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English Translation of Experiement Ethic Approve Form:

Hangzhou Dental Hospital Medical Ethics Review Application Form

) Incidence and Risk Factor analysis for Swelling after Apical
Subject Name .
Microsurgery

1. Observational studies:Mcase-control, Xlcohort studies

Type of Research 2. Experimental studies:[Xlclinical trials,Xlcommunity interventions
3.0ther
Expected research o . )
] 1year Principal Investigator | Cheng Bi
period
o . Micro dentistry )
Application Section Contact person Cheng Bi
Center

Contact number _ Email 20161040@zcmu.edu.cn

List of materials to be submitted:

1. Summary of the preclinical research package of the applied project( V)

2. Clinical study protocol( v)

3. Summary of the clinical study protocol including the study flow chart( v )

4. Investigator's manual ( )

5. Study medical record and medical record report form( )

6. Informed consent provided to subjects( v )

7. Information used to recruit subjects (including bulletins, advertisements, film and television

materials, etc.) ()

8. Updated professional biographies of the principal investigators( v )

9. Power of attorney for the principal investigator ( )

Reason for investigator application:

Tissue swelling after micro-apical surgery is one of the common postoperative
complications, and excessive swelling may cause some disturbance to patients' work and life.
By investigating the potential risk factors for swelling after micro-apical surgery and
constructing a relevant model, we can provide some clinical guidance to surgeons on the
postoperative administration of medication and tissue swelling of patients.

Person in charge: Shuhua Wang
2021.6.9
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Section Review Comments:
Section Chief: Cheng Bi
2021.6.9

Ethics Committee Review:

The project "Incidence and Risk Factor analysis for Swelling after Apical Microsurgery" was
reviewed and will be conducted with the informed consent of the subjects. The ethics
committee of the hospital has reviewed the project and found that it is in compliance with the

relevant regulations of the Ministry of Health and agreed to conduct the study.

Medical Ethics Committee of Hangzhou Dental Hospital
2021.6.9






