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首都医科大学附属北京佑安医院

阶段进展报告（模板）（第四版）
BEIJING YOUAN HOSPITAL, CAPITAL MEDICAL UNIVERSITY
STAGE PROGRESS REPORT(TEMPLATE) (4th)
 2012年11月10日,2015年11月20日，2016年7月5日修订revised
试验/研究项目名称（THE NAME OF THE TRIAL/RESEARCH）
阶段进展报告
STAGE PROGRESS REPORT
（第       次报告THIS IS THE      TIME TO REORT ）

	研究组长单位The center site ：
	

	各研究参加单位：The sites participating in the trial/research
	

	
	

	
	

	我中心主要研究者（楷体）
The principal investigator of our site（print）
	

	我中心主要研究者(签字)

The principal investigator of our site（signature）
	

	申办单位Sponsor ：
	

	合同研究组织CRO：
	


日期Date：         年Year    月Month      日Day    
1. 方案摘要The abstract of the trial/research：

	方案名称Protocol Name
	

	申办单位Sponsor
	

	临床试验分期 Phase of trial
	

	适应症Indications
	

	试验目的Purpose
	

	试验设计Design
	

	计划入组病例数
The number of subjects planed to recruitment
	

	研究中心数The number of sites 
	

	研究药物 Drug
	

	试验分组Groups
	

	疗效指标Curative effect indicators
	

	安全性指标Safety indicators
	


2.关键事件 The key events：
2.1试验/研究初次获得伦理委员会（EC）审批的相关情况 The relevant conditions about the initial review of EC 
	资料初次递交EC时间 The date of submitting the documents for the first time
	资料名称（含版本号/版本日期）Documents(version/date)
	EC批准时间 
The approval date of EC
	EC审批结果
The review result of EC 

	
	
	
	

	
	
	
	

	
	
	
	


2.2试验/研究方案的修改 The modifications of trial/research.
2.2.1该试验/研究进行过程中有无方案的修改Is there any modification of protocol in the progress of f trial/research?
□无修改No modification；则跳过skip 2.2.2
□有修改Modification，则请继续填写please continue to fill in 2.2.2

2.2.2 方案修改相关情况（请依据修改次数填写）
The modification of the protocol (fill in according to the times of modification)
	
	修改原因

The reason for the modification 
	修改后方案的版本号/版本日期 The version/date of the protocol after modification 
	修改的主要内容
The main contents of modification 
	修改是否影响受试者的安全和权益Whether the modification impact the security and benefits of the subject
	EC批准时间The approval date of EC 
	EC审批结果The review result of EC

	第一次修改
Modification for the first time 
	□研究者/申办方主动要求的修改the modification is required by the researcher/sponsor；
□伦理委员会要求的修改the modification is required by the EC;
	
	（1）….

（2）….

（3）….

（4）….


	□否No；   

□是Yes，请详细描述Please describe in detail：  

                
	
	

	第二次修改Modification for the second time 
	□研究者/申办方主动要求的修改the modification is required by the researcher/sponsor；
□伦理委员会要求的修改the modification is required by the EC;
	
	（1）….

（2）….

（3）….

（4）….


	□否No；   

□是Yes，请详细描述Please describe in detail：
                
	
	

	…
	
	
	
	
	
	

	
	
	
	
	
	
	


2.3知情同意书的修改The modification of the informed consent form(ICF)
2.3.1该试验/研究进行过程中有无知情同意书的修改Is there any modification of ICF  in the progress of f trial/research? 
□无修改No modification；则跳过skip2.3.2
□有修改Modification，则请继续填写please continue to fill in 2.3.2

2.3.2 知情同意书修改相关情况（请依据修改次数填写）

The modification of the ICF (fill in according to the times of modification)
	修改次数 Times of modification
	修改原因

The reason for the modification
	修改后知情同意书的版本号/版本日期The version/date of the ICF after modification
	修改的主要内容
The main contents of modification
	修改是否影响受试者的安全和权益Whether the modification impact the security and benefits of the subject
	EC批准时间The approval date of EC 
	EC审批结果The review result of EC

	第一次修改
Modification for the first time 
	□研究者/申办方主动要求的修改the modification is required by the researcher/sponsor；

□伦理委员会要求的修改the modification is required by the EC;
	
	（1）….

（2）….

（3）….

（4）….
	□否No；   

□是Yes，请详细描述Please describe in detail：  

                
	
	

	第二次修改Modification for the second time 
	□研究者/申办方主动要求的修改the modification is required by the researcher/sponsor；
□伦理委员会要求的修改the modification is required by the EC;
	
	（1）….

（2）….

（3）….

（4）….


	□否No；   

□是Yes，请详细描述Please describe in detail：
                
	
	

	…
	
	
	
	
	
	

	
	
	
	
	
	
	


2.4 目前执行的方案、知情同意书等情况The relevant conditions about the protocol, ICF and so on which have been conducted now .
	资料名称Documents
	版本号Version/版本日期Date

	试验/研究方案Protocol
	

	知情同意书ICF
	


	研究者手册(如果适用) Investigator’s Brochure(s) (if applicable)
	

	招募广告(如果适用) Advertisement(s) (if applicable)
	

	
	

	
	


2.5 阶段进展报告上报相关情况The relevant conditions about stage progress reports submitted.
	阶段进展报告上报次数
The times of stage progress reports submitted
	阶段进展报告报告内容的时间段
The period of the content reported in the stage progress reports submitted
	上报EC时间
The date on which the report  is submitted to EC 

	第一次 The first time
	
	

	第二次The second time
	
	

	…
	
	


2.6 其他需要说明的情况 Other circumstances needing to be stated.
	


