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Perspect Clin Res.2011 OctDec; 2(4): 124-128.

Scientific and Regulatory Reasons for Delay and Denial of
FDA Approval of Initial Applications for New Drugs,
2000-2012, JAMA.2014; 311 (4): 378-384

Why NMEs and Therapeutic Biologicals Fail in the First FDA
Review Cycle, The RPM Report, Elsevier Business
Intelligence, March 2013, with slight modification.
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