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12. Data review and approval

12.2. There should be a documented procedure for the routine and periodic
review, as well as the approval of data. Personnel with appropriate
knowledge and experience should be responsible for reviewing and
checking data. They should have access to original electronic data and
metadata.

12.3. The routine review of GxP data and meta data should include audit trails.
Factors such as criticality of the system (high impact versus low impact)
and category of audit trail information (e.g. batch specific, administrative,
system activities, and so on) should be considered when determining the
frequency of the audit trail review.

12.4. A procedure should describe the actions to be taken where errors,
discrepancies or omissions are identified in order to ensure that the
appropriate corrective and preventive actions are taken.

12.5. Evidence of the review should be maintained.

12.6. A conclusion, where required, following the review of original data,
metadata and audit trail records should be documented, signed and dated.
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