
More Than Minimal Risk Consent Form
Protocol Title: 


IRB Number:

Sponsor:
Delete line if not applicable
Principal Investigator:
Include name, address, phone and fax information
Study Summary:

Instructions: The revised Common Rule requires that the consent form contain a concise presentation of key information.  The intention of this section is to provide potential research participants with a better understanding of the project’s scope, including major risks and benefits, so they can make a more fully informed decision about whether to participate.
For example, with a cancer trial the initial summary should identify the most important risks, like the information that a doctor might deliver in the clinical context in telling a patient how sick the chemotherapy drugs will make them. The initial summary should emphasize how those risks are changed by taking part in the study. Include the complete list of reasonably foreseeable risks in the main body of the consent form.
The following things you should know about this research study:

· The purpose of the study is to [briefly describe study purpose].  If you chose to participate, you will be asked to [do what, when, where and how].  This will take approximately [period of time].

· Risks or discomforts from this research include [briefly describe].

· The study will [description of potential direct benefits to subjects – or no benefits].

· Taking part in this research study is voluntary.  You do not have to participate and you can stop at any time.

Please take your time to read this entire form and ask questions before deciding if you want to take part in this research project.
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