline

Feb 2, 2012: Introduced in Senate
Feb 2, 2012: Read twice and referred to the Committee on Health, Education, Labor, and Pensions.
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