

CLINICAL EVIDENCE COUNCIL – PERITONEAL DIALYSIS
INVESTIGATOR Clinical Study Submission Form

	
THE BAXTER CLINICAL EVIDENCE COUNCIL WILL: 
· Evaluate and facilitate research endeavors aimed at:
· Expanding the clinical evidence supporting peritoneal dialysis therapy 
· Exploring the opportunity to widen the benefit horizons of Baxter PD products
· Fund and support studies that are judged of highest value
THE BAXTER CLINICAL EVIDENCE COUNCIL WILL NOT: 
· Have a supervisory role on research efforts of publications

IMPORTANT DATES:
Submission Deadline is March 4th, 2011
Funding Decisions by May 6th, 2011
Funding Disbursements – Q3 & 4, 2011


	CENTER/ INSTITUTION CONTACT INFORMATION

	Date

	Name 
	
	Grant Number
	Baxter use only

	Title
	

	Institution
	
	Department
	

	Mailing Address
	

	City/State/Province
	

	Country 
	

	Telephone
	
	Postal Code
	

	E-mail
	
	Fax
	

	
	



	Study Title:
	


	Research Question
	




	Study Rationale: (background information including previous studies as applicable, max 250 words)
	










	Primary Objective: (this should align with the research question stated above)
	






	Secondary 
Objective (s):
	







	Study Design:
(max. 500 words):
Include the following:
· Type of study (examples include cross-sectional, observational, randomized, etc)
· Study population including sample size and major inclusion and exclusion criteria
· Intervention (if applicable)
· Duration of enrollment, treatment and follow-up (if applicable)
· Limitations and strengths of the study
· Other as needed

	














	Specific details of Treatment including: prescription and/or therapy, devices, equipment, solutions, product to be used in conducting study
	





	Would you consider partnering with another centre to increase the study population size?    |_| Yes    |_|  No

	If so, have you recruited a potential partner?
|_| Yes   |_|  No

	Study Conduct: 
	Number of Sites:
	

	
	Facility / Institution Name
	Country

	
	
	

	
	
	

	
	
	



	Statistical Methods:
(Method for analyzing primary & secondary endpoints)
	




	Is the study sufficiently powered (adequate sample size) to answer the research question?
	Yes

No (if ‘No’, please explain reasoning for insufficient sample size. Reasoning might include, “This is a pilot study”, “Limited patient population”. Etc)



	Publication Plan:
(Describe your proposed publication plan for this study (Required for study submission))
	

	Study Start/End Date:
	Start:
	
	End:
	




	CENTER / INSTITUTION BUDGET INFORMATION

	Budget Information
	Year 1
(US$)
	Year 2
(US$)
	Year 3
(US$)
	Total
(US$)

	Personnel:
	
	
	
	

	Laboratory Supplies (expendables):
	
	
	
	

	Laboratory equipment (non-expendable):
	
	
	
	

	Related Travel Expenses:
	
	
	
	

	Other Related Expenses   (please detail):
	
	
	
	

	Institutional Overhead 
	
	
	
	

	Total
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