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	Guidelines For Preparing Your Consent Document

Critical Writing Tips
· [bookmark: _Hlk216362178]To ensure consent is informative to potential participant, consent documents should be written in plain lay language. If it is necessary to use technical and/or scientific terms, ensure they are defined or substituted with plain commonly understood terms. For more information on plain language, view the PRISM Readability Tool Kit. 
· [bookmark: _Hlk216362164]An 8th grade reading level is often suggested for an ICF; however, the reading level should correspond with your targeted population. We recommend using the Flesch-Kincaid score tool in Word to measure reading level.
· To clearly explain lengthy topics, and make the ICF easier to read, it is best to present information in tables or in a bulleted format, whenever possible.
· Be mindful of redundancy and repetitive language, as this can lead to an unnecessarily lengthy document.
· Ensure the headings and content remain in the order provided in this template. Edit the information after each header to accurately reflect your project.
· Letterheads and logos are NOT permitted
· Focus on what makes the study different from the care a patient would typically receive, limiting the information to the research issues.
· If your study includes randomization, a simplified study schema should be included in the consent form. This is optional for all other studies. 
· Federal regulations dictate that the informed consent document contain required elements. 
· NOTE: In order to alter or omit any of the required elements, you must apply for an alteration of informed consent in the Informed Consent section of your eProtocol application and provide the rationale for the request.
· Use second person writing style (you / your) throughout the ICF, with the exception of the signature section. It is appropriate to use the term “I” in this section to document the subject’s understanding.
· The term “study doctor” is used throughout this template. If the local investigator is not a physician, please replace it with an appropriate term (i.e., the “researcher”).
· Ensure no exculpatory language is included in the ICF.
· Avoid legal-sounding language,
· Ensure the informed consent document does not contain unproven claims of effectiveness or certainty of benefit, either explicit or implicit, that may unduly influence potential subjects.
· Ensure final ICF document is in Times New Roman, 12 pt. font; and in black
· iRIS also requires that each consent document have a version date and version number. Please note that every time you modify the consent document, iRIS will automatically update the version number. For example, if you add a revision to version 1.0, iRIS will then create version 1.1. We strongly suggest that you also update the version date when you modify the consent document. If you wish, you can include an internal version number or date in the footer. However, remember to update the date or number each time you revise the document.
· Prior to submitting, carefully review the ICF to ensure ALL information regarding your project is relayed accurately. 
· NOTE: Sample or draft consent documents developed by a sponsor or cooperative study group may be used in lieu of this template with proper IRB review / approval.
PROOFREAD YOUR DOCUMENT FOR SPELLING, GRAMMAR, AND FORMATTING ERRORS!
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