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Instructions: 

All templates have been designed to meet current regulatory and ethical standards. 

How to use the template:

· All text included in the participants documents must be applicable/appropriate for that specific study 
· Language that is in BLACK FONT is required wording within a section. There are times at which this should/may be modified depending on the content of the study. This is not absolute.

· Instructions are indicated in BLUE ITALIZED WORDING and should be removed from your documents
· GREY italized WORDING is a description of what is required in a given section and should be remove from your version of the document.
When writing the consent, please remember to:

· Use plain (lay) language that is easy for a non-medical person to understand  
· Use a size and font of text that is consistent and easy to read (size 11 or larger is recommended)

· Define all acronyms and abbreviations when they first appear

· Use the term ‘study doctor’ when referring to physicians involved in the clinical trial, to ensure there is no confusion with the treating or primary care doctors
· Ensure that the final form is properly formatted and free of spelling or grammar errors.

· After all edits have been made, all text should be black

REMINDER:  

The informed consent form is only a component of the informed consent process.  Researchers still need to have an informed discussion with, and respond to any questions raised by, participants.
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Legend 

GREY italized WORDING: description of what is required (remove from your version)
Black WORDING: REB language (use as applicable)
BLUE ITALIZED WORDING: REB instructions (remove from your version)
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