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{EHF R BB 22 R B 56 TAF AR o 4 A RSE RN B & 0 26 0 W B 8 B R AR I 2570 i PR R B 5 BB 4515 (GCP) A
ICH-GCP MR BEE RN, FEAMREEESTHER, FHUThEMAERMERNNE.

FELERFE “FR", BHEMFAETE | NAREHERER, HHRRE,

BIREREF, NHRMAMERE RS ETEY, FLREERRSEERE/E L.
FFEOLRENTENREFRETHT BRI FAFCERRALBR, FEEHEHFORE.

BMERAEMER, MAERNA 1 E, EERNNABINTEREEHTHEE, FEETRESENENR
SHE RN | D ARSHRRE, WREMEREHTHR. TALRE, BRETRERSE.

Renji Hospital EC conducts ethical review according to the Chinese GCP, ICG-GCP, Declaration of
Helsinki and other local and international guidelines.

If the decision is not “Apj;roval ", PI should reply within 1 month or clarify the reasons.

Any changes in the documents should be approved before implement.

Any SAE or unexpected AE happening in this site should be reported to the EC. Decision will be followed.
This protocol is approved for 1 year since the date. If the study doesn’t start with 1 year, it
should be reviewed again. Please submit the progress report 1 month before the deadline.
Please submit the closing report when study is over.
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