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BHBRSENE (FZE) B2 The Approval Period of EC Decisions Letter (Approval) :
B (AR BRleittz HE—FENEH, B —FERBHZENE (AR B3R

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

REZRRXBNE (AR AR RZ BB N E_(FR) 2 HAEE LN 2 A IR/ 5t % e 2
BRRAN. MPERHEAXELR (AR WABINBRAIFRRK/MIR, WHEEPEeHEEE, R
RERHEZRAZBRR (R ABIAITRE T AR/, WACHZRSELER (B 7.

The approval period of EC approval certificate means that a period of time in which the trial/rescarch 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.

G T R BB EZ R B ARKMEHE CERTHHEE) ?
Will the research process accept follow-up review of the Ethics Committee(applicable for initial review)?
O% No
Az Yes,
S B/ PE BRI B ANZ 9 The frequency of regular review:
03 ~H 3 months
0J6 1™~H 6 months
A12 ™A 12 months
OHE others (P40t specify) :  months
{EAR BN 53 2o HRATE S it % 175 100 SO R o B AR AR o
But the Ethics Committec has the right to change the frequency of follow-up review according  to the actual

progress.
VBRI R B o AR, 4XT AR HE R A il AT e IR R AR S

Pleasec submit the progress report to the Ethics Committee according to the continuing r
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Signature of the Chair (or the authorized vice-chair/ EC member) :
EFEHEERS (FHH) -

Ethics Committee (scal) :

Hodk: dbniridEE X E NG 28 5 MF4m: 100853 BERA: T miif: 010-66937166

2/4




& Note:
1. AEHZE R SRER I B 99 R AR AR SRR, 0™ M 4% B8 Ptk A< BT 52 07 AN K015 R = 7T i
WHoL, FFRIETE NMPA/GCP Fl (Hf/RFEFEEF) MIRN.

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.

2. ﬁjﬁ?%ﬁﬁ*, KIS 7 S A0 04 ) R P S AR S S AR SIS L 0B BB R R H BRRE 7 A%
Jiti o

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. AHPORARMEAR R RSN Z RS ZARPEE N FER NMPA B3R F A4S EEZE f<EH
MR, AREZR R A AU PG O B K 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 NMPA, because the Ethics Committee has
the right to make new decision on its evaluation.

4. JURWS B NFKIBAL SR D B E 12 IR E S E DA A KB 1R WH MR WA, AT E PATRT A4 <5
TR IR AAE, ARAE (FE) BFRMZFER.
The trial /research involving the export of human genctic resources or special examination should be approved by
the related departments before the trial /research is initiated.
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HERLR (AR ARIANITRRE/ATIT, SYRITRE, AMEBEERER (R R

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

6. HEENE (FR) RFEMNRKR/MRT, BXITEN, FENECHEFESE.

The trial/research whose the approval certificate of ethical review is expired should be reviewed again.
7B Declaration:
FACERZE RS WAL TAERFEE (AR RBREEIMIE)  FREEES) . (GPhKike
A TERSENY . (ABEYWEEVIREREERERMY « B RANEDEET I HEEINEY S
RIEHEMBER .
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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