
Research Title
Research Purpose
Research background （current research status at home and abroad） 
Research contents
Research methods and technical route
Name and address of the sponsor, the venue for test and the researcher’s name, qualification and address
Sponsor: Zhejiang Hospital, Add.: No.12 Lingyin Road, Xihu District, Hangzhou
Name of Researcher:
Qualification of Researcher:（Title）
Type of test design, randomized grouping method and set the level of blindness

Subject selecting criteria, exclusion criteria, selection of subject steps, subject assignment method

Subject inclusion criteria, exclusion criteria, selection of subject steps, subject assignment method

Research risks and risk handling pre-plan
It’s shall be written as below if it’s a retrospective observational research:
This research is a retrospective observational study, and the risk facing subjects is the risk of privacy leakage.This study will take the following measures to protect subject privacy: (1) After enrollment, a number will be assigned to the subjects as the unique identification information in the clinical research.Information associated with the subject's name and number will be kept by the principal researcher and not leaked to anyone.（2）The subject's name does not appear in the CRF table, only the name pinyin acronym and the number assigned when you attended the trial.（3）The identification information of the subject does not appear on the specimen, marking only the number assigned to the trial.（4）All trial results (appearing in the original medical records, including personal data, laboratory documents, etc.) will be completely confidential within the scope permitted by law.（5）In the relevant research summary, articles, and public publications, only the pinyin abbreviation and number of the subjects will appear if necessary.
Standard for suspending the clinical research, and regulations on terminating the clinical research
Record requirements for adverse events and reporting methods, treatment measures, manner of follow-up, timing, and transposition of serious adverse events

Definition of SAEs: Events requiring hospitalization, extended hospitalization, disability, affecting working capacity, life-threatening or death occur in the course of clinical studies, causing congenital malformations.
In the event that a serious adverse event (SAE) occurs, the researcher shall submit it for review to the National Pharmaceutical Medical Ethics Committee at 24h.
Treatment measures: subjects who developed SAE received clinical treatment and followed up until improvement or death.
Establishment and preservation of drug codes for testing, disclosure methods and provisions of broken blindness in emergency

Statistical and analytical methods
Regulations on data management and data traceability
The data management of this study is undertaken by this research group to ensure the authenticity, integrity, privacy and traceability of the clinical trial data.Information is filled in the CRF form by the project leader or other authorized researcher, and only medical qualified researchers can complete the original clinical assessment / safety data. After the original data are entered, any modifications made by the project leader or other authorized researchers on the CRF table will be recorded.Any modification to the approved data involves the researcher or other authorized researcher signing the name, date and reason for the modification (if not much)。

Control of Test Quality
The researcher will apply standard operating procedures to ensure the implementation of quality control and quality assurance systems in clinical trials.All observations and findings in clinical trials will be verified to ensure the reliability of the data and that the conclusions in clinical trials come from the original data.Quality control is used at each stage of data processing to ensure that all data are reliable and handled correctly.
Ethic Requirements
1.Before the start of the clinical trial, the trial protocol should be reviewed by the ethics committee, the review result is approved and the approval can be implemented.
2.During the trial, follow the WMA《 Declaration of Helsinki (2013), the CIOMS《 International Ethics Guidelines for Human Biomedical Research (2016) and the National Health and Family Planning Commission Measures for the Ethics Review of Biomedical Research involving People (2016).
3.Any modifications to the clinical study protocol, informed consent, recruitment materials, etc., must be implemented before review and approval by the ethics committee.
4.Before each subject is selected for the study, the investigator must detail the purpose of the study, trial process and duration, examination operation, subjects' expected possible benefits and risks, possible money and time, subjects being assigned to different groups, etc. In addition, The researcher needs to inform the subject that their participation in this trial is completely voluntary, and has the right to withdraw from the trial at any time at any stage of the trial without discrimination and retaliation, and that their medical treatment and interests will not be affected.
5.The investigator shall fully and date the interpretation of the trial by the subject or his legal agent (the incompetent subject), and shall sign the name and date on the informed consent form in duplicate, kept by the subject and the investigator respectively.
6.The researchers ensured that the identifiable identity information of the subjects did not appear in relevant research summaries, articles and public publications, and complied with Chinese laws and regulations to strictly protect their privacy.
XVIII. Expected progress and completion date of the clinical research
XIX. Visit and medical treatment measures after finishing the research
XX. Due responsibilities from various parties and other relevant regulations
The project research group will offer package and compensation in accordance with relevant national laws and regulations if there are any injuries or damages occurring related to this trial research.
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