CONSENT FORM STYLE GUIDE

This Consent Form Style Guide will aid investigators and their staff in writing health research consent forms that are easily understood by potential research subjects. It will also help ensure that all the elements required by the Conjoint Health Research Ethics Board are present.

Good consent forms:

· Closely but not blindly follow the templates provided by the CHREB;

· have all mandatory paragraphs and clauses;

· use language that is easy for a potential research subject to understand;

· are organized;

· look inviting to read; 

· have no spelling and grammatical errors; and

· are written in the second person throughout the document (i.e. You must write your consent form in the second person).

A consent form is a reflection of the researcher’s communication with research subjects. It is imperative that the consent form is easy to read and understand by those who come from a variety of backgrounds and educational levels, and may be under physical and emotional stress.

Readability depends on context and individual subjects’ relative ignorance or familiarity with the background. So think about your audience and the range of background education and understanding.

Remember too that especially in clinical trials the Informed Consent Form is often the “go to” information for people other than the subject (e.g. family members) who are wondering whether the patient’s experience needs reporting to the investigators.

Here are some tips to help write consent forms.

PAGE SET-UP

The length of the consent form is not as important as its appearance and readability. A consent form that is four or five pages long with narrow margins, small headers and footers, and a small font is not as readable as an eight or nine page document that uses more white space on a page. 

· The consent form must be on institutional letterhead;

· The consent form must have a header or footer on every page setting out Ethics ID, Study Title, PI’s name, version number, version date and page number expressed as X of Y;

· As far as possible use the headings provided in the CHREB consent templates;

· Use margins of about 1” for left/right, and top and bottom;

· Use a common font that is at least 12 pt., and use the same font throughout the document. Avoid fonts which can be difficult to read in blocks of text; and

· Use headings and short sentences and paragraphs that provide for lots of white space.

STYLE

The most effective writing is clear, concise and simple. If a sentence must be read more than twice to be understood, it still needs some work.

Follow these guidelines:

· Use the consent form templates, including the mandatory paragraphs and clauses. Use the second person perspective throughout the whole document, even in the compensation clause.

· Avoid repetition.

· Don’t be condescending, but don’t assume the reader knows the meaning of medical terms. Any technical/medical terminology should be explained the first time that it is used in the text.
· Use charts, diagrams and images where these might help to aid understanding.

· If the title of the research protocol or the name of a disease has an acronym or abbreviation, use the full name first with the acronym or abbreviation in brackets. The next time it is used in the document, use the acronym.

· Canadianize the document. Avoid references to the U.S. health-care system. Remember that Alberta has specific Health Information law governing collection, use and disclosure of health information.  Use metric measurements instead of imperial (imperial measurements may appear in brackets).  Localize all contact details.

· Do not use footnotes – this is a consent form not a treatise.
· Highlight important terms by boldfacing or underlining.
· Use bullets or numbers for lists.

· Ensure that the document is checked for grammar, spelling and typing errors before submitting it to the Office of Medical Bioethics for approval.

· E-mail questions or concerns to the Office of Medical Bioethics at chreb@ucalgary.ca with “Consent Form Help” in the subject line. You may also ask for editorial assistance.
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