
川北医学院伦理委员会初始审查工作表（项目）
Initial Review Worksheet (Project) of Ethics Committee of North Sichuan Medical College
申请日期：    年     月     日      
Application date:     Month   Day    Year  
	伦理审查编号
Ethical review number
	NSMC伦理项目审［     ］    号
NSMC Ethics Project Review [      ]    No.

	项目全称（立项编号）
Full name of the project (project number)
	

	项目类别
Item category
	☐新药临床试验          ☐新技术应用  
☐ Clinical trials of new drugs   ☐ Application of new technology 
 ☐人体标本收集          ☐其他（请注明）             
☐Human specimen coll ection  ☐Other (please specify)

	请求审查类型
Request review type
	☐申请项目    ☐批准后项目   ☐延续项目    ☐委托项目
☐To apple for the  project     ☐Approved  project
☐ Continuation of item 1         ☐The  project

	申办者/CRO姓名/身份证号码
Name of sponsor /CRO/ID number
	

	申办者/CRO所在部门、院系(章)/
The sponsor /CRO department and department (seal)/
联系电话
contact number
	

	审查方式
Examination method
	☐快速审查      ☐会议审查        ☐紧急会议审查
☐Quick Review  ☐ Meeting Review   ☐Emergency Meeting Review

	审查要点：
Key points of review:

	一、开展研究科室基本情况
First, the basic situation of the research department

	1
	主要参与研究人员符合资格
The main participating researchers are qualified
	☐是  ☐否
☐Yes ☐No
评论：
Comments:

	2
	研究队伍专业背景是否有利于临床研究
Is the professional background of the research team beneficial to clinical research
	☐是  ☐否
☐Yes ☐No
评论：
Comments:

	3
	开展研究科室设备、设施、工作基础及技术条件是否合格
Carry out research on whether the equipment, facilities, working basis and technical conditions of the department are qualified
	☐是  ☐否
☐Yes ☐No
评论：
Comments:

	二、研究的依据与设计
Second, the research basis and design

	1

	SFDA批件是否在有效期（药物）
Is SFDA approval valid (drug)
	☐是  ☐否  ☐不适用
☐Yes  ☐No  ☐Not applicable

	2

	与本试验相关的器械或药品证明，以保证相关的其他部分专业资格合格
Equipment or drug certificates related to this test to ensure that other relevant professional qualifications are qualified
	☐有  ☐无  ☐不适用
☐Have   ☐Not
☐ Not applicable 
评论：
Comments:

	3

	研究目的、意义
Research purpose and significance
	☐明确    ☐不明确
☐Clear   ☐Unclear
评论：
Comments:

	4
	方法学
Methodologies
	☐合理  ☐不合理
☐Reasonable   ☐Unreasonable
评论：
Comments:

	5
	背景资料
background information
	☐充足  ☐不充足
☐Enough   ☐Not enough
评论：
Comments:

	6
	入选标准
Selection criteria
	☐恰当  ☐不恰当
☐Appropriate    ☐Inappropriate
评论：
Comments:

	7
	排除标准
Exclusion criteria
	☐恰当  ☐不恰当
☐Appropriate    ☐Inappropriate
评论：
Comments:

	8
	中途退出标准
Midway exit criteria
	☐适当  ☐不适当
☐Appropriate    ☐Inappropriate
评论：
Comments:

	9
	别除标准
Don't divide the standard
	☐适当  ☐不适当
☐Appropriate    ☐Inappropriate
评论：
Comments:

	10
	受试者退出形成的数据脱落处理
The data shedding process formed by the withdrawal of the subject
	☐适当  ☐不适当
☐Appropriate    ☐Inappropriate
评论：
Comments:

	11
	足够的样本数
Sufficient number of samples
	☐是    ☐否
☐Yes   ☐No
评论：
Comments:

	12
	对照组（安慰剂或其他）
Control group (placebo or others)
	☐有  ☐无
☐Have   ☐Not
评论：
Comments:

	13
	安慰剂或空白对照是基于：
Placebo or blank control is based on:
	

	
	（1）当前不存在被证明有效的干预措施
(1) There are no proven effective interventions at present
	☐是  ☐否  ☐不适用
☐Yes  ☐No  ☐Not applicable 
评论：
Comments:

	
	（2）出于令人信服的以及科学合理的方法学上的理由，使用安慰剂是确定一种干预措施的有效性或安全性所必需的，而且使用安慰剂或不予治疗不会使患者遭受任何严重的风险或不可逆的伤害
(2) For convincing and scientifically reasonable methodological reasons, the use of placebo is necessary to determine the effectiveness or safety of an intervention, and the use of placebo or no treatment does not expose the patient to any serious risk or irreversible injury
	☐是  ☐否  ☐不适用
☐Yes  ☐No  ☐Not applicable 
评论：
Comments:

