

PI & Study Coordinator Meeting Agenda

Study#:

Study Status*:

Sponsor (if appl):


Date:


Study Title:












Present for Meeting:

Coordinator:




Back-up Coord:








1.  Old Business (action items from last meeting):

2.  New Business (attach study visit log from the SAL)--topics for discussion may include:  

	Item(s)
	Y
	N
	Action Taken (educ Sub-I’s, residents, fellows, other research staff, new tool…)

	· Recruitment (target #, enrollment barriers)

	
	
	

	· Subject Eligibility (inclusion, exclusions, procedures completed, any protocol deviations – sponsor & IRB OK)

	
	
	

	· Informed Consent (changes, reconsent, use of correct version, process documentation, handling)

	
	
	

	· Test Article (Changes or modifications, subject compliance, OIC & CRC treatment)

	
	
	

	· Subject SAE’s (# days reported to sponsor/IRB, relatedness, Med Watch)

	
	
	

	· AE/Con Med Review


	
	
	


*Study Status: A=Active, CE=Closed to Enrollment, C=Closed 

	Item(s)
	Y
	N
	Action Taken (educ Sub-I’s, residents, fellows, other research staff, new tool…)

	· Visit (deviations, subject compliance with diary and visits)

	
	
	

	· Unexpected Events

	
	
	

	· Endpoints (Death)


	
	
	

	· Amendments to Protocol (IRB approved, Sub-I’s informed)


	
	
	

	· Billing/Finance

	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


5.  Comments:

Coordinator Signature




Date
PI Signature
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