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Delegation of Authority Log


This log is used by the Qualified Investigator (i.e. Site Investigator) to indicate the Site Staff that have a material effect on the conduct of the Study and to whom the Investigator has delegated significant Study related duties/tasks.  The signatures and details on this log will also facilitate tracking of edits/changes of the Site records.  This log is to be kept by the Qualified Investigator and the Sponsor.
Name of Qualified Investigator: ______________________________
                     Signature of Qualified Investigator:_____________________________
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*Qualified Investigator: the Site Investigator responsible for the conduct of the RE-ENERGIZE study at your site. 

*Sub QI: Investigator other than the Qualified Investigator that is responsible for tasks related to the RE-ENERGIZE study at your site.
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Key Delegated Tasks
	

Reference Number
	Key Delegated Tasks

	1
	Screening subjects for eligibility

	2
	Conducting informed consent discussions for eligible patients

	3
	Obtaining written informed consent

	4
	Patient enrollment/randomization and follow-up

	5
	Checking eligibility criteria

	6
	Daily monitoring of patient health, safety and study compliance

	7
	Data collection, includes:

· Case Report Form entries

· Case Report Form corrections

· Data query resolution

	8
	Source documentation maintenance, includes:

· Study worksheets, checklists, monitoring sheets

· Data from electronic & hard copy medical chart

	9
	Reporting of Protocol Violations/Unanticipated Problems involving risk

	10
	Serious Adverse Events identification, documentation, and reporting

	11
	Maintenance of Regulatory Documents

	12
	REB submissions and communications

	13
	Perform study specific training

	14
	Performing clinical assessments including burn outcomes, SAEs and ICU infection adjudication

	15
	Confirmation of completeness and accuracy of data collected

	16
	Maintenance of Product inventory

	17
	Checking of treatment assignment online

	18
	Study treatment dispensing & accountability, including maintenance of logs

	19
	Optimizing delivery of enteral nutrition and compliance with Guidelines for Nutrition
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