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- Checklist Consent Document Format -

 FORMCHECKBOX 

Use appropriate McGill University Health Centre letterhead to draft the document.

 FORMCHECKBOX 

Use the Section Headings found in FRSQ “Information and Consent Document” template.

 FORMCHECKBOX 

Use everyday language to draft the document.  “Legalese”, scientific jargon and highly 
technical 
terms should be avoided.  This is a reference document not a legal instrument.

 FORMCHECKBOX 

All text must be written at grade 8 reading level or below.  To assess readability in MS Word go to “Spelling and Grammar” ( “Options” ( “Show readability statistics”.  It is helpful to test comprehension by having the document read by someone unfamiliar with the study.

 FORMCHECKBOX 

Use easy to read font size such as Arial 11 or Times Roman 12 and maintain the same font style throughout.  Use larger font if study population is elderly or visually impaired.  Formatting such as bold, underline, italics, UPPERCASE and  boxes  should be used only to emphasize key information. 
 FORMCHECKBOX 

Insert the version date in the “footer” of every page to identify the document submitted for REB 
review.  A “footer date” must be revised each time an amended document is submitted for review.

 FORMCHECKBOX 

Use page numbering (X of Y) in the document “footer”.  Do not include spaces for the subject to 
initial each page.  Subject’s initials are not required on the consent document.

 FORMCHECKBOX 

Draft the document at a level suitable to the study population using Canadian terminology. Write
 in the “second person”, using the active voice maintaining consistent pronoun use throughout.

 FORMCHECKBOX 

A separate “Consent Section” with statements and signature spaces must appear as the final page 
that includes the study title.  Draft statements in the Consent Section in the “first person”. 
 FORMCHECKBOX 

Keep sentences short, simple, and direct.  Paragraphs should be short conveying one idea per 
paragraph.  An abbreviation can be used if complete word is defined at first use in the document. 
 FORMCHECKBOX 

Avoid use of the form “You understand”.  The phrase is suggestive of, rather than indicative of 
understanding.  Avoid phrasing such as “You will”, “You must”, “You have been told”, and “If you 
refuse” as such statements are overly prescriptive or coercive.
 FORMCHECKBOX 

Define or explain research terms like "anonymized", “placebo”, "double-blind”, “randomization” and “will be followed" as such terms are not necessarily widely understood.

 FORMCHECKBOX 

Clearly define any scientific, medical, or legal words and where possible, avoid words with more than three syllables.  Keep words and terminology consistent throughout the document.

 FORMCHECKBOX 

Use easily understood equivalents like teaspoons, tablespoons, not milliliters when expressing 
quantities of blood to be drawn. 

 FORMCHECKBOX 

Use simple graphics, flow diagrams, tables, and itemized or bulleted lists in place of lengthy 
narrative, wherever possible.
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