Guidance:  Formatting and Presentation Style of the Informed Consent Form:
The IRB is required to assess the PI’s consent process.  One facet of assessing the adequacy of the consent process is evaluating the informed consent form.    The informed consent form must be understandable to the potential participant and “tell the story” of the study.  Formatting and presentation style are important elements that the IRB considers when determining the adequacy of the PIs proposed consent process. 
The following is guidance on the acceptable formatting and presentation style of an informed consent document:

1. Use template - Consent Form 10-1086.
2. Use 12 point black Arial font.
3. Content in the informed consent must match the protocol

4. Bold section titles only.  Do not bold text.
5. Do not use italics unless required as part of copyright ©, registered ® or trademark ™.
6. Use underlining sparingly and only if a point needs emphasis.
7. Use second person tense (e.g., You will make 5 visits…)
8. Simplify complex material with:
· Bullet points

· Headings

· Indents

· White space
· Charts and graphs

9. Compose in lay language at the 6th grade reading level.
· Logical sequences that “tells the story” of the study.

· Chronological order (Visit 1, Visit 2, etc.)

· Short paragraphs with one concept per paragraph

· Eight (8) lines or less per paragraph.

· Short sentences.  

· Break compound sentences into short sentences.
· Use words with few syllables.

· Do not use intimidating language. 
· Spell out acronyms each time unless widely used in the lay press (e.g. HIV, CT scan, PET scan).  If widely known, spell it out the first time it is used.
· Use active tense.
· Do not cut and paste from the protocol or grant unless writing is at 6th grade reading level.
10. Proof-read to eliminate the following:
· Spelling errors
· Grammatical errors

· Copy and paste errors (including duplication errors)

· Incomplete sentences

· Incomplete paragraphs

· Spacing errors

· Capitalization errors
· Inconsistent font

· Incorrect pagination
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