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Documents mean the followings:

(1) Study Protocols and related documents (such as case report
forms, informed consents, diary forms, scientific documents,
reports, records, expert opinions or reviews)

(2) IEC/IRB documents (SOPs, meeting minutes, advice and
decisions)

(3) Correspondence (experts, auditors, study participants, etc.) Of
any forms, such as printed or written papers, hard copies,
electronic mails (e-mail), faxes, audio or video tapes, etc.
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Any relevant person/persons who presently is/are not a
member/members of the IEC/IRB such as authorities, monitors,
auditors, subjects, etc.
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