	三、研究是否具有科学和社会价值
3、 Is research of scientific and social value

	1

	研究预期能获得可推广的知识
The research is expected to obtain knowledge that can be popularized
	☐是  ☐否
☐Yes ☐No

	2

	将改进现有的预防、诊断和治疗干预措施（治疗方法、操作程序）
Existing prevention, diagnosis and treatment interventions (treatment methods, procedures) will be improved
	☐是  ☐否
☐Yes ☐No

	3

	将提供更多的预防、诊断和治疗干预措施的选择，满足社会不同的需求
It will provide more choices of prevention, diagnosis and treatment interventions to meet the different needs of society
	☐是  ☐否
☐Yes ☐No

	四、受试者选择和风险受益
4、 Subject selection and risk benefit

	1

	受试者选择的公平性和代表性
Fairness and representativeness of subject selection
	☐是  ☐否
☐Yes ☐No 
评论：
Comments:

	2

	风险的等级
Level of risk
	☐最小风险  ☐大于最小风险
☐The minimum risk   
☐Greater than  minimum risk

	3

	受试者的受益
Benefit of subjects
	☐有直接受益的前景
☐The prospect of direct benefit
☐无直接受益的前景
☐The prospect of no direct benefit

	4

	控制及预防研究风险的措施
Measures to control and prevent research risks
	☐有  ☐无
☐Have   ☐Not
评论：
Comments:

	5

	不良事件和严重不良事件处理预案
Treatment plan for adverse events and serious adverse events
	☐恰当  ☐不恰当
☐Appropriate   ☐Inappropriate
评论：
Comments:

	6

	受试者补偿承担者（随访交通费等）
Subjects compensate the undertaker (follow up transportation expenses, etc.)
	☐明确  ☐不明确
☐Clear  ☐Unclear
评论：
Comments:

	7

	试验中发生不良事件的承担者
Undertakers of adverse events in the trial
	☐明确  ☐不明确
☐Clear  ☐Unclear
评论：
Comments:

	五、弱势群体保护
5、 Protection of vulnerable groups

	1

	针对该弱势群体特有的疾病/健康问题
Specific diseases / health problems specific to this vulnerable group
	☐有  ☐无  ☐不适用
☐Have   ☐Not
☐ Not applicable
评论：
Comments:

	2

	对该弱势群体的试验风险受益比是否合理
Is the risk benefit ratio reasonable for this vulnerable group
	☐是  ☐否  ☐不适用
☐Yes  ☐No  ☐Not applicable 
评论：
Comments:

	3

	知情同意书是否需要由受试者本人以外的监护人签署
Does informed consent need to be signed by a guardian other than the subject himself
	☐是  ☐否  ☐不适用
☐Yes  ☐No  ☐Not applicable 
评论：
Comments:

	六、数据和安全监察计划
6、 Data and security monitoring plan

	1

	数据保密和安全监察计划
Data confidentiality and security monitoring scheme
	☐有  ☐无  
☐Have   ☐Not
评论：
Comments:

	七、受试者招募方式
7、 How to recruit subjects

	1

	受试者的目标疾病人群
Target disease population of subjects
	☐有  ☐无  ☐不适用
☐Have   ☐Not
☐ Not applicable 
评论：
Comments:

	2

	招募受试者的环境避免侵犯/泄露受试者的隐私
The environment in which the subjects were recruited should avoid invasion / disclosure of subjects' privacy
	☐是  ☐否
☐Yes ☐No
评论：
Comments:

	3

	招募材料避免夸大研究的潜在受益、低估研究的预期风险
Recruitment materials should not exaggerate the potential benefits of research and underestimate the expected risks of research
	☐是  ☐否
☐Yes  ☐No 
评论：
Comments:

	4

	招募者的身份不会对受试者造成不正当的影响
The identity of the recruiter does not have an undue impact on the subject
	☐是  ☐否
☐Yes  ☐No 
评论：
Comments:

	八、知情同意书告知内容
8、 Contents of informed consent

	1

	试验目的、步骤，试验性干预措施，包括所有创伤性操作
Objective, procedure and experimental intervention including all traumatic procedures
	☐有  ☐无  ☐不全面   ☐其他
☐Have   ☐Not
☐Incomplete ☐Other
评论：
Comments:

	2

	受试者人数、试验持续时间
Number of subjects, duration of the trial
	☐有  ☐无  ☐不全面   ☐其他
☐Yes  ☐No ☐Incomplete ☐Other
评论：
Comments:

	3

	随机分到各组的可能性
Possibility of randomly assigned to each group
	☐有  ☐无  ☐不全面   ☐其他
☐Have   ☐Not
☐Incomplete ☐Other
评论：
Comments:

