
[bookmark: Text1][bookmark: Check13]Date(s) of Visit:	     	  |_|  Check if remote

[bookmark: Text2]Principal Investigator:	     	

[bookmark: Text3]Study No.:	     	

[bookmark: Text4]Study Name:	     	

[bookmark: Text5]Monitor Name(s):	     	

[bookmark: Text6]Contact Information:	     	

[bookmark: Text7]External Site Entity (Pharm. Co., CRO, etc.):	     	

Note: Prior to beginning their work, the monitor(s) must sign in as a Visitor(s) in the Research Administrative Office (12th Floor) and the PI or other responsible investigator must meet with the study monitor(s). During each visit by the monitor(s), the role of the monitor should be reviewed, including the requirement that any potential or actual serious findings be conveyed to the investigator and the ACOS/R&D, AO/Research Service, or his/her designee during an exit interview.

Purpose of Site Visit (Check all that apply):

|_|	Site Initiation
|_|	Interim Monitoring
|_|	Termination Visit
[bookmark: Text8]|_|	Other (please specify):	     	

Type of Visit:
|_|	Scheduled
|_|	Unscheduled (As soon as study personnel are aware of visit, notify the Research Administrative Office (12th floor))

Results of Site Visit:
|_|	No serious findings or concerns. If a monitor provides a report, please forward a copy to the Research Administrative Office (12th floor).
|_|	Suspicions or concerns of serious non-compliance with the study protocol, IRB requirements or applicable regulations and policies (e.g., failure to consent subjects, entering subjects who do not meet inclusion criteria into protocols, failure to exclude patients that do not meet exclusion criteria at any time during conductance of protocol and failure to report serious or unexpected adverse events, etc.). Requires Research Service presence at the exit interview. The final report must be forwarded to the Research Administrative Office for appropriate action.

Exit Interview:

|_|	Not applicable
|_|	Exit interview required. ACOS/R&D, AO/Research Service, or his designee must be present. Please contact Denise Olsen, ext. 3932 or Wendy Inselman, ext. 3928.


			
Signature of Principal Investigator*	Date

*NOTE: Study coordinator may only sign if monitor records no serious findings or concerns.

Please turn completed form into the Research Administrative Office when site monitor signs out.
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[bookmark: _GoBack]Rev. July 2015
	
[bookmark: Text9]Monitor(s) Comments:       	


	

	Research Administrative Office Use Only 

	

	Monitor(s) Report Received: Date:       	

	

	Principal Investigator’s Report: Date:       	

	

	IRB Review: Date:       	

	
|_|  Informational and Remedial Action Plan for responding to ‘all such complaints and allegations?’

	|_|  Not applicable (no serious findings or issues of concern)

	|_|  Yes

	|_|  Educational Plan

	|_|  Referred to appropriate subcommittee:	     	

	|_|  Corrective Action

	|_|  Other:	     	
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