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Phase Forward appreciates the opportunity to review and comment on this much needed Guidance on Maintenance of Electronic Records.  In general, the Guidance directly addresses some important issues for the industry, and reflects standard practices and the FDA’s experience. However, there are some areas that may need additional consideration. Our comments reflect our experience, and that of many of our customers, in the management of enterprise software for Internet-based clinical data management.
Specific Comments

6.2.1.3 Electronic Record Integrity Attributes Should Be Preserved.

Comment: The phrase “Where a migration, in effect, creates a new electronic record (by transforming the old electronic record) then, per section 11.10(e), the audit trail for the migrated electronic record would have to cover this creation. By adding this new creation step to the migrated audit trail carried over from the old electronic record you will help ensure a continuity of electronic record integrity.”

We propose that a migration activity that does not alter the stored values of the data should not require the inclusion of an audit trail record for the event in the data item audit trail.

We propose that the system documentation of the migration, as noted in the first paragraph of Section 6.2, should include a record of the migration activity.

6.2.1.5 Unavoidable Differences and Losses Should Be Accounted For and Explained In The Migrated Electronic Record or New System Documentation.
Alternatively, we propose that any value changes that are required in any data item, as suggested in section 6.2.1.5 for example to correctly display mapped colors, should be identified in the system documentation of the migration, and should be included in the audit trail of any changed values.

