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	项目名称
Protocol name
	

	申办方
Sponsor 
	

	主要研究者principle investigator(PI)
	

	发现途径 The way of disclosing the unexpected event
	□自查发现Self-examination
□监查发现monitor 
□稽查发现 audit 
□其他 others

	发现人员
Discloser of the unexpected event 
	

	非预期事件情况
（研究者填写）
Description of unexpected event(researcher fill in )
	情况描述
description of unexpected event 
	

	
	造成的影响或后果
The influence and outcome of unexpected event
	

	
	处理措施及目前状况 the treatment measurement and the current condition 
	

	
	非预期事件是否影响受试者的安全和权益？Whether the  unexpected event impact on the security and benefit of the subject ?
	□否No；

□是，请详细描述影响的方面及其影响程度：Yes, please describe the aspect and degree of impact.

	
	其他需要说明的问题 other questions needed to explain.
	

	研究医生签字

Signature of researcher 
	研究医生签字Signature of researcher：

日期Date：

	主要研究者签字 Signature of PI
	主要研究者签字Signature of PI：

日期Date：

	机构办/科研处/医务处意见 the opinion of the Drug Clinical Trial Organization Office / Scientific Research Division/ Department of Medical Administration 
	机构办负责人/科研处/医务处签名Signature of the Person in Charge of the Drug Clinical Trial Organization Office / Scientific Research Division/ Department of Medical Administration：
日期date：


