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This guideline is specially formulated to guide the main researchers, applicants and project leaders to submit applications for ethical review of drug clinical trials, clinical trials of medical devices and scientific research projects involving the human body.
1.    Scopes of the Research Projects Submitted for Ethic Review

According to the National Food and Drug Administration Code for Quality Management of Drug Clinical Trial (2003), the Regulations for Medical Device Clinical Trial (2004), the Guidelines for Ethics Review of Drug Clinical Trials (2010), the Ministry of Health (Trial) (2007), the following research items should be submitted to ethical review applications or reports according to this guideline：
(1)   Drug clinical test project.
(2)   Medical appliance clinical test project.
(3)   Scientific research projects involving human body.

2.    Category of Ethic Review Application and Report

2.1   Initial Review
Initial review application: Research projects within the above scope should be submitted for ethical review before the start of the study and cannot be implemented after approval. "Initial review application" is the first application for review submitted to the ethics committee.
2.2   Follow-up review


2.2.1















Amendment review application:  If the main researcher is changed during the study, 
the clinical research protocol and knowledge are informed any modification to the
 consent form, recruitment materials, etc., shall submit an application for amendment
 review to the Ethics Committee, Perform it after the approval.In special cases to
 avoid immediate risk to subjects, the investigator is available in the ethics committee
 shall modify the research protocol before approval and the reasons, timely submitted
 to the ethics committee for review in the manner of "amendment review application".
2.2.2 Research progress re port: It shall be annual or regularly tracked in accordance
 with the ethical review approval and opinion letter, submit the research progress
 report 1 month before the deadline; the applicant shall submit it to the group 
leader The ethics committee submitted a summary of research progress at each 
centre; when any possible significant impact occurred Studies should be conducted
 or increasing subject risk in a 'study progress report' manner, timely report to the
 ethics committee.
                                                          

2				2.2.3   Report of SAEs: SAEs  refer to the events occurred in the process of clinical research requiring hospitalized treatment, extension of hospitalization, disability, influencing working competence, endangering life or death, and causing congenital malformation, etc. The occurrence of SAEs shall be reported to the Ethic Review Committee.







2.2.4        Report of plan violation: the circumstances for plan violation to be 
Re                                                    reported including the followings:
(1)   Serious plan violation: The study included subjects who did not meet the inclusion criteria or met the exclusion criteria, gave wrong treatment or dose, combined protocol combination, or did not follow the GCP principle or could have significant impact on the rights and interests, health and scientific nature of the research;
 (2)   Continue to violate the plan or the researchers do not cooperate with the supervision, inspection, or do not correct the violations.Where the above researchers violate the GCP principle and do not follow the plan, which may significantly affect the rights and interests, health and subjects of the scientific nature of the study, the applicant, supervisor and researcher shall submit a report against the plan.To avoid immediate risk to subjects, the investigator may deviate from the study protocol before ethics committee approval and later report any deviation to the Ethics Committee in a "plan violation report".
2.2.5       Suspension or termination of research report: The investigator and
 applicants suspended or terminated the clinical practice early research, the 
suspension or termination report should be submitted to the ethics committee.
2.2.6        Concluding report: The concluding report shall be timely submitted to the Ethnic 
Review Committee after completing the clinical research.
2.3   Review
After the above initial review and follow-up review, the ethic review opinion shall be revised by “necessary revision approval” and “reexamine after necessary revision”, submission shall be made again in the manner of “review application” after modifying the plan, and implementation is only allowed after getting approval from the Ethic Review Committee; if holding different views against the ethic review comments, different views could be complained in the manner of “review application”, and requesting the Ethic Review Committee to reconsider.
3.    Procedures for Submission of Ethic Review

3.1. Submission of Review Documents


3.1.1.










3.1.4.


Offering consulting services: The Office of the Ethics Committee provides
 ethical review applicants with matters involving ethical review consulting services, providing electronic application forms and ethical application guidelines required to 
review the application.
3.1.2 Prepare review documents：According to the attachment form: drug clinical trial items, 
medical device clinical trial items, requirements for the catalogue of clinical research and
 research projects involving human body, and prepare the materials for review.
3.1.3 Fill in forms for application or report: Fill in the corresponding " application according to
 the category of ethical review application or report "; Initial review application of 
AF/SQ-01/03.0 drug clinical trial, AF/SQ-02/02.0 medical device
Application for initial examination of equipment clinical trials and initial review of AF/SQ-03/03.0 clinical subject research, fill in the corresponding " application according to the category of 
ethical review application or report ; Initial review application of AF/SQ-01/03.0 drug clinical 
trial, AF/SQ-02/02.0 medical device, initial review application for ordnance clinical trials, initial review application for AF/SQ-03/03.0 clinical subjects research AF/SQ-04/01.0 amendment review application, AF/SQ-05/01.0 research progress report, AF/SQ-06/01.0 plan default report, AF/SQ-07/01.0 research suspension or termination report, AF/SQ-08/01.0 concluding report, AF/SQ-09/01.0  review application.






