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Information for Investigators - Key Information Summary 

The table below is the recommended format for the Key Information Summary.  Other formats may be accepted by the IRB on a case by case basis.

The summary should be a focused presentation of the key information that is most likely to assist a prospective subject in understanding the reasons why one might or might not want to participate in the research.  This information should be organized and presented in a way that facilitates understanding.  It is expected that this initial presentation be relatively short and include a summary of relevant information that will be explained in greater detail in the body of the consent form.
How you apply the key information requirement, and to what level of detail, will depend on the complexity of the research.  The revised 2018 Common Rule suggests the following five elements be included in the Key Information Summary:

1. Statement that the project is research and participation is voluntary.
2. A summary of the research, including:
· Purpose
· Duration
· Procedures
3. Reasonably foreseeable risks or discomforts
4. Reasonably expected benefits
5. Alternative procedure or course of treatment, if any

	This section provides a brief summary of the study.  It is important for you to understand why the research is being done and what it will involve before you decide.  Please take the time to read the entire consent form carefully and talk to a member of the research team before making your decision.  You should not sign this form if you have any questions that have not been answered.

	It’s Your Choice

	This is a research study.  Being in this research study is your choice; you do not have to participate.  If you decide to join, you can still stop at any time.  You should only participate if you want to do so. You will not lose any services, benefits or rights you would normally have if you choose not to take part.


	Research Purpose

	The purpose of this research is to

You have been asked to take part in this research because


	What’s Involved

	Study participation involves [briefly outline research procedures and duration of participation]



	Key Information
	[State the most important risks, discomforts, or inconveniences, costs, benefits and alternative treatments/procedures (if any) that are key to making a choice with consideration of the study population’s perspective.]

	Learn More
	If you are interested in learning more about this study, read the rest of this form carefully. The information in this form will help you decide if you want to participate in this research or not.  A member of our research team will talk with you about taking part in this study before you sign this form.  If you have questions at any time, please ask us.   







