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File Note

Title: The [study name] Study
Subject: TMF: Electronically Filed Documentation
Date: [date]
Reason for File Note: 

As per ECTU_WPD_W6, documents which are shaded grey in the paper column of the [study name] TM-T2 TMF ISF Index, are held electronically on the ECTU drive and are not filed in the paper TMF. Those documents which are held electronically only can be provided on request and are located at:
ECT Unit\ECTU Current Trials\1 CURRENT PROJECTS\[study name]

The [study name] TM-T2 TMF ISF Index, which is based on the ACCORD CR001-T01 Document Checklist CTIMP, was customised prior to completion of the trial monitoring plan and was approved by the Clinical Trials Monitor, [monitor’s name], on the [date].
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