[image: ]    							Protocol #: IRB USE 
Engagement Checklist

BU CRC Investigator	      					Date:   

Contact Information		  

Additional Contact Person	  

Contact Information		  

Protocol Title:		  

Protocol # (if any):		  

Reviewing IRB (if any):	  


1. Role of BU CRC/Investigator in the Research Note: clarify whether or not the BU CRC/investigator will be working on this research as part of their affiliation with BU:	
  

2. [bookmark: _Hlk37674909]Institution for which ‘Engagement Checklist’ is being completed (e.g. BU CRC or name of institution collaborating with BU CRC):	
  

3. Additional Information about the project, or the BU Investigator’s role in the project:
Note: if receiving data, confirm whether data are identifiable, anonymized, deidentified, a limited data set, or coded and if coded, whether you will have access to the keys to the codes: 
 	  

4. Complete the checklist:
Mark all that apply; if one or more item is marked, BU CRC is engaged in the research and the CRC IRB Office should be contacted for further information and instruction. 

	The BU CRC and/or its Investigators will…
	
☐
	Receive a grant, contract or cooperative agreement directly from HHS for non-exempt human subjects research (even if no human subjects research activities are carried out by its faculty/staff)

	
☐

	Intervene for research purposes with any human subjects of the research by performing invasive or non-invasive procedures (e.g. blood draws, buccal swabs, administration or drugs or other treatments, individual or group therapy, etc.)

	
☐

	Intervene for research purposes with any human subject of the research by manipulating the environment (e.g. controlling light, sound, temperature, sensory stimuli, environmental or social events/interactions) 

	
☐

	
Obtain the informed consent of the human subjects for the research.


	
☐
	Interact for research purposes with any human subject of the research (e.g. engaging in protocol dictated communication/contact; asking someone to provide a specimen, conducting research interviews/questionnaires, etc.)

	
☐

	Obtain for research purposes identifiable private information or identifiable biospecimens from any source for the research. This includes:
(a) Observing or recording private behavior;
(b) Using, studying or analyzing for research purposes identifiable private information or identifiable specimens provided by another institution; and
(c) Using, studying or analyzing for research purposes identifiable private information or identifiable specimens already in the possession of the investigators. 

	
☐

	
None of the above apply.



	NOTE: In general, an Institution is not engaged when its role is limited to the following activities:
· Performing services it would normally provide for non-research purposes if the services do not merit professional recognition or publication privileges, and do not involve administration of study intervention;  
· Providing recruitment information or Investigator contact information to prospective subjects, or seeking or obtaining the prospective participant’s permission for Investigators to contact them; 
· Permitting the use of institutional facilities for interactions/interventions with research participants by Investigators from another institution; 
· Obtaining de-identified or coded private information/biological specimens if the identities of the subjects to whom the information/data/biological specimens pertains is not readily ascertainable.
· The term ‘Investigator’ refers to faculty, staff and students of an institution.



Investigator Certification / Signatures
By signing below, you certify that the information contained in this Application is true, complete, and accurate.
Principal Investigator Signature:				Date:  


IRB Office Determination
☐ The BU CRC and/or its Investigator is not engaged in the research. CRC IRB review and approval are not required.
☐ The BU CRC is engaged in the research. CRC IRB review and approval, or a reliance agreement, is required.
☐ More information is needed; a determination cannot be made at this time. 
IRB Reviewer Signature:                Determination Date:   
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