3项目进展The progress（时间段Period:   年Year   月Month    日Day 至to    年Year    月Month      日Day）
【说明：(1)时间段指的是从项目开始（一般以初次伦理审批通过作为项目的开始）至本次阶段进展报告上报时收集资料的时间。Note: the period :from the start of the project(generally, the approval date of the EC means the start of the project ) to the date that the data of the progress reports collected】
	本中心目前状况 The current condition in our site

	3.1
	试验启动时间The time of trial launching：          

	3.2
	研究药物准备完成the drug has been completed ,并发至我中心的时间and the time of delivery to our site:

(如果是分批次运输,请分批次填写) (if it is delivered by batch ,please fill in according to the batches)   


	3.3
	第一个受试者筛选时间The screening time of the first subject：        

	3.4
	第一个受试者入组时间The time of the first subject attending the trial/research：

	3.5
	筛选受试者数The number of the subjects for screening：                

	3.6
	目前受试者入组数The number of subjects who have been joined in the trial/research  ：    例subjects  （其中已完成Complete    例subjects， 正在随访Under study   例subjects，脱落Withdraw    例subjects）

	3.7
	有无方案违背？ 如果有方案违背，请详细描述方案违背的相关情况（建议逐次/逐例描述），例如方案违背的原因；违背的处理措施；违背造成的影响/后果；违背是否影响受试者的安全和权益，如果影响的话，其影响程度如何？Is there any protocol deviation? If there is protocol deviation, please describe in detail the relevant conditions about protocol deviation(describe according to the times of deviation / subject). For example, The cause, measurements, impact/outcome of the protocol deviation; Whether the  protocol deviation impact on the security and benefit of the subject ? if yes, what is the degree of impact?


	3.8
	有无受试者脱落？如果有，请详细描述受试者脱落的人数和脱落原因。Is there any withdrawal? If yes, please describe the number and the cause of withdrawal.     


	3.9
	本中心有无SAE？ 如果有，请详细描述SAE的相关情况（建议逐次/逐例描述），例如SAE事件名称、首次报告时间、严重程度（死亡、危及生命、导致住院、延长住院、伤残/功能障碍、致畸、其他）、处理措施及结果、与试验药物的关系、随访报告及总结报告的情况等。
Is there any SAE in this site? If yes, please describe in detail the relevant conditions about SAE (describe according to the times of deviation / subject). For example, the name of SAE, the time of initial report, degree(death, life threatening, hospitalization, prolongation of hospitalization, disability/incapacity, teratogenesis, etc.,) ,the treatment and outcome, the relationship to drug, the follow-up report and the summary report, etc..


	3.10
	本中心有无AE？ 如果有，请详细描述AE的相关情况（建议逐次/逐例描述），例如AE名称、严重程度、是否采取相关措施、是否为预期的AE、与试验药物的关系、是否影响试验/研究的开展、AE转归等。
Is there any AE in this site? If yes, please describe in detail the relevant conditions about AE (describe according to the times of deviation / subject). For example, the name of AE , degree, measurements having been taken, expected or not, the relationship to drug, whether the AE impact the development of the trial/research, the outcome of A , etc..


	3.11
	其他中心有无SAE？ 如果有，请详细描述SAE的相关情况（建议逐次/逐例描述），例如SAE事件名称、首次报告时间、严重程度（死亡、危及生命、导致住院、延长住院、伤残/功能障碍、致畸、其他）、处理措施及结果、与试验药物的关系等。
Is there any SAE in this site? If yes, please describe in detail the relevant conditions about SAE (describe according to the times of deviation / subject). For example, the name of SAE, the time of initial report, degree(death, life threatening, hospitalization, prolongation of hospitalization, disability/incapacity, teratogenesis, etc.,) ,the treatment and outcome, the relationship to drug.


	3.12
	试验/研究中是否存在各方利益冲突。如果有，请详细描述利益冲突数量及内容等。

Is there any conflict during the trial /research? If yes, please describe in detail the number and the content of conflicts.


	3.13
	试验/研究中有无投诉。如果有，请详细描述投诉的数量及内容等。
Is there any complaint during the trial /research? If yes, please describe in detail the number and the content of complaints.


	3.14
	受试者的依从性如何？

How is the compliance?  


	3.15
	试验/研究是否取得预期疗效或阶段性成果，并详细描述取得的预期疗效或阶段性成果。Are the expected curative effect or stage outcomes obtained in the trial /research? If yes, please describe in detail curative effect or stage outcomes.


	3.16
	受试者招募情况。The recruitment condition 


	3.17
	研究者基于当前研究结果的潜在风险利益评估。The investigator’s risk-potential benefit assessment based on current study.


	3.18
	涉及受试者风险或其他人的非预期问题the unexpected problems relating to the risks to the subjects or others；


	3.19
	有无需要说明的与试验有关的其它事项（如：申办方的药物供应，生物样本处理，中心实验室情况，付款情况等）?Is there other relevant circumstances needing to be stated(for example, the drug supply of sponsor, the handling of biological sample, central lab conditions, payments, etc..)?



