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REZRASENER (FFE) B The Approval Period of EC Decisions Letter (Approval) :
BERE (AR AR HE—FERNEN, BE—EXE5ZENH (AR) B3R,

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

REZRLENE (AR WARERMNEBLEERE_(FR) 2 BB SKMIEZ AFF R/ 5 i%0E
BLEAXK. nRERBZRSENLER (AR WAZHNREFARAK/MA, WREEHBIELCEHFSE. R
EERBEZAXENR (AR WAMAAFRTREAR, NAREZRAELER (AR A

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.

AR ITR OB EZREZRZNRFHEE GEATHMRERE) ?
Will the research process accept follow-up review of the Ethics Committee(applicable for initial review)?
O% No
AR Yes,
5E JA/E P BRBE B B MR A The frequency of regular review:
03 ™~H 3 months
06 A~H 6 months
412 4©~A 12 months
OXHE others (F¥4H1PH specify) : months
B FRZE A IRYE ST PRt e 6 L U BRER o AR A AR
But the Ethics Committee has the right to change the frequency of follow-up review according to the actual

progress.

EIREREFH IR, ENRCERRSEXEMERERE.

Pleasesubmittheprogressreport to the Ethics Committee according to the continuing review

EHERR/BENEZS:

Signature of the Chair (or the authorized vice-chair/ EC member)
EFRBEERAE (HE

Ethics Committee (seal)
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E% Note:
1. FEEASHAERNIE A8 R ABREDEET R, DT RTRUR A KT 7 7 RRAEREBITR
W7, NS NMPA/GCP F1 (H/REEEE) WEM.

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. g%ﬁﬁ¢,ﬁﬁﬁﬁ%ﬂﬂ%ﬁ%%%ﬁ%iﬁ%@%ﬁﬁ%&,%ﬁﬁﬂ%ﬁ?ﬁ%ﬁﬁﬁ%ﬁﬁﬂi

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. FRLKEKTESRFMHBRENZAE Z LR HFHFIER NMPA _ERPFER REEZERARERET
RE, BHEERLSFITHEIPEH B HRE.
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. ARBEAERBERFEL ARERBEFMRELFHEH XM EHEMBNE, HFED BTG X5
TR KRB, FBLER (FR BRMZEERK.
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. BERRLE (FE) ARMNITRAK/MR, @PARFRK, XRHEBELE (AR K3

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

6. RERNLE (AR RBFEHRRR/MA, BRIFRN, REHCEEFE.

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

7B Declaration:
AEHEERACNARLETERFFE (AYERARREBERENEY « (BREEES) . (GWiEKARE
HESTTEHBSRM) - (AEEVEFTAEREEESE) - (BRARNEDESZTRCETEIE) i
RIEBIERMER .,
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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