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http://www.fumira.jp/cut/medical/file241.htm
http://www.fumira.jp/cut/medical/file328.htm
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~ 21st Century Cures Act F(IL~N~

® FDADEAZETOLREMREL., BN EETEIEEET S ETHE-LEERD
BAZIRSESHEZE (215 Century Cures Act) Y. FERL28F128 78 (JK)
[CE 4R M5 TLIREEBL. A/ NI ARFSEMNI2H 138 EL - RTLT-.

https://www.statnews.com/2016/12/07/21st-century-cures-senate-passes/
http://www.nejm.org/doi/full/10.1056/NEJMp1615745?query=featured hom

It is clear that the discovery, development, and
delivery process is a cycle, meaning that even
data captured and analyzed at what some
might consider the “end” of the process - the
delivery phase - actively infuses new discovery
and development of better treatments. The
country that fully embraces the entirety of this
cycle will be the innovation leader for the 21st
Century. Thus, a key goal of the 21st Century
Cures initiative is to help ensure it is the United
States that charts this course.

(21st Century Cures Act ®White Paperd& Y $i#%k)

https://energycommerce.house.gov/sites/republicans.energycommerce.house.gov/files/analysis/
21stCenturyCures/20140501WhitePaper.pdf 5
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€ Traditionally, clinical trials have been designed to demonstrate how an

experimental treatment affects the symptoms of a condition or disease over

time in a large, representative patient population compared to a placebo or

other alternative. But based on the advances that have been made in
personalized medicine and health information technology, including the use
of real world data, is the randomized, double-blinded, placebo-

controlled model the best approach in all cases? The timelines, size,

failure rates, and costs of conducting trials are at all-time highs, with

administrative and requlatory burdens often contributing to such increases.

What can be done to help reverse these trends?

€ Finally, recent analyses have shown that the cost of developing a new
drug now exceeds $1 billion—double the costs in the early 1980s—and

that it takes upwards of 15 years from initial molecular targeting to bring a

drug to market.

(21st Century Cures Act ®White Paperd& Y #x#%)

https://energycommerce.house.gov/sites/republicans.energycommerce.house.gov/files/analysis/

21stCenturyCures/20140501WhitePaper.pdf
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21st Century Cures Act

~UTILIZING REAL WORLD EVIDENCE~

DIVISION A—21ST CENTURY CURES
TITLE ll—DEVELOPMENT
Subtitle C—Modern Trial Design and Evidence Development
SEC. 3022. REAL WORLD EVIDENCE.
Chapter V of the Federal Food, Drug, and Cosmetic Act is amended by inserting after
section 505E (21 U.S.C. 355f) the following:

“SEC. 505F. UTILIZING REAL WORLD EVIDENCE.
“(a) IN GENERAL.—The Secretary shall_establish a program to evaluate the potential
use of real world evidence—
“(1) to help to support the approval of a new indication for a drug approved under
section 505(c); and
“(2) to help to support or satisfy post approval study requirements.

“(b) REAL WORLD EVIDENCE DEFINED.—In this section, the term ‘real world
evidence’ means data regarding the usage, or the potential benefits or risks, of a

drug derived from sources other than randomized clinical trials.

“(c) PROGRAM FRAMEWORK.—
“(1) IN GENERAL.—Not later than 2 years after the date of enactment of the 21st
Century Cures Act, the Secretary shall establish a draft framework for
implementation of the program under this section.

http://docs.house.gov/billsthisweek/20161128/CPRT-114-HPRT-RUO0-SAHR34.pdf @




