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NOTIFICATION OF ETHICAL REVIEW (4™ version)
2011 4E 11 H 1 H1&1T Revised

%Eﬁﬁﬁ%ﬁﬁ Dear professor: fﬁ ,% ﬁ

BRI AT RER GO B ERALHENL R T,

The protocol submitted by you has been reviewed by our Ethics Committee and the result is as
following;:

Y E=N=E, T
=W 5/ H i ST AR o
012- L, %[t B 7 = oW E
Meeting No./Date 4 e Meeting Place BB B EaNE
DRSS SUHE
. Emergency Convened
B ZE R LM e o sk EC Conference
i b8 F I I e VEE
Review No. of Ethics 5 'ﬁé'ﬁ’}%fr - ﬁjﬂﬂ X T
: [2012]2 % Review Type Convened EC
Committee Conference
O PR 5
- Expedited Rreview

OLTERATRIRS: | w55 /M30 42 7, FRF 31 4R B o 1610

Name of protocol/No.

Hp =

Sponsor
R 4 e
< e Principle MEE
pecialty Investigator

SFDA #tF5 CnsEaD
Research project Approval No. by | --
the SFDA( if applicable)

HEXMH (FRRAS/HI) WF The documents for review (including version No.) are as
follows:

(1) MRFFE (FER)  2012-01-11

1. RHRZE 52 AT 9T 7 S 45 HH OV 5 72 RIS The review opinions to the protocol
by the Ethics Committee:
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The review decisions on the protocol by the Ethics Committee are as follows.(mark * in the h
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If it comes to Re-review after revision or Termination/Suspension, please submit the protocol to

the Ethics Committee for review again after complementing and revising in details according to the
opinions and suggestions of the Ethics Committee.
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3. FRRIEH I IBAZ AR 304 Please submit following documents when review again:
(1) IBAZAF}E L List of all submitted documents
(2) 12HE H1E £ Application Table for Ethical Review
(3) Bl fHIE IR (B (ERET): QSN EAESIRN; @y Zxt
TR PARS HISZ 26 (5B QBT BRI E AN 2 5 2 4 W95 .) List of modification(include

(but not include): Dthe revised content and reason; @the influence of revised protocol to the

expectant risk and benifit; @ the influence of revised protocol to the participant’benifits and safety.)

(4) 1B BUR B B 5 R A SR T Cn S5E AT Modified Case Report Form and original

medical records (if applicable)

(5) BB S RZE XY GoFEH) Modified Informed Consent document(s) (if
applicable)

(6) Bef)a HHR S SR R CBERD Modified Advertisement(s) and other
recruitment materials (if applicable)

(7 BUJEMTTE (nBEM)D Modified protocol (if applicable)
(8) UG L Ath#1#) Other modified documents
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Will the research process accept follow-up review of the ethics committee?
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The review frequency will be once every 12 month(s) since the approval date of the research.
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But the ethics committee has the right to change the frequency of follow-up review according to
the actual progress.
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Clinical frial Sheng Aijuan: 010—839Q7_560
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The “Approval” research shall be implemented following the protocol approved by the ethics
committee, and conform to the principles of SFDA/GCP and Declaration of Helsinki.
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The “post-revision approval” protocol shall be modified according to the review opinions and it
can be conducted after being checked by institution office(clinical trial) or science department.
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The “Re-review after revision” protocol shall, before submitting the protocol for review again, be
revised one by one and the revisions shall be marked or explained according to the review opinions,
The revised protocol together with the initial review opinions shall be submitted to the ethics
committee for review again.
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For the “Disapproval”, “Termination” or “Suspension” protocol, the applicants and investigators
may appeal in writing aiming at the opinions of the ethics committee and the problems mentioned in
the suggestions and state the reasons. The ethics committee may review again to the appeal.
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During the research process, any revisions made to the documents related to the protocol and
informed consent can’t be implemented before obtaining the approval from the ethics committee,
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The serious adverse events or accidents occurred in this centre shall be reported in writing to the
ethics committee while reporting to SFDA, because the ethics committee has the right to make new
decision on its evaluation.
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