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	CICERO ACTIVITY: Expedited Determination (Initial)

	
	NUMBER
	DATE
	PAGE

	
	HRP-404
	11/26/2010
	2 of 2



State: Designee/EC Review
Activity chosen: Submit Review
Applicable for Following Submissions: New (Initial), Emergency Use
Proposed Activity Form:

Instructions:

· Use this activity to record your motion/decision regarding the submission.
· This activity will transition the protocol to one of three states depending on the reviewer motion: Approved state, back to the analyst or to the study team. 

· Before proceeding, ensure you have fully reviewed all online forms and attachments, and that the Non-Committee Reviewer Checklist is completed and accurate.
· You must mark your review as complete before continuing. 

· Enter your decision and comments.

	
	Reviewer:
	NAME 


*Review Summary - Enter a summary of your review.  Note - If there is text from a previous review, place your comments above the previous summary:
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*Reviewer Decision - what happens next depends on the choice below:
	  
	Name
	Description
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	Approved

	Protocol meets eligibility criteria for expedited review as documented by the IRB staff and meets approval criteria in WORKSHEET: Criteria for Approval and Additional Considerations (HRP-311); Sends Protocol to Approved State
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	Modifications Required to Secure Approval
	Returns Protocol to research team for prescriptive changes

	[image: image4.wmf]
	Change to NHSR Review
	Returns Protocol to analyst for reassignment
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	Change to Exempt Review
	Returns Protocol to analyst for reassignment
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	Change to Full Review
	Returns Protocol to analyst for reassignment
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	Send Back to IRB Staff
	Returns Protocol to analyst
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	EU Exemption Criteria Met
	For EU Review Only - sends Protocol to Approved State
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	Need Additional Information
	For EU Review Only - returns to research team

	
	Clear



Comments/Required Modifications for PI - enter a short summary or set of instructions for the PI to view in the log (depending on the motion). 
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* [image: image11.png]


 Review Complete - The protocol cannot be moved along in the process until the reviewer indicated that the review is complete.  By checking the box you are indicating that all applicable checklists have been completed and are accurate.

By clicking “OK” you are indicating that you do not have a conflicting interest.
Developer note: The PI needs to see the content of the Comments/Required Modifications for PI box in the email auto-notification that is sent when either “Modifications Required to Secure Approval” or “Need Additional Information” is chosen under Reviewer Decision and the activity is executed.
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