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	The purpose of this checklist is to prepare and assist Principal Investigators (PI) in transitioning their human subjects research studies to a new PI.

The Office for Research’s PI Onboarding Checklist and PI Check-Out Checklist provide additional information about responsibilities beyond the scope of the IRB.

If the study will be closed rather than transferred to a new PI, please see the IRB website for additional guidance.

Instructions: Please complete the applicable sections below in order to ensure that your human research subjects’ study and/or portfolio can be effectively transitioned to a new PI. If you are transitioning more than one (1) study, please complete the actions below for all studies or consider completing one checklist per study. Please retain this document in your regulatory binder/research records. It does not need to be submitted to the IRB.


	Transfer Information

	Current Principal Investigator
	     

	STU Number of Study to Transition
	     

	New Principal Investigator
	     

	IRB of Record
	     

	
	

	1   Study Transfer Steps: Please complete this section when preparing to submit a PI change modification.

	☐ Yes	☐ No	☐ N/A
	1. A modification has been submitted in eIRB+ to change the PI of the study. 

	☐ Yes	☐ No	☐ N/A
	2. The modification submission includes a statement of transfer from the current PI and a statement of acceptance from the new PI.

	☐ Yes	☐ No	☐ N/A
	3. The protocol, informed consent form(s), and all other relevant study documents have been updated with the new PI’s name and contact information.

	Section 1
Additional Comments

	     



	2  Regulatory Documentation and Access: Please complete this section for the regulatory documentation of the study.

	☐ Yes	☐ No	☐ N/A
	1. The study can be accessed in eIRB+ by the new PI.

	☐ Yes	☐ No	☐ N/A
	2. If the study is also located in Legacy eIRB, the new PI or a member of the study has access to the study in Legacy.

	☐ Yes	☐ No	☐ N/A
	3. If the current PI does not have access to Legacy eIRB, documentation of previous submissions will be provided to the new PI.  Include the name of the person who will provide documentation of previous submissions to the new PI:      

	☐ Yes	☐ No	☐ N/A
	4. Paper and/or electronic regulatory documentation or a research record can be accessed by or is in the possession of the new PI. 

	☐ Yes	☐ No	☐ N/A
	5. The regulatory file or research record is complete and contains all required documentation.

	☐ Yes	☐ No	☐ N/A
	6. If there are any deficiencies in the regulatory file or research record, they are corrected before transition. (For tools to support the correction and documentation of deficiencies, see Study Support Resources and Templates)

	☐ Yes	☐ No	☐ N/A
	7. The new PI has reviewed the regulatory documentation or research record and is aware of the current study status as informed by the current PI.

	Section 2
Additional Comments

	     

	3   Participant File Documentation: Please complete this section for participant file documentation of the study. If this section is n/a, check here ☐

	☐ Yes	☐ No	☐ N/A
	1. Participant files for all participants can be accessed by the new PI. 

	☐ Yes	☐ No	☐ N/A
	2. Participant identification list is on file and accessible by the new PI.

	☐ Yes	☐ No	☐ N/A
	3. If participants have withdrawn, a participant withdrawal list containing the ID and reason for withdrawal is on file and accessible by the new PI. 

	Section 3
Additional Comments

	     

	4   Data Access: Please complete this section for data access and retention. 

	☐ Yes	☐ No	☐ N/A
	1. All data collected are on file and accessible by the new PI.

	☐ Yes	☐ No	☐ N/A
	2. The new PI has reviewed and is familiar with the Data Security Plan.

	Section 4
Additional Comments

	     

	5   Specimen/Sample Storage and Retention: Please complete this section if the study involves specimen/sample storage and retention. If this section is n/a, check here ☐

	☐ Yes	☐ No	☐ N/A
	1. The new PI has access to the stored specimens/samples.

	☐ Yes	☐ No	☐ N/A
	2. Specimen/sample identification list is on file and accessible by the new PI.

	☐ Yes	☐ No	☐ N/A
	3. The new PI is familiar with the specimen/sample storage and retention procedures as outlined in the IRB-approved protocol.

	Section 5
Additional Comments

	     



Please retain this document in your regulatory binder/research record. It does not need to be submitted to the IRB.
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