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The trial/research submitted by you has been reviewed by our Ethics Committee and the result is as following:
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Meeting No./Date Meeting Place

HELH MR HETH PRIEHE
Review Type Initial Review Review Approach Expedited Review
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Ethics Committee archiving | LL-2019-184-K
No

THEBARMES
Approval No. of Ethics RIEFHE 20191095

Committee
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Name of trial/research
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ponsor
R i
Principal investigator
BRER

Attending EC members
*BEWENER (B3I
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EC member who do not
review this protocol because
of she/he comes to work late
ot leave eatly

[F#ECZ 5 OF Yes, iffiiifPlease describe:

EC members. who sl?y away e
from the project review

S (SRRAS R BI) U The documents for review (including version No. and version date) are
as follows:

1. BF4E 7 R (M AE-:1.0 fftAs H 13:2019-12-01)

PSR SR HA S (SRRASTIREA B ) 41T The other documents submitted this time
(including version No. and version date) are as follows:
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RHEZASIHZIAR /AR HELERNT:

The review result on the trial/research by the Ethics Committee is as follows:

#t¥/FR  Approval

BHZ Rt AR The Approval Period of EC Approval Certificate:
A4t E H i Approval Date:  2019/12/19 :
AR Approval Period: 121°A :

AHE 2% H B Expire Date:  2020/12/18 s
WIZ RS ASORIEH R BT 2 BREAS K EZ W FFRBIRR /R ZOEMEGAR.

MBERHEERASHANARNRRATRAR/HIR, WFZEFRHFCETE. AREREZAR
MHOERIAFFR T IRR/HAR, NALEERSHHAR.

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.

R HTREBEZHIEZASHNIREHEEGE A TRHEE)? Wil the research process accept follow-

up review of the Ethics Committee(applicable for initial review)?

£ Yes

FEH/F IR BE A 4IZ A The frequency of regular review:
12 /A 12 months

B RCTER R AR LFR R SL B IR ER R BOALA o

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

progress.
HIRIERERHENR, KHACEZAZERHBIRE.

Please submit the progress report to the Ethics Committee according to the continuing review frequency.
INREEHREMECHFELRARER, FEAR, HREERCEZAS, FREXBEBFER
» VRARLA R IREE o

If the PI has some complains about the EC review result and needs to appeal against the decision, please contacts
the hospital's EC, and submits a written appeal proposal, and describes the reason of appeal in details.

O
mﬁéﬁ"“’%ﬁ = 010-83997028
Contact information of 010-83997022
Ethics Committee
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Signarure of the Chair(or the authorized vice-chair/EC member):

HRRNKEH B RERCEERAS ()0 2,
Ethics Committee (seal) of Beijing Youan Hospital,Capijés Mﬁ}'&l f’(’m X
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year month day
EﬁNote:
1. ‘AR R/ MEMYEIEE2EHEASHREN T RIT, RNFF4CFDA/GCPHI «#i/R3EHt

BEE» BREN.

The "Approval" trial/research shall be implemented following the ptotocol approved by the Ethics
Comnmittee, and conforms to the principles of CFDA/GCP and Declaration of Helsinki.

2RISR, MNHRT RO EFBEEX M ENEMER, HARFREZRSHER
pSVEpSLIEY

Durng 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.

3AGULNR ER P EA RIMESIY IR R4 & £ BN A BN T AE B CFDA L 15 R B 40 22
ZRASEHERE, REZASHEIHIMG R TR RE.

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 CFDA, because the Ethics Committee has the
right to make new decision on its evaluation.

AEFTRIAR/AFEZA, WEHE “CETEHNG" BALYEKRRIG/BL/ Eskt.

Please take the "APPROVAL CERTIFICATE OF ETHICAL REVIEW" to notify the Organization Office of
Drug Clinical Trial/Scientific Research Division/Department of Medical Administration before the trial /research is
initiated. 4

5. WEMGARHANITRIKE/FR, BHATRE, AMmMELR;

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

6. LEMMHAZEHRAR/HE, FRFRN, SEFCEEE.

The trial/research whose the approval certificate of ethical review is expired should be reviewed again.

75 BADeclaration:

AEZRASHHARR TERFHE <AUERARRITEEMNE « GHRFEES> « AP
ERARCHEFETERFEN « CAREVEERREFEERD « <SRANEVELRRR
BEHEEMEY FHEXBEEERNER.

The composition and process program of this Ethics Committee are eligible for «Good Clinical Practce»

»  «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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