Appendix 6

Standard operating procedures
1) Organization of a local ethics committee.

2) Writing, reviewing, distributing and revising SOPs.

3) Confidentiality / Conflict of Interest Agreement.

4) Selection of independent consultants.

5) Application process and research protocol.

6) Study evaluation form.

7) Initial review of submitted applications and protocols.

8) Accelerated examination.

9) Examination of research of medical devices / equipment.

10) Examination of dissertations.

11) Consideration of repeated applications.

12) Consideration of amendments to the research protocol.

13) Monitoring the progress of the study.

14) Consideration of final reports.

15) Work with documents of the current research.

16) Inconsistency / violations of the protocol.

17) Answers to inquiries from participants.

18) Management of study termination.

19) Consideration of serious adverse events.

20) Inspection of the research center.

21) Preparation of the agenda of the meeting, holding the meeting and minutes.

22) Extraordinary meeting

23) Maintaining confidentiality of documentation

24) Document storage
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