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File Note

MACE-ICH Trial Number: N/A
(in the format: C999/999)

Details:

TMF/ISF - A7 DATABASE BUILD (Database specification documentation, user acceptance testing,
validation document, security and access arrangements, and disaster recovery plan).

TMF: Section A7 can be found within the IT file which is saved electronically on MS teams and maintained by the Trial
Programmer.

ISF: Section A7 is applicable to the coordinating centre only, is therefore kept in the TMF only, and is not required to be
included in the ISF.

Actions:
N/A

Impact on Patient Safety:

None
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