Submission: The number of materials can be prepared according to the comments requirements of the above ethical application submission catalogue.You could also first submit
one set of materials for examination, pass the form of examination, prepare13 sets of written materials to the office of the ethics committee.


3.2. Collecting the Notice
3.2.1.      Notice on supplementing or modifying the submitted documents:
After acceptance by the Ethics Committee Office, if the review materials are incomplete and the 
material elements are defective, send a AF/SL-01/01.0 supplement or modification notice, inform 
the missing information, the elements of the defect, and the deadline for submission before the 
recent review meeting.
3.2.2.      Notice of acceptance: The integrity and elements of the information 
submitted for review were reviewed by form and sent by the office secretary
AF/SL-02/02.0 acceptance and of the scheduled review date.








3.3.  Preparations for Receiving Review


3.3.1.
3.3.2.


Time and place of meeting: The Office Secretary notifies the applicant and the principal investigator by telephone and SMS.
Prepare to report to meeting：Those need to deliver reports on meeting as per the notice shall prepare the contents of report and shall arrive at the venue 15 minutes in advance.



4.    Time of Ethic Review

The ethics committee holds a routine review meeting once a month, generally in the third week of each month, and can increase the number of ethical review meetings when needed.After accepting the review documents, it generally takes 7 working days to handle them. Please submit the review documents before the 7 working days before the meeting, or can consult the ethical review time by telephone. In the event of major or serious problems endangering the safety of subjects or other meetings for emergency review and decision.
5.    Convey of Review Decisions

The Office of the Ethics Committee conveys the review decision within writing of "Ethics Review Approval" or "Ethics Review Opinion Letter" within 5 working days after making the ethical review decision.If the review opinion is a positive decision (agree to continue the study, or no further measures) and the review category is (the court participates in a multicenter clinical trial and does not involve the approval extension) annual or regular tracking review, serious adverse event review, protocol violation review, suspension or termination of study review and conclusion review, it may or may not be communicated.。
6.    Exemption of ICF

7.1   Research of medical records and biological specimens obtained from previous clinical 
treatment and met all the following conditions, waiver from informed consent may be applied for：
(1)   The research purpose is important.
(2)   The research has no greater than minimum risk to subjects.
(3)   Exemption of informed consent would not adversely affect the rights and health of the subjects.
(4)   Subjects' privacy and personal identifiable information was protected.
(5)   No informed consent would be performed if required (patients or subjects refused or disagreed to participate in the study, not evidence that the study could not be implemented and exempt from informed consent).
(6)   It is mainly possible that appropriate relevant information should be provided to the subjects 
when appropriate after the research.
If the patient or subject has previously expressly refused to use their medical records and specimens in future studies, the subject's medical records and specimens can only be used for public health emergencies.
7.2   Researches using medical records and biological specimens obtained from previous 
researches (research medical records or secondary interest of biological specimens
use) and meet all the following conditions and may apply for exemption from informed consent：
(1)   Previous research have obtained written consent from subjects to allow other research projects to 
use their medical records or specimens。
(2)   This research complies with the licensing conditions of the former ICF.
(3)   The confidential of the subjects’ privacy and status is guaranteed.
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7.    Signatures for Exempting ICF

Application could be submitted for exemption of ICF signature under the following circumstances:
[image: ]   When a signed informed consent form poses an improper threat to the subject's privacy, the only record of contacting the subject's true identity and the study is the informed consent form, and the primary risk comes from the disclosure of the subject's identity or personal privacy.In this case, whether a written informed consent was signed at the individual wishes of each subject should be followed.
[image: ]  The risk of the study to subjects is not greater than the minimum risk and does not require written informed consent under the same circumstances if divorced from the " study context.For example, interview studies, mail or telephone surveys.

8.    Costs of Ethic Review

(1)   If this hospital is a group leader unit, then the preliminary ethic meeting review fee is  10000.00 yuan (ten thousand yuan only); the preliminary ethic meeting review fee for non-group-leader unit is  5000.00  yuan (five thousand yuan only), the fast review fee is  3000.00  yuan (three thousand yuan only), and 40% will be offered for re-examination after modifications on the basis of the preliminary review fee.
(2)   The amendment meeting review fee is  1000.00  yuan (one thousand yuan only), and the fast review fee is  500.00  yuan (five hundred yuan only)
(3)   No fee is charged for tracking review, amended agreed review.
(4)   The ethical examination fee shall be under the unified management of the hospital  Finance Department.

9.    Contact Details



Add.: No.12 Lingyin Road, Xihu District, Hangzhou City2  
Office Tel: 0571-81595231
Contact Person: Li Wei (Secretary)
Shen Qi (Clerk)  Email：zjyykjkli@163.com
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Room 103, Building 5, Zhejiang Hospital
Fax: 0571-81595231
Mobile: 15257177032
Mobile: 15990064310
Post Code: 310013
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