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#File note should be authored by the individual or organization responsible for its content, as follows:

1. If the issue relates to site performance, the appropriate delegated individual from the site (e.g., site coordinator, research nurse) should write and sign the File Note.
2. If the issue relates to Investigator’s responsibilities (e.g., human subject protection, data integrity at the site), the Investigator should write and sign the File Note. If the file note has been written on behalf of the Investigator, then the author should be the writer of the File Note and the approval signed by the Investigator.
3. If the issue relates to actions taken by the Sponsor, an appropriate delegated individual from the Sponsor should write and sign the File Note. If the File Note pertains to the conduct of affair by the Sponsor, then the author should be the writer of the File Note and the approval signed by the Sponsor.
4. Keep a file note log of all file notes CCTU/FRM050
5. File the file note with the documentation it refers to
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