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According to the World Medical Association Declaration of

Helsinki Ethical Principles for Medical Research Involving Human
Subject, International Ethical Guidelines for Biomedical Research
Involving Human Subjects by the Council for International Organization
of Medical Sciences and several Chinese ethical guidelines, the
assignment for technical design, informed consent form and case report
form were approved by the Research Ethical Committee of Beijing

Hospital of Traditional Chinese Medicine affiliated to Capital Medical

University.
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1) Amendment of research protocol and informed consent form.
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2) Change of major investigator.

3) Serious adverse events.
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4) Occurrence of significant influence to the research or increasing
harm to participants
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5) Deviation of research protocol
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6) Research suspension or termination
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The research ethical committee will track and check the research
process according the specified year or frequency, and the research l
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review

progress report should be submitted a month before the deadline.
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Please submit research conclusion report to the research ethical
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If the project cannot start within the effective period, this document
~will be invalid and need resubmitting related documents.
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Please submit research progress report before 18 June 2019
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Period of validity From 21 July 2017 to 20 January2018
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