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By the Numbers: Policy Changes from the 21st Century Cures Act
Section Editor: The ISPOR Student Network

House Energy and 
Commerce Committee 
hearings started

Introduced 
in the House

Passed the House

Passed the Senate 
with an amendment

The House agreed to 
Senate amendment 
with further amendment

The Senate agreed to 
House amendment

Signed into law by 
President Barack Obama 
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Cancer 
Moonshot
$1.8 Billion

Regenerative 
Medicine
$30 Million

All of Us 
(Precision Medicine)
$1.5 Billion
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DRAFT GUIDANCE ISSUED
• 12 Jun 2018: Patient-Focused Drug Development: Collecting 
   Comprehensive and Representative Input - Guidance for Industry, 
   Food and Drug Administration Staff, and Other Stakeholders
• 13 Jun 2018: Limited Population Pathway for Antibacterial and 
   Antifungal Drugs - Guidance for Industry
• 13 Jun 2018: Humanitarian Device Exemption (HDE) Program - 
   Draft Guidance for Industry and Food and Drug Administration Staff
 
GUIDANCE TO BE RELEASED
• 13 Dec 2019: Protection of human research subjects
• 13 Dec 2019: Qualification of drug development tools
• Date to be announced: Novel clinical trial designs
• Date to be announced: Real world evidence

FDA GUIDANCE MILESTONES 5

VOTES IN THE HOUSE: 
392 IN FAVOR – 26 AGAINST

VOTES IN THE SENATE: 
94 IN FAVOR – 5 AGAINST (1 NOT VOTING)

SECOND-MOST LOBBIED HEALTHCARE 
BILL IN THE HISTORY 

MORE THAN 1,400 REGISTERED 
LOBBYISTS WORKED ON THIS BILL

REGISTERED LOBBYISTS REPRESENTED MORE 
THAN 400 DIFFERENT ORGANIZATIONS

APPROXIMATELY HALF A BILLION DOLLARS 
WAS SPENT ON LOBBYING

SOME NUMBERS ON THE 
21ST CENTURY CARES ACT4




