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Sufficient Evidence
How to apply risk management to supplier evaluations
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NOTES
1. ICH Q9 is a U.S. Federal Drug Administration standard on
quality risk management developed by the International
Conference on Harmonization of Technical Requirements
for Registration of Pharmaceuticals for Human Use. For
details, visit http://tinyurl.com/fdarisk.
2. For more information on reliability and relevancy of
audit evidence, read John Suedbeck, “Solid Proof,” Quality
Progress, June 2012, p. 72, and Suedbeck, “Bucket List,”
Quality Progress, January 2014, p. 64.
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