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Clinical Trial Toolkit for Clinical Researchers


Summary Sheet

	Title:
	Monitoring Visit Scheduling request Form 

	Purpose:
	To document the responsibilities of the site and the sponsor with respect to the monitoring visit. 

	N2-FHA SOP
	N2 Network of Networks SOP 013_05

	Details:
	This form provides a place to record the expectations of the study visit and ensures that site has the requested available at the monitoring visit. 

The column headings indicated on the below log are only suggestions and may be modified to meet study needs.

	Rules & Regulations
	HC Guide -0068 item – Not Applicable

	Best Practice Recommendations:
	· To ensure completeness and accuracy of the data document telephone discussions as they occur. 

· These forms can be maintained in the Essential Documents Binder, either behind the ‘Monitoring Visit Schedule Request’ tab. (Synonyms for this binder include Investigator Binder, Regulatory Binder, Investigator Site File (ISF), and Study File.)

· To document the visit requirements and expectations of the sponsor and site.

· Remove this Summary Sheet before use of the form.


Log Revision History:

	Version
	

	Number
	Date
	Summary of Revisions Made:

	1.0
	23 June 2013
	First approved version


MONITOR VISIT SCHEDULING REQUEST

	Please complete a separate form for each study visit. Once completed please FAX to the XYZ Research Group. Once received you will be notified by FAX, phone, or email to confirm or adjust your request. 


	Date:


	

	Monitor Name:


	Company Name:

	VU Study Name:


	Company Study Name:

	Telephone:


	Fax:

	E-mail Address:



	Date(s) Requested:


	Arrival Time
	Departure Time

	Additional Person(s) Accompanying this visit:



	Research Coordinator(s) Requested (Leave blank if not known):



	Will you be reviewing regulatory documents during this visit?
	Yes
	No

	Will you be reviewing hospital charts during this visit?
	Yes
	No

	If this is a close-out visit?


	Yes
	No

	(If yes to the following, indicate time needed in comments section below)

	Do you require an appointment with the Principal Investigator during this visit?
	Yes
	No

	Do you need an appointment with the Pharmacy this visit?
	Yes
	No

	Information requested for review (If more space needed, please attach additional sheet):

      Pt. Initials:               Pt. #:                                    Cycles to be Monitored:

	

	

	

	

	

	Additional Comments:
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