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Informed Consent Form (ICF) Preparation Guideline
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Informed Consent Form Do’s:
· Use the informed consent form templates found on the REB website or ROMEO.
· The researcher(s) or physician(s) should refer to themselves as ‘investigator(s)’ or ‘study doctor(s)’ for clinical trials to avoid confusion with the role of the family doctor or treating physician (reduce therapeutic misconception)
· Use point form, tables, or charts to simplify information and shorten the length of the overall informed consent form when appropriate
· Ensure any blank spots are filled in (i.e., Investigator name).
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Informed Consent Form Do Nots:
· Do not list the protocol inclusion and exclusion criteria
· Do not include Sponsor logos
· Do not state that the Nova Scotia Health’s Research Ethics Board has approved the study since this may appear to offer a guarantee of safety  
· Do not include duplicate information.
· Do not include statements about the study drug being well tolerated in other/previous studies as this could be influential
· Do not add a line for initials on the consent pages. This is not required by the REB. 
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Keep in mind the study participant’s health literacy when creating the wording in the consent form.

· Health Literacy is the individual ability and capacity to obtain, process, and understand basic health information.   
· TCPS Chapter 3 excerpt: “a statement of the research purpose in plain language,”, “a plain language description of all reasonably foreseeable risks and potential benefit…”
· ICH-GCP 4.8.6: “the language used in the oral and written information about the trial, including the written informed consent form, should be as non-technical as practical and should be understandable to the subject or the subject’s legally acceptable representative and the impartial witness, where applicable”
                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                               
· The REB looks for a maximum of a grade 8 readability of the consent form. 
· Tips: 
Short paragraphs (5-7 sentences)
Short sentences (17 word maximum)
Simple words (blood sugar instead of serum glucose)
Small words (fast heart rate instead of atrial tachycardia)
	
· Readability can be measured by using the Flesch-Kincaid test which measures estimated school grade level and reading ease 
· To confirm grade and ease using the Flesch-Kincaid tool in a Word Document
· Word Editor will also assess grammar and spelling

[bookmark: _Section_Outline]The Flesch–Kincaid readability tests are designed to indicate how difficult a passage in English is to understand. There are two tests, the Flesch ReadingEase (score), and the Flesch–Kincaid Grade Level. 
The Flesch Reading Ease measures the level of complication of the read. The higher the score, the easier a piece of text is to read.
The Flesch-Kincaid Grade level measures the comprehension level required to understand the content and is equivalent to the USA grade level of education.[image: https://cdn-images-1.medium.com/max/1600/1*3cM_rNCg8VNCKfmQK7tNvQ.jpeg]
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