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Best Practices and Application of Gl
Small Molecule Drugs in Early Deve

What is 1Q?

News

Linked(

+ FH1360 CONFERENCE CENTER

We are a not-for-profit
advancing science-bag
biotechnology product:

1Q Linkedin Group Launched!
November 2013

‘We are proud to announce the launch of our |
promoting the achievements and events of th

2013/12/10

wig Cardiac Safety Research Consortium

About Us

Home
Think Tanks & Meetings

Papers Other Papers of Interest Projects
ECG Database Library Contact Us

Cardiovascular disease is the leading cause of death in the United States, accounting for over one quarter of
all deaths every year. Some medical products intended to treat cardiovascular disease and other diseases
have significant and potentially dangerous side effects related to their effects on the heart. Moreover, cardiac
safety concerns are a leading cause for the recall of marketed drugs and abandonment of drug development
programs for any indication. The Cardiac Safety Research Consortium (CSRC) was launched in 2006 through
an FDA Critical Path Initiative Memorandum of Understanding with Duke University to support research into
the evaluation of cardiac safety of medical products.

CSRC supports research by engaging stakeholders from industry, academia, and government to share data
and expertise. Outputs of the CSRC include research projects taking advantage of waveforms released from
the FDA ECG warehouse, Think Tank Incubator programs, and consensus white papers. Additional work is
under way to expand the portfolio of research projects beyond the ECG data into other areas of cardiac
safety evaluation from the preclinical through the postmarket periods.

The CSRC is excited about its past accomplishments and future directions. If you are interested in explering
current opportunities for involvement with the CSRC, please email us at cardiacsafety@dm.duke.edu.

Accomplishments

wf | current projects 4, | wnitePapers _________

The CSRC has published 15 White
Papers in the American Heart Journal

Welcome to our new CSRC
Members: AliveCor, AtCor Medical,
Inc, Bruce Stambler, Salix
Pharmaceuticals, Perceptive
Informatics, and VistaGen
Therapeutics

CSRC Five Year Report

= CSRC CEC Adjudication
Thinktank Slides are now

posted. and is currently working on additional

papers:

SAFE-PCI for Women announced
its database lock! The study
findings will be presented as a
late-breaking clinical trial by Sunil
Rao, MD, at the Transcatheter
Cardiovascular Therapeutics (TCT)

= How Can the TQT Study Be
Replaced? The Role of
Concentration Effect Modeling in
QT Assessment (Active Writing
Group)

2012 Accomplishments

®» LOG IN

TOINCSREY
EARGH

Upcoming Meetings

CSRC/ DIA Co-Sponsored
Webinar: Evaluation and
Management of Cardiac
Conditions in Oncology
Patients

December 3, 2013

December 7, 2013

‘Webinar Moderator: Philip Sager, MD,
FACC, FAHA, FHRS, Sager Consulting
Experts, Inc.

Speakers: John Finkle, MD, FACC, FACP,
GlaxoSmithKline

Daniel Lenihan, MD, FACC Vanderbilt
University

Click Here for more Information and to
Register
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Daniel Bloomfield*, James Keirns, Rob Wallis
Norman Stockbridge, John E. Koerner
Solange Rohou, Charles Benson

Krishna Prasad**, Jan Regnstroem

Koichiro Ogata, Yasuhiko Imai, Yasuhiro Itano,
Maki lto

Kaori Shinagawa, Yuki Ando, Kinue Nishioka,
Kana Watanabe

Hans Kemmler***

Colette Strnadova™***

*:Rapporteur **:Regulatory Chair ***:QObserver
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