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RESPONSIBILITIES OF THE RESEARCH TEAM

	Name
	
	Pager / Ext
	Responsibility
	Signature

	
	Principal Investigator
	
	· Protocol development

· Subject randomization

· Evaluates eligibility of subjects

· Obtains consent/assent from subject/legal guardian as appropriate

· Leads team meetings

· In-service education to hospital areas

· Administration of study drug and subsequent monitoring of subjects

· Adverse drug reaction reporting and handling

· Ensures overall integrity of study
	X

	
	Clinical Research Associate
	
	· FHREB and Service Agreement for Research submissions
· Keeps minutes of research team meetings
· Evaluates eligibility of subjects

· Obtains consent/assent from subject/legal guardian as appropriate

· Collects source data onto CRFs

· Transcription of CRF data into computer

· Ensures data protection and confidentiality of subject information

· Ensures adherence of protocol by study team members
	X

	
	Research Pharmacist
	
	· Receipt and return of drug vials

· Dispensing of drug vials 

· Compliance to controlled substances regulations

· Drug randomization

· Breaks randomization code in emergency cases
	X
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