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Research & Development

Standard Operating Procedures

INTAKE AND PROCESSING OF SUBMISSIONS FOR IRB REVIEW

OVERVIEW 
This procedure outlines the process by which submissions are screened and reviewed by IRB staff for presence and completeness of required items before they are placed on the agenda and undergo IRB review.  These submissions include but are not limited to: projects for initial review (new project), continuing review requests, protocol and other amendment requests, notifications, adverse events, investigator brochure updates.  Any IRB staff person can complete the intake screening for a submission; however, this responsibility belongs primarily to the HRPP Support Assistant.  An area in the HRPP Support Assistant’s office is designated for placement of submissions received from PIs and their staff.   Intake and processing begins when the submission is received in the R&D Office and is date stamped and ends when the submission is placed on the IRB agenda.  
The submission deadline for IRB meetings is 11 business days prior to the scheduled meeting.  The intake and processing of a submission continues until it is ready to be placed on the agenda for a scheduled meeting or until the PI withdraws the submission.  However, when the PI is unable to have the corrections completed within 5 business days after a submission deadline, they are informed that the submission will go on the agenda for a future meeting.  This scheduling will depend on when the corrected submission is received.  

PROCEDURE 
· Receive submission (in person or via mail)
· Date stamp the first page of the original with the R&D Office stamp 
· Reference the “Meeting Dates and Submission Deadline Dates” listing to note for which meting the submission would be scheduled based on the submission receipt date
· Verify that the appropriate number of copies accompany the original 

· Complete the intake sheet if the submission is for initial or continuing review (See Adobe version of screening tools below)
· For non-initial and non-continuing reviews, a separate sheet of paper is used for notes and comments 

· Verify the research credentialing status of project staff with the Administrative Officer 

· Review the informed consent document, when present, for the presence of the basic and additional elements as applicable (See Adobe version of informed consent data collection tool below).  This is a preliminary review and does not take the place of the review required by the IRB. 
· Contact the PI, and staff if previously designated by the PI, regarding corrections necessary before the submission can go forward.  The initial contact is via email with email and telephone follow-up as necessary.  As necessary, the IRB Coordinator is consulted before contacting the PI to verify the corrections that are necessary.
· When the initial intake is complete:

· Place the original of the completed intake sheet (if it is an initial review or a continuing review request) on the front of the original of the submission
· Provide the Health Science Specialists with the copies of submissions for the IRB 
· Provide the Health Science Specialists with the copies of the completed informed consent audit tools for the primary reviewers  

· Provide the Program Support Assistant for the Research & Development (R&D) Committee with copies of submissions for the R&D Committee 

· Provide the Program Support Assistant for the Biosafety Sub Committee) for the Biosafety Committee to the Program Support Assistant for the Biosafety Committee with the copies of submissions (initial review; continuing review or an amendment that needs review by the Biosafety Committee) for the Biosafety  Subcommittee  

· Place the original of the submission, with the completed intake sheet as applicable, in the designated area in the IRB Coordinator’s office 
· The IRB Coordinator performs the final review for the submission to be placed on the IRB agenda.  The notes from the person completing the initial intake are reviewed as well as the submission.  If additional corrections are necessary that were not noted during the initial intake review, the IRB Coordinator will document these on the original of the intake or other sheet.  The IRB Coordinator will contact the PI or designate another IRB staff person to make the contact and follow-up.  In instances in which the decision is one to be made by the IRB, the submission will be placed on the agenda.  A copy of the sheet containing the comments is made for the reviewers.
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