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Clinical Trial Toolkit for Clinical Researchers


Summary Sheet

	Title:
	Subject/Participant Code List 

	Purpose:
	To document subjects by Subject ID and Subject Name. 

	N2-FHA SOP: 
	N2 Network of Networks SOP 019_05 Confidentiality and Privacy 

	Details:
	This log provides a method of tracking subject ID and subject name as well as creating a comprehensive list of all study subjects.  

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 8.3.21 requires that investigator/ institution keep a confidential list of names of all subjects allocated to trial numbers on enrolling in the trial. This allows investigator / institution to reveal identity of any subject.


	Best Practice Recommendations:
	· As they are enrolled subjects should be recorded in the log as this ensures completeness and accuracy of the data. 

· As it contains protected health information this log must be retained at the site only.  Protect the confidentiality of this log accordingly to ensure that adherence to privacy laws are maintained.

· Number each page and maintain this log securely and separate from research records.

· 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
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Subject Code List

	Investigator Name:
	Protocol:  
	Site Number:


	Subject ID
	Subject Name
	Subject Initials
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