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REZRRLBAER (AZ) A% The Approval Period of EC Decisions Letter (Approval)
BRE (AR ARkt Bi—Eha, BE—ERBHEELR (A2 3.

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

REZRLBRAR (AR WERPRNEL REBRLE_(FAR) 2 BEtEsKimsn TR/ T %t 18
BRAREN. WBEERBERRLENLE (F&) KRN BE TR/, NEEEy HiENEEE, R
RERHEZRALERAE (AR MEXHATR TRE/BR, NARBZRRLBLE (HZ) X%,

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.

G TR BB EZRBRE RS NIRRT E ( BERTHEEE) 2
Will the research process accept follow-up review of the Ethics Committee(applicable for initial review)?
O% No
AR Yes,
5B Y3/4E P BR B BT B 2% 9 The frequency of regular review:
O3 A 3 months
06 A 6 months
412 ©~H 12 months
OXE others GE4HUEHI specify) : months
BREE R SHRE a3k 10 S 2 R B B 2 R AR
But the Ethics Committee has the right to change the frequency of follow-up review according to the actual
progress.

VAIRE BR R o A0, W TR R LR R IR R

Pleasesubmittheprogressreport to the Ethics Committee according to the continuing review requency.

EERABRES 4.

Signature of the Chair (or the authorized vice-chair/ EC member) : .
' EZREERS (FE) . |
Ethics Committee (seal) :
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HE Note:

1. AREZEALSHAENIR B R R AR E 25, 24 M%a‘*"ﬂﬁﬁﬁﬁhﬁ&zl:mmﬁﬁ%u%ur%n%ﬂl%ﬂ:@
BEA, FERLEYE NMPA/GCP #l (Hi/RFEEEZ) WEN.

‘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 gﬁﬁﬂ% X I TT RANE R R BER I PR, BRI BRALEERREH L

3. FPLREKEER E@#:ﬁ?ﬂl’]xﬁﬁ%ﬁéjﬁﬁ‘ﬁﬂﬁgﬁ
wE, ’r&ﬂ%ﬁAﬁﬂﬁﬁﬂiﬁﬁktﬂ%ﬁﬂﬁ&ﬁ

‘ océuqm this centre shall be

reported timely in writing to the Ethics Committee while reportxr Rv ’233 thics Committee has

the right to make new decision on its evaluation. h , . '
4. ARBRNFSRIEAVEH O RFHIE BRI DAL XM 1L NS, WEanE PATRT A R
ITRIMH KA, ZRAR (AR BHRIZEENR.

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. WERRLR (AR BRMNTFRAR/ME, WHAFRY, F0EELE (&) 2%

Please conduct the trial/research within the approval period,

otherwise the approval certificate of ethical
review is expired.

6. RERLR (AR AMEHRK/MR, BRITRN, BEFOCEFSE.
The trial/research whose the approval certificate of ethical review is expired should be reviewed again.
F8 Declaration: '

AMEARARNARK TAERFRE (AWRKRRRESENL) . HREEEE) . (AWRKRBE

BHEETHESEN) - (AGEDEENARGEERE) - (BRANEYEEFRCEFEINE S48
RERIEMEER.

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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