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COMPLETION INSTRUCTIONS
 
1. The purpose of the Investigator Site File contents page is to provide guidance on the essential records to be maintained by the investigator to:
(i) Permit and contribute to the evaluation of the conduct of the clinical trial in relation to the compliance with Good Clinical Practice (GCP) and applicable regulatory requirements and the reliability of the results produced; and
(ii) Enable investigator oversight and sponsor oversight of the clinical trial.

2. The template should be customised for the clinical trial.

3. The template may be completed manually or electronically.

4. The investigator should assess whether a record is essential, based on the criteria for essentiality of trial records specified in Annex 1, Section C.3 of ICH E6 (R3) GCP guideline.

5. The investigator should ensure that the essential records (are):
(i) identifiable;
(ii) version controlled;
(iii) include authors, reviewers and approvers, as appropriate;
(iv) signed (electronic or physical) and dated, where necessary;
(v) collected and filed in a timely manner;
(vi) demonstrate that any alterations are traceable;
(vii) certified if copies are made;
(viii) filed with access secure and limited to the investigator site staff;
(ix) safeguard blinding, if applicable;
(x) protect privacy and confidentiality; and
(xi) retained in a way that they remain complete, readable, readily available and directly accessible.

6. The investigator should provide direct access to the essential records for monitoring and audits by the sponsor, GCP inspections by the regulatory authority, and review by the IRB/IEC.

7. 
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