	4

	试验过程描述，如创伤性操作程序及部位，给药途径、剂量、疗程、合并治疗规定等
Description of the trial process, such as traumatic operation procedure and site, route of administration, dosage, course of treatment, combined treatment regulations, etc
	☐有  ☐无  ☐不全面   ☐其他
☐Have   ☐Not
☐Incomplete ☐Other
评论：
Comments:

	5

	预期风险或不便（必要时，包括对胚胎、胎儿或哺乳婴儿）
Expected risk or inconvenience (including, if necessary, to embryos, fetuses or lactating infants)
	☐有  ☐无  ☐不全面   ☐其他
☐Have   ☐Not
☐Incomplete ☐Other
评论：
Comments:

	6

	合理预期的受益。如果对受试者没有预期受益，应加以告知
Reasonably expected benefits.If there is no expected benefit for the subject, it should be informed
	☐有  ☐无  ☐不全面   ☐其他
☐Have   ☐Not
☐Incomplete ☐Other
评论：
Comments:

	7

	其他可选择的治疗，及其重要的受益和风险
Other alternative treatments, and their significant benefits and risks
	☐有  ☐无  ☐不全面   ☐其他
☐Have   ☐Not
☐Incomplete ☐Other
评论：
Comments:

	8

	参加试验的纳入排除条件
Inclusion and exclusion conditions for participating in the experiment
	☐有  ☐无  ☐不全面   ☐其他
☐Have   ☐Not
☐Incomplete ☐Other
评论：
Comments:

	9

	参加试验是否获得报酬
Is the test paid
	☐是  ☐否  ☐不适用   ☐其他
☐Yes  ☐No  ☐Not applicable 
☐Other 
评论：
Comments:

	10

	参加试验是否需要承担费用
Do you need to pay for the test
	☐是  ☐否  ☐不适用   ☐其他
☐Yes  ☐No  ☐Not applicable  
☐Other
评论：
Comments:

	11

	试验中发生不良事件，受试者可能获得的治疗和补偿的承担者
Adverse events occurred in the trial, and the subjects may receive treatment and compensation
	☐明确  ☐不明确  ☐不全面 ☐其他
☐Clear ☐Unclear ☐Incomplete 
☐Other
评论：
Comments:

	12

	受试者参加试验的补偿承担者（随访交通费等）
Compensation undertakers (transportation expenses for follow-up, etc.) of subjects participating in the trial
	☐明确  ☐不明确  ☐不全面 ☐其他
☐Clear ☐Unclear ☐Incomplete 
☐Other
评论：
Comments:

	13

	受试者自愿参加试验，可以拒绝参加或在任何时侯退出试验，无须任何理由
Subjects voluntarily participate in the trial, and can refuse to participate or withdraw from the trial at any time without any reason
	☐明确  ☐不明确  ☐不全面 ☐其他
☐Clear ☐Unclear ☐Incomplete 
☐Other
评论：
Comments:

	14
	试验记录的保密管理，必要时，可以查阅试验资料的人员范围
Confidentiality management of test records. When necessary, the scope of personnel who can consult test data
	☐有  ☐无  ☐不全面   ☐其他
☐Have   ☐Not
☐Incomplete   ☐Other
评论：
Comments:

	15
	查阅受试者原始医疗记录的人员范围与相应的规定
The scope of personnel who consult the original medical records of subjects and the corresponding regulations
	☐有  ☐无  ☐不全面   ☐其他
☐Have   ☐Not
☐Incomplete   ☐Other
评论：
Comments:

	16
	受试者个人信息保密和安全的措施
Measures for confidentiality and safety of subjects' personal information
	☐有  ☐无  ☐不全面   ☐其他
☐Have   ☐Not
☐Incomplete   ☐Other
评论：
Comments:

	17
	有关试验咨询/投诉等的联系人及联系方式
Contact person and contact information about test consultation/complaint, etc.
	☐有  ☐无  ☐不全面   ☐其他
☐Have   ☐Not
☐Incomplete   ☐Other
评论：
Comments:

	18
	受试者责任
Subject responsibility
	☐有  ☐无  ☐不全面   ☐其他
☐Have   ☐Not
☐Incomplete   ☐Other
评论：
Comments:

	19
	受试者参加试验可能被终止的情况和（或）原因
The circumstances and/or reasons why the subjects may be terminated in the trial
	☐有  ☐无  ☐不全面   ☐其他
☐Have   ☐Not
☐Incomplete   ☐Other
评论：
Comments:

	20
	对不能表达自己意愿的受试者，获取知情同意或授权同意的说明
Instructions for obtaining informed consent or authorized consent for subjects who cannot express their wishes
	☐有  ☐无  ☐不全面  ☐其他
☐Have   ☐Not
☐Incomplete   ☐Other
评论：
Comments:

