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ICHE6 R2 Risk Based Monitoring
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ADDENDUM

Aspects of the trial that are essential to ensure human subject protection and

reliability of trial results should be the focus of such systems.

Responding to Inspection Findings: MHRA

1SO9001:2015 Quality Management Systems-Requirements

RBM

EMA Reflection paper on risk based quality management in
18 November 2013 clinical trials

US-FDA Guidance for Industry

August 2013 Oversight of Clinical Investigations — A Risk-Based

Approach to Monitoring

25 7 1 2013 7 1

ICHE6 R2 step4 “Risk based approach”
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