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How about intended
Negligence and Ignorance?

« World Wide

— Around 2000 Discussion for Fraud, Misconduct
Buyse, et al. of ISCB (1999)

— 1999 Misconduct in Cancer Trial of South Africa which was reported in ASCO
Cleaton-Jones (2000)

— 2004 GSK faced US lawsuit over concealment of trial results
Dyer (2004)

— 2010 Fraud in microarray genetic analysis in Duke, US
Erika C. Hayden (2012)

+ Action
— Experts with Professional Ethics and Independent Data Management
— Clinical Trial Registration
— Disclosure for COI
— More reliable data
+ In Japan
— Reconsideration of Research Ethics
— Statement of Japan Biometric Society
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Comparison of Published

Papers in major journal
between 2008 and 2011
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Rank for Basic

Number of applications

EU Directive 2001/20/EC
ARO must comply with ICH-GCP
since May 2004

® Br J Clin Pharmacol.
2009 May;67(5):487-
03
® Proposal for a
Regulation of the
European Parliament
and of the Council on
clinical trials on
| .| medicinal products for
2004 2005 2006 2007 2008 human use, and
repealing Directive
2001/20/EC
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