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| EEKEERCEERSHOMBE. ARBM. RIEMIZFITTM I b4 RINE G750

IR B AR R 28I R R R ERANSE (GCP) F1 ICH GCP BOICTR AR R, HlEF o [E 4 5%
ERREMOME .

“EE IR AOEEE £ CHEC U5 RINT, & CFDA/GCP Ffk/R AT H AR .

conduct the research in accordance with the protocol, CFDA/GCP and the principles of research ethics
as set forth in the Declaration of Helsinki.

CREE R CEERE” WFSSER, RAEMIREATR CHEC MR RAR FIRLL

. 58 B E IR, HEMORIBE . CHEC ATSRERIFAE TR Z . I you wish to appeal to this decision,

please contact the IEC of Shanghai Changhai Hospital and submit your appeal in writing, addressed to
the IEC Chairperson with justification as to why the appeal should be granted.

. Wisudied, MEEUSRMMEEEBSELHAEOETIEN, HRBHLEEARTE

E&/S5AEM. Any change to the protocol or informed consent or other attachments should be
approved by IEC before being implemented.

C ARLEENEETR R EESIETT REMHBER CFDA LIRIERSE CHEC {EH AR,

CHEC AAURIER HT5 {8t 37A03RZE . Report all the SAE and unexpected AE to CHEC. Base on
the review result, CHEC will give PI a new recommendation and decision.

. ARBERLRBERAENE, MHRTBHTREEE. AERENAE, EMREE

RO B B MASE HUM B RRT | N RE R RIRE, IR B IRE R R M.
Please resubmit this proposal for a Continuing Review at least 1 months before the next re-approval
period.
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