Guidance on the Research Summary (Key Information)

The revised federal rule governing human subjects research (the “Common Rule”) requires changes to the format of informed consent documents.  This includes the new element of “key information,” which must be presented at the beginning of the consent form.

The Common Rule defines key information as a concise and focused presentation that is most likely to assist a prospective subject or legally authorized representative in understanding the reasons why one might or might not want to participate in the research.  Currently there is little federal guidance providing a more detailed description of what key information must include.  This XYZ IRB guidance has been developed to assist investigators with complying with this requirement pending further clarification from ABC.   

It is important to note that:
· The research summary/key information should include information about why an individual may not want to participate (e.g. significant time commitment or risks).
· Information in the research summary/key information should not be a direct cut and paste from information found in the main body of the consent form.
· If the study is first in human or first in a particular population (e.g. children or people with a specific diagnosis) this must be clearly stated in the summary/key information.
· The content of the research summary/key information will vary depending on the nature and complexity of the research.
· This research summary/key information section will introduce the study to participants as an overview.  The sections of the consent form that follow will provide the complete details.  Participants must read the entire document before making their final decision. 

Suggestions:
· Consider what key facts and concise information you would present to a lay person if you had less than 10 minutes to explain the study (“what”, “who”, “where”, “when”, “how”) that can be conveyed in 2-3 paragraphs. 
· Present the key information in the same order in which the information will be presented in the body of the consent form (e.g. the description of the research procedures is followed by a description of the risks of participation).
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