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The review result on the trial/research by the Ethics Committee is as follows:
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REZASENE (A& 734N The Approval Period of EC Dccisions Letter (Approval)
BREA (R HENAMAEZ BiE—ENEH, M —FREE%ERE (AR BzIR%.

If the trial/research is not initiated in 1 year, the trial/rescarch nceds to be reviewed again.

RERASTRE AR WA MR ERUEINER_(FR) 2 FIRIES K2 kR AR/ %5
BRBHM. MRERAFRLERNE (AR W8 RNABRATTFRAR/MIS, WHELG S HeETE, R
FERABRALENE (AR WARNIATER T RR/IE, WABLZERSENER (FE) K.

The approval period of EC approval certificate means that a period of time in which the trial/research is initiated the EC
approval certificate is effective from the approval date. If the trial/research is not initiated in the approval period, the

trial/research needs to be reviewed again. If the trial/research is initiated in the approval period, this approval
certificate is effective.

ZHT R TR ER R B AL NEETE GERTVREE) ¢
Will the research process accept follow-up review of the Ethics Committee(applicable for initial review)?
O%& No
A% Yes,
SE WY/4E B BRIEZ 87 TSR N The frequency of regular review:
03 A 3 months
06 4B 6 months
{4212 ©~H 12 months
O3E others (H4NRH specify) : months
B0 TRZE ) A AR S0 B R 15150 B 2 B B o SR AR

But the Ethics Committee has the right to change the frequency of follow-up review according to the actual

progress.
FIRMERER T BN, $0n B E R & W E RS .

' Signature of the Chair (or the authorized vice-chair/ EC member) §
E2EBMBERE (HH)

Ethics Committee (seal)

Hoht: JERUNHEGE X A P6EE 28 B MB4%: 100853 KRA: WIThi%: 010-66937166
2/4



EE Note:

1 ARBERSHAENT A AR ENELTIN, BF R T L7 R A E TR
B, JFRIHYE NMPA/GCP 1 (M/RFERHE) MIEN.
The “Approval” trialresearch shall be implemented following the protocol approved by the Ethic Committee, and
conforms to the principles of NMPA/GCP and Declaration of Helsinki.

2. %Rﬂﬁ‘%‘, SFE S A & AR AT R TSR, WAREIR BB RS HERABE I

During the research process, any revisions made to the documents related to the protocol and Informed Consent
Form can’t be implemented before obtaining the approval from the Ethics Committee.

3. RLRENMER BT RN SR E £ AR B RN NMPA HRMAN AREZE AL R
i, RBZALAPIIOHEMMBITRIRE.

The Serious Adverse Events or accidents affected the subject’ safety or welfare occurred in this centre shall be
reported timely in writing to the Ethics Committee while reporting to NMPA, because the Ethics Committec has
the right to make new decision on its evaluation.

4. FLRBRAKEEGRN OREHEERIUELAEH KBS AN, HHER B ST A K
ITHRIFRGMAE, ABRLER (AK) BRMZEER.

The trial /research involving the export of human genetic resources or special examination should be approved by
the related departments before the trial /research is initiated.

5. WEBLE (A& BXOURFRRR/MIR, @WRIFRENY, FREELE (AR K3

Please conduct the trial/research within the approval period, otherwise the approval certificate of ethical
review is expired.

6. REENE (FK) KRFUSORWHA, BRFRN, BEFLEFH.

The trial/research whose the approval certificate of ethical review is expired should be reviewed again.
A E] Declaration:

KEETE RS MARE TERFES (GYEKARAREEMT) . (HRFEET) . (GYRERER
MHETARSEN) « (AAEYELFREREENRE) . (SRANEDEFTAREFTEINLG FH
KERERN TR,

The composition and process program of this Ethics Committee are eligible for {Good Clinical Practice) ,
{Declaration of Helsinki) , {Guideline for Ethical Review of Drug Clinical Trials} |, {International Ethical

Guidelines for Biomedical Research Involving Human Subjects} -, {Regulations for cthical review of biomedical
research involving human (National)} and relevant laws and regulations.
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