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Audit Trail Review: An Exploration of Risk Scenarios and Use Cases

Building on the insights shared in the White Paper ‘Getting started with Audit Trail Review in
Clinical Trial Data: An Essential Guide’, the ACDM ATR Data Management Expert Group (DMEG) has
compiled a comprehensive list of risk case scenarios and use cases where audit trail review (ATR)
can be used to help identify potential issues.

The ATR DMEG recommends integrating ATR into existing processes, particularly during the risk
assessment phase at study start-up. By implementing prospective ATR and conducting regular
reviews of audit trail metadata, organizations can proactively address challenges related to data
integrity, quality, and processes.

Each root cause for a scenario has a priority score, KRl and visualization advice, as well as potential
corrective and preventive actions and considerations to help users connect the dots between
finding anomalies and solving them.

The information presented draws upon the combined understanding and knowledge of the
Association of Clinical Data Management (ACDM) Audit Trail Review (ATR) Data Management
Expert Group (DMEG) on this topic and is provided as an aid to understanding the risk scenarios
and use cases related to audit trail review in clinical research. The information presented is the
opinion of the authors and does not necessarily reflect the position of individual companies.
Readers should assess the content considering their own knowledge, organisational needs and
experience as well as interpretation of relevant guidance and regulations.

A living document for evolving needs

The risk scenarios are a living document, and will be updated over time as new insights, use cases, and
risk scenarios emerge. We encourage readers to contribute their experiences and feedback to enhance
its relevance and utility. For comments, questions, or suggestions for additional use cases and risk
scenarios, please reach out to Jennifer Logue Nielsen, ATR DMEG Chair, at jnni@lundbeck.com.
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