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HELR Decision:

(1) R Approval L\T/ (2) VEDTHERSTRIE Approval with Recommendation O

(3) EDEBSSFEN Resubmit [

(4) AEAE, Li-REERR Disapproval/Termination/Suspension [
RS HESIZE Frequency of continuing review:

(1) ZAH 3months O (2) ANNH 6months O (3) +ZAH 12 months 11\/
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Statement :

. CHFERCEERASHHATHERBPEARKAEARGLEEEERMRMEYIRKR RER
#MF(GCP)H ICH-GCP ML BHEERN, HAMFFETTNER, FiMFh EAXERRERNEN
HE.

2. EELRNIE ‘AE" PHERRRETE | MAAERREDR HERERH.

3. BISUEEd, M HRNNERAERSHEENEAEZEN FLRRERSTERKBTTXHRE.

4. FELREMTEFRFHRETPRRIG4FARCESALER, HFFHHHFTRRE.

5. AHAERENAR, HAERYAL I F, EEXBOAASNTERRENLTEDR, RENTILE
EHSEMREEE QR | AHBTHRME, URABHAERFERTHR. BIAERE, FEX
BERE.

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

2. Ifthe decision is not “Approval”, PI should reply within 1 month or clarify the reasons.

3. Any changes in the documents should be approved before implement.

4. Any SAE or unexpected AE happening in this site should be reported to the EC. Decision will be
Jollowed.

5+ 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.




