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BEIJING YOUAN HOSPITAL, CAPITAL MEDICAL UNIVERSITY
NOTIFICATION OF ETHICAL REVIEW (6" version)
2004 4F 08 A 30 H{&1T Revised

B ) #3R Dear professor: ET
EREMHATRERGLEZALTENLERMNT:
The protocol submitted by you has been reviewed by our Ethics Committee and
the result is as following:
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HEXMH (FRAS/HRAHE) 0T The documents for review (including version
No / version date.) are as follows:

€1) RS E MAES: I R4 H #8 2004 £ 2 B
(2) FEEES RAS: 1.0 h A H Ed 2005-01-10

1. R A SXZRG /B FL4 178 & LA The review opinions to the
trial/research by the Ethics Committee:

MERE RS N AR HIE T B HR:

OREMMITES MR AREA, HATE, KRR L & 4% mEf
REE;

OFMAY REFREME, EEBN, SMiEBEEMFRRTHE, mFHE,
WA, nEHE, TAHARMAKMETY,

ORMmFH P, FIIRBEZRELL, MERHFNTEMHE, NARTENS
HEZIREZA;

@B 70 B A o B4 il R 5 SR USCER R BB R, H e AR SRR R 1 AR 24
ja] BREX B\ ;

OXFRFIEINZIRE. HAFENBERBIE.

2 REZASHZZHR/MANFELRNT (EOAKIX)
The review decisions on the trial/reseach by the Ethics Committee are as follows
(mark x in the [J)

ELEREE | (FLEMNEBE & b/EE
A& ERE FES AR E Termination
Approval Post-revision Re-review Disapproval /Suspension
U approval after revision O O
O
3. #[REE If approval,
#t# H ¥ Approval Date: ; RtHERTER Approval Period: s At
{4 524 H #8 Expire Date::
4MRR “ELEMNEEERE” , .

“LEMNBEERE” BHREXLAE, ERRELEZRLNEER
W IR LEERREZRCBREENEE. EREBAEZASNELIE
WX RAE) A R R RS RITEMMESUS , B AW IR R A/RLE
EFABTEAERERZ, UL 3 MR ARESRENFEE. BEdR
FEIE AR /R AY E S AL AN SR E RRMEERH SRR —
HEXREZERS, LRTHEEREFERSHN 20 M THEARATR. T “4F
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KBNRBEFRHOLECHUCL2 BRI A L.

If “Post-revision approval” :

“Post-revision approval” means it is approved basically but some modifications
are still needed without review again according to the EC. If it comes to
Post-revision approval, please submit the documents to the Drug Clinical Trial
Organization Office / Scientific Research Division / Department of Medical
Administration  for re-check after complementing and revising in details according
to the opinions and suggestions of the Ethics Committee, The 3 departments above
are responsible for the review of revision. If it passes the re-check, please submit the
documents for re-check and the re-check opinion presented by the Drug Clinical
Trial Organization Office / Scientific Research Division / Department of Medical
Administration, the above work should be completed in 20 workdays after ethic
review. For the Post-revision approval project, the approval date is the date on which
the director of Drug Clinical Trial Organization Office / Scientific Research Division
/ Department of Medical Administration confirms the required modifications for
approval has been done.

IEAZ B AL LA B LA the documents submitted for re-check:

(1) Rz 4bHIEH S List of all modifications

(2) EAFEHTR (WRER) Modified protocol (if applicable)

G EEEMEERES (WREM) Modified Informed Consent document(s)
(if applicable)

() REZRLHMEHEN  Opinions and suggestions of the Ethics Committee

(5) fER/E M EMATEL Other modified documents

5. MRARMEULEBERBERLIL/HE

ELENBERES S “FLENBEERE” BFA—#, “ELEMEBE
FEFEERERY/FALTAFRELCEZRS, BREE, RE—AFHHR
WHAKEE—F. FRELEZASHELMBUXM TR, MEAEBET
HHEATHRREREYE, EXLBEEZALHREE. EXHERT, FEHE
HHBEZEREREERS, UWEBRHEE. HPEARTESTEZRR/MR
RECERBREZZSHERELNBIGET TR, WRESESHETFTES,
WETER, FTLUHEESNEE.

If it comes to Re-review after revision or Termination/Suspension:

“Re-review after revision” is quite different from “Post-revision approval”. It
means the trial/research must be submitted to and reviewed again like a new
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trial/research by the EC. Please submit the protocol. informed consent form and so on
to the Ethics Committee for review again after complementing and revising in details
according to the opinions and suggestions of the Ethics Committee. In this case all
modifications revision will go back directly to the EC for re-review. The secretary is
responsible for pre-review that whether the trial/research has been revised according
to the opinions and suggestions of the Ethics Committee, and then prepare the
meeting if it meet the requirements.

BRI S BHE IR A LR 304 Please submit the following documents when
review again:
(1) BAZMEHE L List of all submitted documents
(2) 1632 B1%3 The Application Table for Ethical Review
(3) 1EE S BHEFE R The Recommendation Form for Ethical Review
(4) ERZAMERIFR (BF (EART): OBHMAERBEXER; ©
BT RN ZHNEE: OBRFRAZERENSSELHTW.)
List of modification(include (but not include): @the revised content and reason; @
the influence of revised protocol to the expectant risk and benefit; ® the influence of
revised protocol to the participant’s benefits and safety.)
(5) BEURRIARFIRERFMIEERFA (REMH) Modified Case Report Form
and original medical records (if applicable)
(6) &2 m R0 1% [7] B S04 (i 5R3& A )Modified Informed Consent document(s)
(if applicable)
(D EBEHNBE SMEMBEME (NEEMA) Modified Advertisement(s)
and other recruitment materials (if applicable)
(8) BITEMARE (REMA) Modified protocol (if applicable)
(9) BUS I HAb#4 % Other modified documents

6. ZAAHTIRTRERCERZACHREFE?

Will the research process accept follow-up review of the ethics committee?

ZYes [K #No O

1 MREZREZRSMRESEE, N
if yes, that:
BRERFEMEAMAMEZ BEE_12 A —K.
The tracking review frequency will be once everyl2month(s) since the approval
date of the research.
EREEZRASERELIERE RS RESF EMENBF.
But the ethics committee has the right to change the frequency of follow-up
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review according to the actual progress.
WIRBIRERE A, & AEERSBTY ERIRE. Please submit the
progress report to the Ethics Committee according to the tracking review frequency.

8. MRIBHAEN ECHEBLEREENE, BERR, AREERLEZRS,
FREVBEPFEL, FHIEEHFESR.

If the PI has some doubts 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.

9. EFRABRAFAZA, EH/HEE “BNER" BREYIER R AFRTAL
EE%4k. Please take the notification to notify the Organization Office of Drug
Clinical Trial/Scientific Research Division/Department of Medical Administration
before you start the trial /research.

EZREBRAAR | BATE & 7 010-83997022
Contact information of | Scientific study Meng Sha: 010-83997022
Ethics Committee
Il AR5 T H I8 010-83997560
Clinical trial 010-83997028

Sheng Aijuan: 010-83997560
010-83997028

2005 4 1A 20H
2005Year  1Month 20Day




