Study Proposal for Clinical Investigator-Initiated Research (IIR)
	Application date
	

	Name of Applicant
(Institute, Job Title)
	
(                                                            )

	Study Title
	

	Type of Study
	☐Non-interventional study - retrospective
☐Non-interventional study - prospective
☐Interventional study

	Target Disease

	

	Intervention, Treatment
Or
Exposure
	

	Study Objective 
	

	Study Background 
(Rationale)
	

	Hypothesis
	

	Investigators

	Principal Investigator (If different from the applicant):

Sub-Investigators or candidates, study group information:



	Study Design
	*Please include the information of Endpoints, Inclusion/Exclusion criteria.

	Statistical Plan
	




	Direct Cost (1)

	IIR Activity
	Description
	Remark
	Cost Estimate (JPY)

	EC/IRB Fee
	
	
	

	Cost for study Drug 
	
	
	

	Other Lab & Exam Cost
	
	
	

	Statistical Analysis 
	
	
	

	Data Management
	
	
	

	Publication
	
	
	

	Other, specify: 
	
	
	

	Sub-Total (1)
	
	
	

	Labor Cost (2)

	Role
	Salary Per Month 
	Working Month  
	Cost Estimate (JPY)

	Principal Investigator
	
	
	

	Sub-Investigator
	
	
	

	Study Coordinator
	
	
	

	Medical Writer
	
	
	

	Data Manager
	
	
	

	Statistician 
	
	
	

	Administrator
	
	
	

	Other, specify: 
	
	
	

	Sub-Total (2)
	
	
	

	Direct Cost (1) + Labor Cost (2):                  JPY

	Indirect Cost (3):                               JPY

	

	Total Cost Estimate (1)+(2)+(3)

	　　　　　　　　　　　　JPY




注釈)
· 本フォームは英語で記入する
· Indirect Costは施設･大学の間接経費とする
· 該当しないまたは記入できない項目は､NoneやNot applicable等何らかの記載をする
· Costについても金額がゼロの場合は､0を入れる等の何らかの記載をする

