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首都医科大学附属北京佑安医院  人体研究保护项目
Beijing Youan Hospital,Capital Medical University  Human Research Protection Program

附件Appendix13:EC-B-030-A09-V4.0
首都医科大学附属北京佑安医院

保密/利益冲突声明（第四版）
2013.02.04（修订），2014年1月6日（修订），2016.08.01（修订）
CONFIDENTIALITY/INTEREST CONFLICT STATEMENT（4th）
姓名Name：         （以下简称“本人”brief to“I”below），
专业Specialty：                            
涉及项目名称Protocol involved：                                   
申办方Sponsor：               

项目中职责Role: □主要研究者（PI）     
□伦理委员EC member   
□独立顾问EC consultant  
□其他人员(与研究设计、实施、报告有关的人员),请描述others( individuals who are involved in the design, conduct or reporting of the research),please describe：               
    本人依照《赫尔辛基宣言》、国家《药物临床试验质量管理规范》和《医疗器械临床试验规定》等政策和法规，用最高的标准审查与人体相关的研究，确保研究方案的科学性和可靠性，对受试者的个人权益给予充分的保障，确保研究以符合人道和伦理的方式进行。

本人承诺独立地审查涉及人体的研究方案的科学性和伦理性，并做出决定和提供客观的最佳建议，以最高的伦理标准来保护受试者权益和安全。本决定和建议只代表本人立场，不代表任何组织。

本人同意信守商业秘密、信息和专业技术，并同意该信息只以伦理审查为目的，不用于其他目的或公开给第三方。提供审查用的书面资料不复制或保留，所有标准操作规程文件、信息、摘记等及其副本的所有权均归伦理委员会。

利益冲突：

本人不拥有与作为伦理委员会顾问的责任相冲突的任何经济或非经济利益。

本人除了向伦理委员会提供所要求的信息外，不参与任何与之存在利益冲突的研究项目的审查、评议等活动。

本人与任何提交给伦理委员会审核的研究方案有任何确实的或潜在的利益冲突时，将立刻向伦理委员会的主任委员提出，并放弃参与有关该研究方案的讨论。
利益冲突信息披露检查选表

	1身份
	□主要研究者     
□伦理委员 
□独立顾问 
□其他人员(与研究设计、实施、报告有关的人员),请描述:             

	2利益冲突信息


	2.1利益冲突？
	□ 否   请跳过2.2-2.4

□ 是   如果是,请继续填写2.2-2.4

	
	2.2经济利益冲突？
	□非经济利益冲突, 请跳过2.3
□经济利益冲突   如果是经济利益冲突,请继续填写2.3-2.4

	
	2.3数额 
	□ ＜10，000元人民币  
□ ≥10,000元人民币

	
	2.4关系
	□自己     
□直系亲属

□父母亲
□配偶
□受供养子女


I shall review the research involved human participants with the highest standards based on the “World Medical Association Declaration Of Helsinki”, “Good Clinical Practice”, “Provisions for Clinical Trials of Medical Devices” and other relevant laws and regulations, in order to ensure the scientificity and reliability of the research, the full protection of the participant’ benefits, the research conducted in a humanity and ethic way. 

I promise that I will independently review the scientificity and ethics of the research involved human participants, I shall make my decision and give objective suggestions, in order to protect the benefits and safety with the highest ethics standards. These decisions and suggestions only represent my standpoint, not any organization’s position.
I promise to keep business, information and expertise secret, I agree that this information is only used for ethics review, not used for other purposes and not disclosed to the third party. I shall not copy or keep the written documents provided to me, the proprietary rights of all SOP documents, information, abstracts and their copies are attributed to EC.

Interest conflicts: 

I do not have any financial or non- financial interest, which is conflict with the responsibility of an EC consultant.

In addition to providing the information requested by EC, I shall not take part in the review and discussion of any research existing interest conflicts.

If I have any assured or potential interest conflict with any protocol submitted to EC, I shall report to the EC chair immediately and give up the discussion of the research.   
Check box of COI disclosure

	1 Identification
	□PI    
□EC member  
□EC consultant 
□others( individuals who are involved in the design, conduct or reporting of the research)

	2 nformation of COI
	2.1 COI？
	□ No  please skip 2.2-2.4

□ Yes  if yes, please fill in 2.2-2.3

	
	2.2 Financial Interest？
	□ non-financial  please skip 2.3
□ financial  if financial, please fill in 2.3-2.4

	
	2.3 Amount 
	□ ＜RMB10,000yuan  
□ ≥RMB10,000yuan

	
	2.4 Relationship 
	□myself     
□Immediate family member 

□parents
□spouse
□dependent child


签名Signature    

日期Date:                               

