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 eProtocol Study Identification Number:           
As Principal Investigator of the study referenced above, I provide the following assurances:

· The eProtocol application submitted for this study is complete and accurate.
· I am responsible for the conduct of this project as described in the IRB/SPA application.

· I have evaluated the protocol and determined that I have sufficient resources to conduct the study as submitted and necessary to protect subjects who enroll in the study.
· All co- or sub-investigators, study coordinators, and other research personnel to whom I will delegate study-related responsibilities will receive thorough training in human subjects protections as well as in the specific details of study procedures.
· I will not begin my study until I have received notification of final IRB approval. If SPA approval is required, I will not begin my study until I have received notification of final SPA approval.

· I acknowledge my responsibility for the accuracy of all documents research personnel submit to the IRB/SPA on my behalf.

· I will comply with all IRB/SPA requests to report on the status of the study. 

· I will maintain records of this study according to good clinical practice guidelines.

· I will seek and obtain prior approval from the IRB/SPA for modifications in the study, including changes in procedures, consent forms, funding, etc. In addition, I will notify the IRB or SPA if any material errors are discovered in already submitted information.
· I will promptly report any unexpected or otherwise significant adverse events or unanticipated problems or incidents that may occur in the course of this study.

· I will report in writing any significant new findings that develop during the course of this study that may affect the risks and benefits to study participants or that have an impact on my ability to pay Allina for services purchased for this study.
· I agree that I or my staff will cooperate in good faith with the IRB and SPA to assist in conducting any review or investigation, should that be required for billing or compliance purposes.

· I understand that Allina may suspend its participation in this study for any reason upon providing written notice. 

· I will abide by Allina policies and procedures, including, but not limited to all policies, conditions and requirements of the IRB and SPA and applicable laws and regulations; and I will comply with the sponsor’s protocol and policies to the extent they are consistent with Allina’s policies and applicable laws.

· I have accurately identified health care services that are routine care for the study population and do not constitute (a) investigational drugs, medical devices or procedures or (b) non-billable protocol-induced costs.  At Allina’s request, I will provide information which supports my conclusions regarding services identified as routine care on the “Schedule of Events.” 
· I will notify the IRB/SPA when my research has been completed or terminated.

	     
	
	     


Typed Name of PI




    
            Date





  


Original Signature of PI


PI Assurance Statement





Allina’s Institutional Review Boards (IRBs) and Sponsored Projects Administration (SPA) require the Principal Investigator (PI) to acknowledge his/her responsibility for the conduct of research submitted to Allina. Read and sign this Statement of Assurance.  Upload the signed document into eProtocol with your IRB/SPA application. 








