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Please find attached list of the documents fbr review and The other documents submitted thistime (including version No. and version

date)
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The review result on the trial/research by the Ethics Committee is as follows: EJ%'L Approval

HAKZ W, (The details of the comments):
KFHEFTTR:
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'T%ﬂéﬁ%%ﬂgl (ﬁ%) ﬁ%@ﬁﬂ The Approval Period of EC Decisions Letter (Approval) : %L\W_,IZ[ (ﬁ%‘\) ﬁ%{,ﬂ;ﬁiﬂjﬁt
‘{EZEEQQEV\]ﬁ%(, f&ﬂ#ﬁﬂi)ﬁ'iﬂ@%"ﬁ‘u@ (Iﬁj%&) ﬁij]f’i%lo If the trial/research is not initiated in 1 year,

the trial/research needs to be reviewed again.

e Z B R (AR KA RONTRRE B R a2 RS I 2 WO R IRE/ BTz e B S RA
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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.
ST ST R TR R E RS & CEM T H &) ?
Will the research process accept follow-up review of the Ethics Committee (applicable fbr initial review) ?

D%: No

0 xEé Yes,

%/ﬁﬂ/ﬂzﬁgﬂﬁﬁ%"?ﬁﬁ}/@jgﬁ The frequency of regular review:

0o 3 /I\H 3 months
0O 6 /I\H 6 months
012 I H 12 months

OHE others (FEAHULEH specify) : months {EHAGPRZR TG MR S b i3k AR 1 S0 A0 BR 7 o 2 A0 g AL

Ao

But the Ethics Committee has the right to change the frequency of follow—up review according to the actual progress.

TR ER R AN, N 4G R R i AT /A R

Please submit the progress report to the Ethics Committee according to the continuing review frequency.

FHERG/ GRS

Signature of the Chair (or the authorized vice—chair/ EC member) :
- AR HEE R (FRE) « )

Ethics Committee (seal)
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WS, FFNIEE NMPA/GCP I (Ff/REREEF) MEN.
The “Approval” trial/research shall be implemented following the protocol approved by the Ethic Committee, and conforms to

the principles of NMPA/GCP and Declaration of Helsinki.
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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.
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B AT RO LR Al 5B A DR E

The Serious Adverse Events or accidents affected the subject’ safety or welfare occuned in this centre shall be reported timely

in writing to the Ethics Committee while reporting to NMPA, because the Ethics Committee has the right to make new decision on

its evaluation.
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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. THAERNE (FE) ARGHATTEIRE/ BT, ST RN, AMEEEIR (FED KR

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

expired.

6. HEEWE (AR RIUEHRE/R, BOROTRN, HEPMEEE A,

Tbe trial/research whose the approval certificate of ethical review is expired should be reviewed again.
78 Declaration:
AEHE R SNARS TAREFFE (IRRKREFEEHERE) « (BREEEST)  (GPkKRAKEE e A
TAEFRRED o CNEEYEZ R EREEIRRE) - P RANMAEYEER OB A NE) S SOEAERm
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 ethical review of biomedical research involving human (National ) ) and relevant

laws and regulations.
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