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Clinical Trial Toolkit for Clinical Researchers


Summary Sheet

	Title:
	Specimen Tracking Log 

	Purpose:
	To record all specimens collected and specimen shipment information. 

	N2-FHA SOP
	Use with N2 SOP 011_05 Management of Biological Specimens

	Details:
	This tracking log should provide a comprehensive list of all specimens collected and the shipment information for each specimen.  

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 8.3.25 requires Record Of Retained Body Fluids / Tissue Samples (if Any) and item 8.3.13 requires documentation of the existence of the subject to substantiate the integrity of trial data collected.

	Best Practice Recommendations:
	· As they are collected record specimens in the tracking log to ensure completeness and accuracy of the data, and update shipment information as specimens are shipped or received. 

· If applicable, the log should be modified to track if consent for future use was obtained or withdrawn.

· Number each page and maintain this log in the Essential Documents Binder, behind the ‘Specimen Tracking Log’ tab. (Synonyms for this binder include Investigator Binder, Regulatory Binder, Investigator Site File (ISF), and Study File.)
· Store pages in reverse chronological order, with the newest pages of the log placed at the front of the section.

· At the conclusion of the study, identify the final page of the log by checking the box in the footer.

· Remove this Summary Sheet before use of the log.


Log Revision History:

	Version
	

	Number
	Date
	Summary of Revisions Made:

	1.0
	05Feb2010
	First approved version

	2.0
	02Mar2010
	Removed automatic page numbering

	3.0
	04Jan2012
	Added Summary Sheet; no revisions to the log

	4.0
	14Mar2012
	Revised Summary Sheet and added check box to footer


References: 
1. This document has been developed using resources made publicly available through the generosity of the National Institute of Dental and Craniofacial Surgery – an Institute of the U.S. National Institutes of Health.  Accessed March 6, 2014 @ http://www.nidcr.nih.gov/Research/toolkit/ 

2. http://www.hc-sc.gc.ca/dhp-mps/compli-conform/clini-pract-prat/docs/gui_68-eng.php 

Specimen Tracking Log

	Investigator Name:
	Protocol:  
	Site Number:


	Visit
	Specimen Name/Type
	Specimen ID (Accession #)
	Date Collected
	Date Shipped
	Tracking #
	Receiving Lab
	Date Received
	Comments
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