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I PR BIF 5C 97 51 LAz BV M ERESFAE TR 2

Research Institution Medical Ethics Committee of Shishi City General Hospital

A EEARH B A I

Investigator Mingfeng Zhuo

HE S ILCEIES: 2R S HT

.Appmva] category First Review Approval procedure Meeting Review
CIECAEE e -
Review date g020:F8H21H

e
Review Institution ’m) gﬁﬁrﬁ@ﬁ Eﬁfﬁﬂﬁ%ﬁ%

Medical Ethics Committee of Shishi City General Hospital

HEAE SO WS %: FRAS: VERSIONI.O 2020/08/21, FiA<H 112020/08/21.
Approval files Assignment for technical design (Version1.0_2020/08/21;Date:2020/08/21).

MIERES: MAS: VERSIONI.O0 2020/08/21, K4 H #A2020/08/21;
Informed consent form (Version1.0_2020/08/21; Date: 2020/08/21).

AL R AE T RRZE (b EMEERRR 0 5
Review comment Approval 11 Disapproval 0 Modification required prior to approval 0
i B IE J5 T T 0 52

2 1L BT 50 0 52

Modification  required and . _ :
[Terminate or suspend its prior approval 0

re-submitted for review 0

7 A

Review recommendation

R4 DA (B RANMAEYEAVFARILAT A INEY (2007 , FEKPEHTHRE ChESEES |
(eI A RTEY (20100 , SFDA (ZGPlm AR GUIAR BT A TAERR S BEUY  (2010) « (25l
ARG B EIYEY  (2003) (P2 A DRI RS UID (20090 CZEFT 28 MRIG RIS B 5 )
(2004) + LAJ WMA (HR/RFEEELTH)  (2008) HI CIOMS C AAAEM)IE 24 1F 5% M BRAS FES 1)
(2002) (OICTRIN, CATEFARTIZR NENH, [RRIFAAE QISR % AR .
SRR IR AT S/ 5L

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 Organ i.zation of Medical Sciences and several Chinese ethical
ouidelines, 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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Please carry out the research
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The investigator should report to the Ethical Committee if the following occurs:
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Amendment of research protocol and informed consent form.
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Change of major investigator.
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Serious adverse events.
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ccurrence of significant influence to the research or increasing harm to participants
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Dewviation of research protocol

6) ¥ ARTTLL L IRRTE 5T o

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

progress report should be submitted a month before the deadline.
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Please submit research conclusion report to the research ethical committee
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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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