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Assent Form for

Adults unable to Provide Legal Consent for Themselves
The following format for the body of the informed assent document is flexible to cover the majority of research studies and is designed to comply with the minimum requirements of DHHS and FDA regulations. The format may be modified or expanded, depending on the nature of the particular study involved and the reading ability of your study population, but the assent document must include all of the elements identified in this model assent document. Remember that your audience may not understand complex language, including legal or medical terminology, so use simple language. Avoid using the terms “You understand,” “You agree,” etc.   

Study Title:
Research Investigators’ Names and Departments (include Advisor, if researcher is a student):

Contact information for researcher (and Advisor, if researcher is a student):
What is this research about?

We would like you to join in a research study about [Provide a brief introduction to the study.  You can ask a question at any time and you can say no anytime you want to. You may talk to your guardian about this before deciding whether or not to participate.  Your guardian said that it is OK for you to be in this study, but we want to let you choose if you want to do this.

What will happen to me in this research? - Explain the reason for the research and what the subject will be expected to do as part of the study, describing those parts of the research where the subject will be expected to do or provide something.  Describe which part of the study is experimental.  Describe all procedures using simple terms and explaining any medical terms.
How long will it take me to be in your research?  Describe how long – in minutes/hours and also if more than one session, how many different times.  

Can anything bad happen to me? Explain any possible risks to the subject, using simple terms. If something might be painful, state this in the assent. Explain that the subject should inform his/her parents if they are sick or in pain as a result of being in the study.  

Can anything good happen to me?  Only describe known benefits to the subject. You may include any possible future benefits to others. 

Do I have other choices?  Describe any alternative procedures that might be available to the subject other than this study.  If this section doesn’t apply, do not write “there are no other choices”.  Instead write “you may choose not to do this.”  

Will anyone know I am in the research? Your name and the fact that you are in this study will be kept secret from those people not involved in the study.

Will I be paid? Describe any payment to the subject for participating in the study, including the amount and how it will be paid or say no.  

Who can I talk to about the research? List those individuals the subject can contact if he/she has any questions or has any problems related to the study. 

What if I do not want to do this?  You do not have to be in this research study.  You can say no at any time.  No one will be upset with you if you stop.

Signature Clause

If you have any problems with this study, you may contact the Institutional Review Board by calling 989-774-6401, email IRB@cmich.edu or addressing a letter to the Institutional Review Board, 104 Foust Hall Central Michigan University, Mt. Pleasant, MI 48859.

Do you want to be in the study?

 FORMCHECKBOX 
 Yes, I want to be in the study
 FORMCHECKBOX 
 No, I do not want to be in the study
Name of Participant (Print)

 

Signature of Participant

Date

Surrogate Consent 

In the event the participant is unable to give informed consent for participation in this study:

__________________/_________________________
_______________

Person Giving Consent for Subject



Date
(Signature/ Printed)

Relationship to Participant: _________________________________________

Person Explaining Assent

Date

(Signature/ Printed)

A copy of this form has been given to me:


Surrogate/Participant’s Initials 
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