CEBUs involvement in a Randomised Clinical Trial
Document linked with “CEBUs Roles in a RCT”

This form is intended to record discussion of CEBUs involvement in an RCT as agreed with the lead clinician(s) and CEBU statistician. 

Working title of RCT _______________________________________________________________

________________________________________________________________________________
Funding arrangement/strategy  ___________________________________________
Main researcher/PI  ____________________________________________________
Other researchers involved _____________________________________________
CEBU member(s) involved _____________________________________________

Checklist of CEBUs involvement
	Activity
	CEBU involved?
	Comments

	Study design


	
	

	Sample size calculation


	
	

	General protocol development
	
	

	Statistical analysis section of protocol
	
	

	Statistical analysis plan/dummy tables
	
	

	Case Report Form design and development
	
	

	Generation of random allocation sequence
	
	

	Trial manual development


	
	

	Regular Trial Management Group meetings
	
	

	Database design and maintenance
	
	

	Data Entry

	
	

	Data checking and data cleaning
	
	

	Interim / DMC reports

	
	

	Final data analysis

	
	

	Publication(s) and authorship
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