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Assent (Children Age 7-11)
Instructions (DO NOT INCLUDE THIS INFORMATION IN YOUR ASSENT):

· Children younger than 7 years old are not cognitively able to provide assent; documentation of assent is not required.

· If your study does not include all ages from 7-11 [e.g., study includes only participants ages 9-11], please use age appropriate to the protocol.

· Font must be Times New Roman and at least at 12 point.

· Must be paginated.

· Bottom margin must be at least 1 inch. 

· All footer information must be either on the left side of the page or the middle.

· If the text below is in blue, it must be used exactly as written.

· Use language that the average child is likely to understand (at the age level appropriate for the youngest participants).

· Write using second person (i.e., participant addressed as “you” and clinical investigators as “I/we”).

CREIGHTON UNIVERSITY Assent for Children Age 7-11 

This model assent document should be used for research projects involving children aged 7–11. A separate assent document is required for children aged 12–18.
Protocol Title

IRB project number (enter your IRB project number here) 
Principal Investigator’s Name
Research Investigators’ Names 
Research Coordinators’ Names 

(Only investigators and personnel listed above may be involved in the consent process.)

invitation
Provide a brief introduction to the study, inviting the participant’s participation and explaining why they are receiving the invitation. Tell the participant that his/her parents will be told about the study and they can talk to their parents at any time about participating in the study. Explain that the participant can refuse to be in the study at any time. For example: 
We would like you to join in a research study about [_________]. You can ask a question at any time and you can say no anytime. We will talk to your parents or legal guardian first. We will ask your parents or legal guardian if it is OK for you to be in this study.

STUDY SUMMARY
Provide a 1 to 2 sentence summary describing the study.

Important things to know:

· Taking part in research is voluntary. You can choose not to be in this study, or stop at any time. 

· If you decide not to be in this study, your choice will not affect your (healthcare, any services you receive or your relationship with the investigator of this study). There will be no penalty to you. 

· [For potentially therapeutic trials, add: You don’t have to be in this study to get care for your health condition.]

If you agree to participate in this study;

· (Approximate number of Males/Females) between the ages of (age range) will be involved in this study.

· Brief summary of all procedures
· (X) number of visits are required (enter number of visits)
· You may be compensated between (X and X) for each completed visit for a total of (X) for your participation in the study
· These visits will take (X) hours (amount of hours total)
· The potential benefits of participating in this study are (list no more than 3)

· The potential risks to be in this study are (list no more than 3 main risks) (If there are no risks and/or discomforts are minimal, must state that there is no more risk expected than is encountered in everyday life.)

Basic Elements if any of this information is already in the study summary it does not need to be restated. 
1. What is this study about?

· State the study involves research

· Explain the purposes of the research

· Describe the expected duration of the participant’s involvement
· Describe the procedures to be followed and their purpose

2. Can anything good happen to me?

· Only describe known benefits to the participant 
· You may include any possible future benefits to others 

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

4. Do I have other choices?
· Describe any alternative procedures available to the participant other than this study.
5. Will anyone know I am in the study?
· Explain in simple terms that the participant’s involvement in the study will be kept secret. The following is acceptable: “Only those people involved in the study will know you are in it.”
6. Who can I talk to about the study?
· List those individuals the participant can contact if he/she has any questions or has any problems related to the study. Include a statement that they can talk to their mom or dad, too.
Signature Clause

This portion of the assent document must contain the following information without modification.

You do not have to be in this study. You can stop being in the study at any time and no one will be mad at you. 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 Child (Print)

Date of Birth

Signature of Child

Date

Name(s) of Parent(s)/Legal Guardian(s) (Print)

Relationship to Child

For the Research Investigator—I have discussed with this participant the procedure(s) described above and the risks involved; I believe he/she understands the contents of the assent document.
Investigator’s Signature
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