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Clinical Trial Toolkit for Clinical Researchers

Summary Sheet

	Title:
	Telephone Contact Form 

	Purpose:
	To document pertinent study-related telephone conversations with regulatory bodies (HC, U.S. Food and Drug Administration, Research Ethics Board), sponsor and others.  It is not intended for use to document conversations with study subjects/participants.

	N2-FHA SOP
	Use with N2 SOP 015_05 Investigator Study Files and Essential Documents


	Details:
	This form provides a place to record comprehensive details of a study-related telephone discussion with persons other than subjects/participants.  
The column headings indicated on the log template are only suggestions and may be modified to meet study needs.

	Rules & Regulations
	HC Guide - 0068 item 8.3.11 requires documentation of any agreements or significant discussions regarding trial administration, protocol deviations, trial conduct, adverse event (AE) reporting

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

· These forms should be maintained in the Essential Documents Binder, either behind the ‘Study Communication’ tab, or under a separate Telephone Communication tab. (Synonyms for this binder include Investigator Binder, Regulatory Binder, Investigator Site File (ISF), and Study File.)
· Number each page and store pages in reverse chronological order, with the newest pages placed at the front of the section.

· To document telephone discussions with subjects/participants, use the separate ‘Telephone Log’ summary sheet.
· Remove this Summary Sheet before use of the form.


Log Revision History:

	Version
	

	Number
	Date
	Summary of Revisions Made:

	1.0
	17Mar2010
	First approved version

	2.0
	04Jan2012
	Added Summary Sheet; no revisions to the form

	3.0
	14Mar2012
	Revised Summary Sheet; updated to reflect that form is not used for subject contact
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2. http://www.hc-sc.gc.ca/dhp-mps/compli-conform/clini-pract-prat/docs/gui_68-eng.php 

Telephone Contact Form
	Protocol:


	Date of Contact:



	Person/Organization Contacted:


	Time of Contact:



	Discussion:


	Study Staff Name:
	Site Number:
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