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S 3697
Creating Hope Act of 2010

Congress: 111 (2009-2011, Ended)

Chamber: Senate

Policy Area: Health

Introduced: Aug 4, 2010

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. (Aug 4, 2010)
Official Text: https://lwww.congress.gov/bill/111th-congress/senate-bill/3697

Sponsor

Name: Sen. Brownback, Sam [R-KS]
Party: Republican < State KS ¢ Chamber: Senate

Cosponsors (2 total)

Cosponsor Party / State Role Date Joined
Sen. Brown, Sherrod [D-OH] D-OH Aug 4, 2010
Sen. Franken, Al [D-MN] D - MN Aug 4, 2010

Committee Activity

Committee Chamber Activity Date

Health, Education, Labor, and Pensions Committee Senate Referred To Aug 4, 2010

Subjects & Policy Tags
Policy Area:

Health

Related Bills

No related bills are listed.
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Summary (as of Aug 4, 2010)

Creating Hope Act of 2010 - Amends the Federal Food, Drug, and Cosmetic Act to revise the priority review voucher
program for tropical diseases to: (1) include rare pediatric diseases; (2) allow unlimited transfers of vouchers under the
program; and (3) require a sponsor intending to use a voucher to notify the Secretary of Health and Human Services
(HHS) at least 90 days (currently, 365 days) before submission of the application.

Revises provisions regarding the priority review user fee, including to make it payable upon notification of the Secretary
of intent to use the voucher.

Authorizes the Secretary, upon request of the manufacturer or sponsor of a new drug, to designate that a new drug is: (1)
for a rare pediatric disease; and (2) an innovative treatment.

Requires the Secretary to deem a rare pediatric disease product application to be incomplete if it does not contain a
description of the sponsor's plan to market the product in the United States. Authorizes the Secretary to refuse to issue a
priority review voucher upon the approval of a rare pediatric disease application if the Secretary finds that the sponsor
lacks a good faith intention to produce and distribute the product.

Requires sponsors of applications under the priority review voucher program to report to the Secretary within five years
after the approval of the application on the demand and distribution of the product within the United States.

Actions Timeline

e Aug 4, 2010: Introduced in Senate
e Aug 4, 2010: Read twice and referred to the Committee on Health, Education, Labor, and Pensions.
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