TIPS FOR WRITING EXCELLENT CONSENT FORMS

STEVE JOFFE

· Use a template (e.g., NCI template) as the basis for your form.

· Start with language of “We are inviting you to take part…” rather than “You are being asked to take part….”  It is easier to say no to an invitation than to a request, especially when the request comes from one’s doctor.

· Be careful with unqualified use of the word “treatment” to describe study interventions, especially in phase I & phase II trials. The word “treatment” suggests an intervention that has been shown to be effective. This may be more appropriate in some trials than in others, so individualize. But be careful because it can foster therapeutic misconceptions among subjects.

· Write in a user-friendly, conversational style:

· Active rather than passive voice

· Short sentences

· Begin each section with a heading in the form of a question, then proceed to answer the question in the text that follows

· Include only one major point per paragraph

· Format the consent form in a way that facilitates easy reading:

· Lots of white space between paragraphs and around margins

· Avoid small fonts

· Use serif fonts (e.g., Times New Roman, not Arial or Verdana).  Serif fonts are fonts with details at the end of some strokes that tend to carry the eye across the page when reading.

· Use bullet lists (or sometimes tables) to convey information such as study procedures, risks. This conveys information much better than long, dense paragraphs.

· Include lay-friendly study schemas where possible

