
Delegation of Authority Log – Instructional
	Purpose/Guidance:

The delegation of authority log is a mechanism for tracking study team members over time. Those who are engaged in the research activity (including IRB approved study team members) need to be listed on the log. The log provides a central location to layout roles and responsibilities, and with minor edits, may also track training and CV/resume expiration dates. When new study team members join the project or when members transition off the project, the log assists in tracking the transition and the changing roles and responsibilities. Update this log in a timely manner as new personnel are added/removed and/or study roles change.  

The eIRB+ system is used to support the required work of the IRB office and IRB members, it is not an equivalent of a delegation log as it does not track the items required of study teams.

While you are not required to use the template provided by the Northwestern IRB, you are required to utilize a mechanism that provides an equivalent level of tracking and oversight.

At the conclusion of the study, the PI should review and sign-off on the accuracy of the log.



	Customization:

· Include any relevant study information, including but not limited to:

· Sponsor name

· Study identifier (protocol number)

· Site #

· Add any tasks that may delegated (use the protocol to determine which tasks need to be included)
· Remove any example tasks that are not needed

· Modify the log if desired to add additional columns such as CITI training expiration dates, CV/resume expiration dates, and medical license expiration dates



The template starts on the next page.
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	Print Name
	Title
	Signature
	Initials
	*Study tasks
	Start Date
	End Date
	PI Initials & Date

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	

	*Delegated Study Tasks: 

These are most common examples. Add/delete as necessary to meet your study needs:

	1. Obtain informed consent

2. Review medical history
3. Assess eligibility criteria

4. Perform physical exam
5. Dispense study drug or device
6. CRF completion

7. CRF queries
	8. Query completion

9. Maintain regulatory documents
10. Complete IRB submissions
11. Data monitoring

12. Safety monitoring

13. Other (specify):

14. Other (specify):
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	*Delegated Study Tasks: 

These are most common examples. Add/delete as necessary to meet your study needs:

	1. Obtain informed consent

2. Review medical history
3. Assess eligibility criteria

4. Perform physical exam
5. Dispense study drug or device
6. CRF completion

7. CRF queries
	8. Query completion

9. Maintain regulatory documents
10. Complete IRB submissions
11. Data monitoring

12. Safety monitoring

13. Other (specify):

14. Other (specify):
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PI Signature (Close Out): ________________________________________  Date: _________________________________          



Principal Investigator: ____________________   Study #: ______________________                                      Page ____ of ____





Study Title: _______________________________________________________________________________________________














Principal Investigator: ____________________   Study #: ______________________                                      Page ____ of ____





Study Title: _______________________________________________________________________________________________














Principal Investigator: ____________________   Study #: ______________________                                      Page ____ of ____





Study Title: _______________________________________________________________________________________________














Delegation of Authority Log_Biomedical Research
1 of 4
HRP-2002 / v09102019

