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. &\ Multicenters prospective cohort studies of clip band ligation anti reflux therapy
ProjectName

(C-BLART) of gastrocsophageal reflux discase  (GERD)  with interstitial lung
discase  (ILD)
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Pleaselind atiached list of the documents for review and The other documents submitted thistime (including version No.

andversion date)
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The review result on the trial/rescarch by the Ethics Committee is as follows:
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If the trial/research is not initiated in 1 year, the trial/rescarch needs to be reviewed again. . [
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The approval period of EC approval ccrliﬁcat_c means that a period of time in which the trial/rescarch is initiated the LC

approval certificate is cffective from the approval date. If the trial/rescarch is not initiated in the approval period, the
trial/research nceds to be reviewed again. If the trial/rescarch is initiated in the  approval period, this approval

certificate is effective.
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Will the research process aceept follow-up review of the Lthics Committec(applicable for initial review)? |
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But the Lthics Committee has the right to change the frequency of follow-up review according  to the actual

progress.
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Lhe Approval™ trial/rescarch shall be implemented following the protocol approved by the Lthic Committee, and
conforms to the principles of NMPA/GCP and Declaration of Helsinki.
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3 Daring the rescarch process, any revisions made to the documents related to the protocol and Informed Consent

Formy cen’t be implemented before obtaining the approval from the Ethics Committec.
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' The Sericus Adverse Events or accidents alfected the subject’ safety or welfare occurred in this centre shall be
< imely inwriting Lo the Ethies Commitiee while reporting 1o NMPA, because the Ethics Committee has

2o maxe new decision on its evaluation.
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research involving ’]m export of human genetic resources or special examination should be approved b by

' departiments before the trial /research is initated.
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ane conduct the wial research within the approval period,  otherwise — the approval certificate of cthical

review s expired.
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| Theu .]/]L\Ld}L h \vhox IhL ap )10\"11 certificate oi cthical review is expired should be reviewed again.
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Lo cormesition and process program ol this Ethics Commitiee are cligible for  {Good Clinical Practice)
\41"4.1‘1‘(.[4; o of Helsinkid 0 {Guideline for Ethical Review of Drug Clinical Trials) ,  (International Iithical
Slomedical Rescarch nvolving Human Subjects? , (Regulations for cthical review of biomedical

wnmen (National)? and relevant laws and regulations.
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