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Clinical Trial Toolkit for Clinical Researchers

Summary Sheet

	Title:
	Version Control Guidelines

	Purpose:
	To track versioned documents at a study site. 

	Details:
	This sheet is only a guideline create the initial and subsequent  

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

	Rules & Regulations
	HC Guide - 0068 – Not applicable 

	Best Practice Recommendations:
	· To ensure completeness and accuracy of all versioned documents produced at the site.
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Version Control Guidelines

Refer to the Version Control Flow Chart following the guidelines.
1. Document dates

a. The creator of the document ensures the date the document is revised or created is identified on page one and, if possible, is incorporated into the header or footer of the document and is visible on every subsequent page.
2. Version numbers

a. The creator of the document will ensure the current version number is identified on page one and, if possible, is incorporated into the header or footer of the document and appears is visible on every subsequent page.
3. Draft document version number

a. The first draft of a versioned document will be Version 0.1.

b. Following drafts will have an increase of “0.1” in the version number, e.g., 0.2, 0.3, 0.4, …0.9, and so forth.

4. Final document version number and date
a. The creator (or investigator) of the document will determine a protocol or other study document (consent/assent form, case report form, manual of procedures) finalized only after all the reviewers have provided their final comments and all the outstanding comments have been addressed.

b. The first final version of a document will be documented as Version 1.0 and the date when the document becomes final should also be included. Normally the final version i.e. 1.0 is submitted to the Research ethics Board and/or Health Canada.

c. Subsequent final documents will have an increase of “1.0” in the version number (1.0, 2.0, etc.).

5. Finalized documents undergoing revisions

a. Final documents undergoing revisions will be noted as Version X.1 for the first version of the revisions.  While the document is undergoing review, following draft versions will increase by “0.1”, i.e., 1.1, 1.2, 1.3, and so forth. After the revised document is deemed final, the version will increase by “1.0” over the version being revised, e.g., the draft 1.3 will become a final 2.0.

6. Documenting substantive changes

a. A list of changes from the previous draft or final documents must be kept. This cumulative list will identify the changes from the preceding document versions.  The list of changes made to a protocol and consent/assent should be submitted to the REB with the final protocol and consent/assent documents.

Generally, the first final protocol version submitted to the HC is 1.0 if it is a Clinical Trial Application study.  If it is not a Clinical Trial Application study, the first final protocol version to be implemented is 1.0.
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Document Date
Date the document s created or revised is identified on the first
page and, when possible, is incorporated into the header or footer
of the document and appears on every succeeding page.
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Version Number
Current version number is identified on the first page and, when
possible, is incorporated into the header or footer of the document
and appears on every succeeding page.
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First Draft
1% draft is Version 0.1 - subsequent drafts will increase by *0.1."
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First Final
First final version will be Version 1.0.
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Revisions to a Final Version

Final documents undergoing revisions will be Version X.1”

for the 1* revision; subsequent drafts will increase by “0.1"
eg.1.1,12,13.

All changes will be documented.
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Subsequent Finals
Version number will increase by *1.0"
above the version being revised
e.g., 1.x becomes 2.0, 2.x becomes 3.0,
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