	21
	需要进一步了解有关试验信息和受试者的权益时的联系人，以及发生试验相关的伤害时的联系人
Contact persons who need to know more about the test information and the rights and interests of the subjects, and contact persons who need to know more about the test-related injuries
	☐是  ☐否  ☐不全面   ☐其他
☐Yes  ☐No 
☐Incomplete   ☐Other
评论：
Comments:

	22
	是否有任何要求受试者或其合法代表放弃其合法权益的内容，是否有免除研究者、研究机构、申办者或其合法代表逃避过失责任的内容
Is there any content that requires subjects or their legal representatives to give up their legitimate rights and interests, and is there any content that exempts researchers, research institutions, sponsors or their legal representatives from liability for negligence
	☐是  ☐否  ☐不全面  ☐其他
☐Yes  ☐No 
☐Incomplete   ☐Other
评论：
Comments:

	23
	上述告知信息（受试人群、试验干预及程序）是否与方案一致
Is the above information (subject population, test intervention and procedure) consistent with the plan
	☐是  ☐否  ☐不全面  ☐其他
☐Yes  ☐No 
☐Incomplete   ☐Other
评论：
Comments:

	九、知情同意过程
IX. Informed Consent Process

	1

	语言通俗易懂
Language is easy to understand
	☐是  ☐否  ☐不全面  ☐其他
☐Yes  ☐No 
☐Incomplete   ☐Other
评论：
Comments:

	2

	知情同意书告知信息充分
Informed consent is fully informed
	☐是  ☐否  ☐不全面  ☐其他
☐Yes  ☐No 
☐Incomplete   ☐Other
评论：
Comments:

	3

	语言表达存在诱导或胁迫
There is induction or stress in language expression
	☐有  ☐无  ☐不全面  ☐其他
☐Have   ☐Not
☐Incomplete   ☐Other
评论：
Comments:

	4

	获得知情同意的方法，负责知情同意获得者，以及签署知情同意书的要求
Methods of obtaining informed consent, responsible for informed consent recipients, and requirements for signing informed consent forms
	☐有  ☐无  ☐不全面   ☐其他
☐Have   ☐Not
☐Incomplete   ☐Other
评论：
Comments:

	5

	在研究进行中听取并答复受试者/监护人疑问和意见的规定
Rules for hearing and answering questions and opinions of subjects/guardians during research
	☐有  ☐无  ☐不全面   ☐其他
☐Have   ☐Not
☐Incomplete   ☐Other
 评论：
Comments:

	十、声明：我将自觉遵守伦理相关法规和各项规定，遵守生命伦理基本原则、接受校伦理委员会监督与检查。                                                                                                         
X. STATEMENT: I WILL CONSCIOUSLY ABIDE BY RELEVANT ETHICAL LAWS AND REGULATIONS, ABIDE BY THE BASIC PRINCIPLES OF BIOETHICS, AND ACCEPT THE SUPERVISION AND INSPECTION OF THE SCHOOL ETHICS COMMITTEE. 

                                                          签字：                                                              
SIGNATURE: 
                                                          

	十一、审查意见
XI. Review opinions

	☐同意                  ☐做必要的修正后同意
☐Agree                 ☐ Make the necessary corrections and agree
☐做必要的修正后重审    ☐不同意
☐Review it after making the necessary corrections      ☐Disagree   
跟踪审查频率：☐1年  ☐6个月  ☐其他：
Follow-up review frequency: ☐1 year   ☐ 6 months    ☐Other
具体审查意见：
Specific examination opinions:




	审查委员声明
Statement of examiner
	作为审核人员，我与该研究项目之间不存在相关的利益冲突。
As an auditor, there is no conflict of interest between me and this research project.

	主审委员签字
Signature of presiding member
	
	日期
date
	年    月    日
month   day    Year

	其他委员（签字）/
Other members (signature)/
结论通报
Conclusion notification

	



	日期
date
	      年    月    日
 month   day   Year

	主任委员(签字)/
Chairman (signature)/
川北医学院伦理委员会（盖章）
Ethics Committee of North Sichuan Medical College (Seal)
	
	日期
date
	年    月    日
[bookmark: _GoBack]  month   day  Year


申报说明：申报时，请提交本表一式两份及电子版，伦理审查编号、审查方式由校伦理委员会填写。      
DESCRIPTION OF APPLICATION: WHEN APPLYING, PLEASE SUBMIT THIS FORM IN DUPLICATE AND ELECTRONIC VERSION. THE ETHICS EXAMINATION NUMBER AND EXAMINATION METHOD SHALL BE FILLED IN BY THE SCHOOL ETHICS COMMITTEE. 
