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FDA expects that all data be reliable and accurate (see the ?Background? section). CGMP
regulations and guidance allow for flexible and risk-based strategies to prevent and detect data
integrity issues. Firms should implement meaningful and effective strategies to manage their data
integrity risks based on their process understanding and knowledge management of technologies
and business models.
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Wechselwirkung diclofenac und paracetamol 500mg @ 2019 In and influence on these
strategies is essential in preventing and correcting conditions that can lead to data integrity
problems. It is the role of management with executive responsibility to create a quality culture
where employees understand that data integrity is an organizational core value and employees are
encouraged to identify and promptly report data integrity issues. In the absence of management
support of a quality culture, quality systems can break down and lead to CGMP noncompliance.
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