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	Delegation of Clinical Trial Tasks

study planning: pre-study set-up tasks



Conducting a clinical trial involves the careful coordination of multiple time-sensitive and detailed tasks.  Listed below are common tasks involved in the execution of a clinical trial.   Research teams should ensure that these tasks, if applicable to the study, are delegated to an individual qualified by education, training and experience to perform the delegated tasks.  
EQuIP Recommendation: review the study tasks listed in the tables.   Please customize the list by adding, editing or removing tasks as appropriate and note which team member the task has been delegated to.  
	Protocol Development  and Study Planning Tasks
	Task Delegated To:

	
	Protocol design 
	

	
	Develop randomization plan and methods
	

	
	Identify study variables and corresponding source documents
	

	
	Case Report Form (CRF) design, review and testing
	

	
	Develop the Manual of Operations (MOO)/Standard Operating Procedures (SOPs)
	

	
	Delegate roles and responsibilities to research staff
	

	
	Develop training plan for research staff
	

	
	Attend investigators meeting or other study set-up meetings
	

	
	DSMP development

DSMB organization and policies
	

	
	
	

	
	
	


	Administrative Tasks
	Task Delegated To 

	
	Organize and manage Scientific Review Submission
	

	
	Organize and manage IRB Submission
	

	
	DSMB Meeting Coordination
	

	
	Implement approved recruitment strategies 
	

	
	Create and maintain study regulatory documentation
	

	
	Schedule subject screening visits
	

	
	Schedule and coordinate protocol specific tests
	

	
	Coordinate with Research Pharmacy
	

	
	Coordinate with Central lab
	

	
	
	

	
	
	


	Study Tasks (pre-enrollment)
	Task Delegated To

	
	Identify potentially eligible subjects
	

	
	Recruitment: inform potential subjects of study 
	

	
	Participate, obtain and document informed consent process
	

	
	Obtain medical record documentation 
	

	
	Conduct screening procedures (specify procedures and responsibilities)
	

	
	Assess inclusion/exclusion criteria
	

	
	Patient registration/randomization
	

	
	
	

	
	
	


	Study Tasks (post-enrollment)
	Task Delegated To:

	
	Schedule subject study visits per protocol
	

	
	Schedule and coordinate protocol specific tests
	

	
	Conduct study visit procedures (specify procedures and responsibilities)
	

	
	Review and assess test results
	

	
	Document and report serious adverse events (SAE), unanticipated problems and protocol deviations
	

	
	Complete Case Report Forms (CRFs)
	

	
	Maintain subject study files
	

	
	Maintain study regulatory file
	

	
	Perform data management and quality assurance checks 
	

	
	Prepare for and/or attend external study audits
	

	
	Collaborate with and assist the Sponsor’s monitor
	

	
	Queries resolution
	

	
	
	

	
	
	


	Data Management and Statistics
	Task Delegated To:

	
	Database set-up and testing
	

	
	Data entry 
	

	
	Statistical analysis
	

	
	Data cleaning
	

	
	
	

	
	
	


	
	Task Delegated To:

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


	
	Task Delegated To:

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


Note: 

The FDA issued a Draft Guidance in May of 2007 which provides an overview of the responsibilities of a person who conducts a clinical investigation of a drug, biologic, or medical device.  It also clarifies FDA’s expectations concerning the investigator’s responsibility to supervise a clinical study in which some study tasks are delegated to employees or colleagues of the investigator or other third parties, and to protect the rights, safety and welfare of study subjects.

See:  http://www.fda.gov/dber/gdlns/studysub.pdf
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