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                           Consent to Take Part in a Research Study	
[bookmark: _GoBack]Key Information: The following is a short summary of this study to help you decide whether or not to be a part of this study. More detailed information is listed later on in this form. (This is a required section according to the revised Common Rule. Use plain language and short sentences to keep all sections at an appropriate reading level of the intended population. Please include only a brief summary in this key information section. For simple studies [e.g., one session, one procedure], this information can be presented in a single paragraph that addresses the content of the subheadings below.  For more complex studies [e.g., multiple session, multiple procedures], use the subheadings below.)
Why am I being invited to take part in a research study?
We invite you to take part in a research study because _____________. (Fill in the circumstance or condition that makes subjects eligible for the research.  For example: you are between the ages of 18-25 and are a candidate for one of the treatments of interest.)
What should I know about being in a research study?
· Someone will explain this research study to you
· Whether or not you take part is up to you
· You can choose not to take part
· You can agree to take part and later change your mind
· Your decision will not be held against you
· You can ask all the questions you want before you decide
Why is this research being done?
(Tell the subject the purpose of the research. Summarize the background of the research problem. Summarize any potential benefits to society or others. For example: Several treatment methods are currently used to treat this condition.  The reason we are doing this research is to compare two of these methods in order to determine if one is more effective than the other at treating the condition.)
How long will the research last and what will I need to do?
We expect that your participation in this research study will last ________. (Include hours/days/months/weeks/years, until a certain event. For example: two months or until you leave the hospital.)
You will be asked to _________ (Include a high level summary of the procedures that will be done.  For example: wear a heart rate monitor and exercise vigorously for 20 minutes three times per week.)
More detailed information about the study procedures can be found under, “What happens if I say yes, I want to be in this research?”
Is there any way being in this study could be bad for me?
(This beginning section of the consent form should briefly identify the most important risks, e.g., similar to the information that a physician might deliver in the clinical context in telling a patient how sick, e.g., the chemotherapy drugs will make them, but with a particular emphasis on how those risks are changed by participating in the study. If risks are very minor such as filling out an online questionnaire, say “Risks are no more than would be expected in everyday life.” For example: There is a risk that you may become nauseous or dizzy.)
More detailed information about the risks of this study can be found under “Is there any way being in this study could be bad for me? (Detailed Risks)”.
Will being in this study help me in any way?
(This beginning section of the consent form should identify one or more likely benefits resulting from participation in the study. In doing so, you should not overemphasize the benefits. If you need to discuss benefits in additional detail, add an additional section later in the consent document.)
(Include if there are benefits to participation. Otherwise delete.) We cannot promise any benefits to you or others from your taking part in this research. However, possible benefits include __________________. (First describe any direct benefits to the subject, then any potential benefits to society or others, such as contributing to the knowledge base in your field. If benefits from participation may not continue after the research has ended, describe them here. Do not list monetary reimbursement for participation, as this is not a benefit.)
(Include for a study with no benefits to participation. Otherwise delete.) There are no benefits to you from your taking part in this research. We cannot promise any benefits to others from your taking part in this research. However, possible benefits to others include __________________. (Describe any potential benefits to society or to others, such as contributing to the knowledge base in your field. Monetary reimbursement for participation is not a benefit. For example: the medical community gaining a better understanding of how to best prevent the condition.) 
(Include for research involving prisoners.) Taking part in this research study will not improve your housing or correctional program assignments. Taking part in this research study will not improve your chance of parole or release.
What happens if I do not want to be in this research?
Participation in research is completely up to you. You can decide to participate or not to participate.
(Include if there are alternatives other than participating. Otherwise delete.) Instead of being in this research study, your choices may include: (List alternatives procedures.) 
(For clinical trials, describe the options that you would normally offer a patient. If applicable, include supportive care as an option.)
(Include if some or all of the subjects might be [name of institution] students. Otherwise delete.) If you are a student, the decision whether to participate or not participate will have no effect on your grades or relationship with [name of institution].   
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