LegiList
Congress, Made Clear.
Bill Fact Sheet — June 21, 2026
https://legilist.com
Bill page: https://legilist.com/bill/112/s/1865

S 1865

Patient Access to Medical Innovation Act

Congress: 112 (2011-2013, Ended)

Chamber: Senate

Policy Area: Health

Introduced: Nov 15, 2011

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. (Nov 15, 2011)
Official Text: https://lwww.congress.gov/bill/112th-congress/senate-bill/1865

Sponsor

Name: Sen. Franken, Al [D-MN]
Party: Democratic + State: MN ¢ Chamber: Senate

Cosponsors (3 total)

Cosponsor Party / State Role Date Joined

Sen. Alexander, Lamar [R-TN] R-TN Nov 15, 2011
Sen. Hagan, Kay R. [D-NC] D -NC Nov 15, 2011
Sen. Kerry, John F. [D-MA] D -MA Nov 15, 2011

Committee Activity

Committee Chamber Activity Date

Health, Education, Labor, and Pensions Committee Senate Referred To Nov 15, 2011

Subjects & Policy Tags
Policy Area:

Health

Related Bills

No related bills are listed.


https://legilist.com
https://legilist.com/bill/112/s/1865
https://www.congress.gov/bill/112th-congress/senate-bill/1865
https://legilist.com/legislator/F000457
https://legilist.com/legislator/A000360
https://legilist.com/legislator/H001049
https://legilist.com/legislator/K000148

Summary (as of Nov 15, 2011)

Patient Access to Medical Innovation Act - Amends the Federal Food, Drug, and Cosmetic Act to extend for five years
and revise the program for humanitarian exemptions for pediatric medical devices. Removes provisions requiring the
device to have been approved on or after September 27, 2007. Eliminates the authority of the Secretary of Health and
Human Services (HHS) to establish an annual distribution number setting the maximum number of devices that could be
distributed under the exemption. Sets such number as the number of devices needed to treat, diagnose, or cure a
population of 4,000 individuals in the United States. (Currently, this is the maximum number the Secretary may set.)

Eliminates the limitation on the number of waivers the Secretary may grant from conflict of interest provisions pertaining
to service on an advisory committee. Requires the Secretary to ensure that each determination to waive such provisions
considers the scope and magnitude of the financial interest at issue with the public health need for the expertise of the
member on the committee.

Actions Timeline

e Nov 15, 2011: Introduced in Senate
e Nov 15, 2011: Read twice and referred to the Committee on Health, Education, Labor, and Pensions.
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