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How to incorporate Quality Risk Management into Data Integrity-related
work
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Overview:

Dr. O'Donnell will address why QRM is important from a DI perspective, with
a focus on Hazard Identification & Risk Control. He will explore the kinds of
hazards to look for when risk assessing an organisation for data integrity
vulnerabilities, and the key risk controls for those hazards. He discusses the
need for a solid data integrity foundation based on five pillars. He will
illustrate how the guidance in ICH Q9(R1) serves as a useful framework for
dealing with data integrity issues.
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