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	INSTRUCTIONS


	For Expedited Review
· Investigators may submit a request for expedited review if the proposed research
· involves minimal risk to the subject, and 
· meets one of the federal expedited review categories.
· The IRB makes the final determination if the project qualifies for expedited review.
· Investigator must submit a request for expedited review prior to study initiation. 
· Submissions will be processed according to Allina’s Expedited Review procedure. 
· The investigator will be informed in writing of the IRB’s decision.
For Full Board Review
· Most new research applications are reviewed according Allina’s Full Board Review procedure. 
· Full Board Review is the review of proposed research at convened meetings at which a majority of the IRB members are present. 
· The principal investigator must submit a new research review application prior to the study initiation. 
· The submission will be placed on the IRB agenda in accordance with the IRB Meeting Dates and Submission Calendar. 
· The IRB, at its discretion, may limit the number of studies reviewed at a single meeting.
Mail submissions to: 
            Allina Health System

PO Box 43

Minneapolis, MN  55440-0043

Deliver submissions to: 
Allina Health System

2925 Chicago Avenue

Minneapolis, MN  55407-1321
Incomplete submissions will be returned to the investigator.




	SUBMIT 


	Applications packets MUST include the following: 
· Research Review Application
· Researcher Qualifications and Education Form and NIH/NCI training certification form for both the principal investigator and primary study coordinator, if not previously submitted to the IRB.

· Consent Form OR Waiver or Alteration of Consent Form 
· Protocol

Applications packets may also include the following, AS APPLICABLE: 

· IRB Expedited Review Form 

· Additional Study Personnel Form 

· Allina’s Research Review Fee or Internal Transfer of Funds Form
· Allina Unaffiliated Investigator’s Agreement
· Drug and Biological Product Form
· Medical Device Form
· Tissue Banking Form
· Conflict of Interest Questionnaire - Principal Investigator  
· HIPAA Authorization for the Use & Disclosure of PHI 
· Alteration of HIPAA Authorization Requirement Form 
· Waiver of HIPAA Authorization Requirement Form 
When available, also include: 
· Investigator’s Brochure 

· Other study materials (e.g., test article information booklets, instruction manual, subject recruitment materials, advertisements, questionnaires, etc.) 




QUESTIONS?
Call the IRB Administrative Office at 612-262-4920



Research Review Application–


Full Board Review and Expedited Review





Submission Checklist 
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