	Guildelines

	The following guidelines must be followed to ensure that the subject understands the nature and purpose of the research in which they are being asked to participate. 

· The document should be written in 6th to 8th grade reading level avoiding technical jargon. 

· The document should be written in the 2nd person (using the "you" pronoun). 

· Legible font size should be used (11 or 12 point). 

· Clear paragraph/section headings should be used. 

· Double spacing should be used between paragraphs.


	Components of a Consent Form for Non-Exempt Protocols

	a. Introduce yourself and others who may interact with the child. My name is ______.

b. Describe the study purpose. We are asking you to take part in a research study. We are trying to learn more about ____________. 

c. Describe what the child will be asked to do. If you agree to be in this study, you will be asked to: [Describe what will happen using language appropriate to the age-group targeted. If many tasks are involved, use a bullet format to list the tasks. Include the amount of time and number of sessions that are involved].

d. Describe risks associated with participation and how the risks are managed. 

e. Describe benefits that the child may experience from participation.

f. Ask the child to discuss his/her participation with his/her parent(s). Please talk to your parents about this study before you decide whether to participate. We will also ask your parents if it is all right with them for you to take part in this study. If your parents say that you can be in the study, you can still decide not to participate.

g. Invite questions about the study. You can ask me any questions that you have about this study and I will try to answer them for you. If you have questions that you think of later, you can call me at ______.

h. Discuss Voluntary Participation. Taking part in this study is up to you. No one will be upset if you don't want to participate. If you decide to participate, you can also change your mind and stop any time you want.


