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No.
H E 4 B PP AR T AR B X R B e B %
Protocol Title Treatment of condylar osteophyte in temporomandibular joint osteoarthrosis with
the Muscle Balance Occlusal Splint
il E
Sponsor NA
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Research Department |[Department of Prosthodontics
TEREH @%
Principal Investigator [Ying Yan
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Review Category [nitial Review Review Mode [Expedited Review
HEEH 2020411 H9H H A M NER
Review Date November 9, 2020 Review Place NA
(1) EHIXHHER
Submission letter
HE XM (2) BH
Documents Initial Review Application
(3) WHRBIARTR AT 1.0, HHF: 20204£7H16H)
Protocol (Ver.1.0; Date:July 16, 2020)
(4) ERARSE BAS: 1.0, HE: 202067516 H)
Informed Consent Form (Ver.1.0; Date:July 16, 2020)
(5) EEBEEEH
Resume of Principal Investigator
(6) EERFFTHE RN
Responsibility Statement of Principal Investigator
(7) BEHT
Project Division of Labor
FHEE o
Agree
Comments
5 B/ H WEFERNBTEEWEFT. 1208
E& E,% ? E ﬁﬁ $ Initial review and review after initial review 12 months
Frequency of Annual | BB % EXBETEE WA T, 15
Follow-Up Review Follow-up review and review after follow-upreview NA
BIA 3K —4F - AIE 0214£1159H
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Approval Letter Date
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Notes
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RHEENBHEN X, RAFERLSRALHNEY, FRAEFW
W, FR/PERAERFEAFTFNRRTRAE Y, FURBRE)T
XNeF AnEBhHe, RREBZRLTE, 2408 FIT.
Please submit the revised documents or different opinions on the review opinions in the
form of "re-review application”. Please indicate the new version number and date of the
protocol
/informed consent form, and mark the revised part with shading and/or underline. Execute
after review and approval by the ethics committee.
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L ABELTRELMF I EEREER LR, BHRAGT RERNM
WA (REFRENEBELR, REE4H%) AFRAER, &
BEXAMEZRLHKR.
This approval may be filed with other institution and their ethics committees. If you have
different opinions about the feasibility of the protocol in your institution (including the
qualification and experience of the investigator, equipment and conditions, etc.), please
contact us in time.

2. F#1E CFDA/GCP (2020) |\ (W ERAWENEFFHRAREF £
(2016) »
(BT BRERABRAEBEEAL (2016) ) n (HAFEET) WK
W, BEHEZRLBRAENTETRERFER, REZRFURA. £
LfER,
A trial should be conducted in compliance with the principles of CFDA/GCP(2020),
Methods for Ethical Review of Biomedical Research Involving Humans(2016), Standard
for Quality Management of Clinical Trials of Medical Devices(2016), and the Declaration
of Helsinki. A trial should be conducted in compliance with the protocol that has received
prior ethics committee approved/favourable opinion. The rights, safety, and well-being of
the trial subjects are the most important considerations.

3. MARBYEREZENAHS, XRAFXFTR. pHEER. BEH
HEXETBHR, FHAERXBGERTEWH,
The investigator is requested to submit an application for amendment review during the
investigate process in these cases: the principal investigator is changed, any changes to
the trial protocol, informed consent form, recruitment materials, etc.

4 REFEAREMN, AAALRHRIFERREHRE,

The investigator is requested to submit a report of SAE timely when SAE occurred.

5. BERRBZR AN FECHBETEME, HuFAERLEE 1

MRXEFECHBRETERE, ARENLNLAKECREZR LK
REFOHRARNICERE, YHAEMTTHEEY AR AT R
MEREAREHAE, FHARAEREHREZRLRXFERE.
The investigator is requested to submit written reports of Annual Follow-Up Review One
month before the deadline requested by the ethics committee. The investigator is
requested to submit a summary progress report of each institution to the ethics committee
of the leading site. The investigator should promptly provide written reports to ethics
committee on any changes significantly affecting the conduct of the trial, and/or
increasing the risk to subjects.
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6 FIRAANT AR HANGEBRASHRTENTRE, Fo P LRARAETA
UZBREFREFR, HFHRETENE, AT T EB LN AHLERAY
M7 RIF BRI B Rexd R W AX 25 4 R DA R 98 Ay L 38 R R
REMFLEGCP RN KI, RHAE/MER/FRERZIT T ZRE.
The sponsor/monitor/investigator should submit reports of protocol deviation to the ethics
committee in these cases: the trial enrolled subjects that didn’t meet include criteria or meet
exclude criteria; Subject who met discontinuation criteria but didn’t withdraw from the study;
Subject was given incorrect treatment or dosage; Subject was treated with prohibited drug
combination or study was conducted that violated given protocol; Situations that might
adversely affect the rights and health of the subject and the scientific nature of the research or
other condition that might jeopardize GCP principle.

7 HIRERWALBEERRFTR, FEHRZY #/ALFRIRE.
If the trial is prematurely terminated or suspended, the investigator should submit a
suspension/termination report in time.

8 SERWERFTR, A RARXLMRE.

The investigator should submit a final report when completed the clinical research.

FH. AREZE A% E GCP, ICHGCP fey X B MARF TH, R¥Ef T4
HEAZEMAREMANR .
Announcement:
This ethics committee is composed and working in compliance with the Chinese GCP, ICH GCP and
relevant regulations. The review and work process is not affected by any organization or individual.
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Telephone / Fax: 020-83700609

Hi48: ghkqec@126.com
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