Stanford University                                Assent
(For ages 13–17)

Approval Date: monthname  dd, yyyy
Generally, a child 13-17 may sign this assent form if the IRB judges the minor population can provide assent.
( Instructional text is in blue and should be removed prior to submission to the IRB.

( Blue text in parentheses ( ) should be replaced by information for your study e.g., (your name here)
( Elements may be removed at the Protocol Director's discretion.
( Consider using large font if you anticipate recruiting participants with visual impairments, or for eye studies

Study Title:  FORMTEXT 

     
1. What is a research study?

A research study is designed to answer specific questions, sometimes about your life and experiences, and sometimes about a drug or device’s safety and its effectiveness. 
Explain the why the research is being done and what investigators hope to learn.  For example: 

We are doing this research to find out more about  FORMTEXT 

     .  You are being asked to join this research study because  FORMTEXT 

     .
2. What will happen if I take part in this research study? 
Below is a list of suggested language; use only what applies to this study. If necessary, create a new list of research procedures, and list only research procedures/interventions required for the study. Also include the number of visits and time frame in words easily understood by a child.
If you decide to be in the research, we would ask you to do the following:

· You may need a blood draw so we can test some of your blood.  If possible, we will try to get blood without a new stick.

· We will ask you to complete a survey or questionnaire about  FORMTEXT 

     .

· Someone from the research team will interview you about  FORMTEXT 

     .  We may ask you to join a focus group with other people like you.  
· We may look at your medical records to learn more about your disease or condition.
If applicable, include:

If you have had your first period: (Include this header if one assent form will be used for younger and older children)

During the research, pregnancy testing will be performed. The results of the pregnancy tests will be told to you by one of the study nurses or doctors in private. Every effort will be made to keep positive pregnancy test results a secret. Although we will not typically tell your parent(s) or guardian(s) without your permission, there may be times we might need to reveal this information. For example, if your life or someone else's life was at risk or if abuse was suspected, it may be necessary to tell your parent(s) or guardian(s) of a positive pregnancy test. If we believe it's necessary to tell your parent or guardian of a positive pregnancy test without your permission, we would meet with you first in private to discuss our concerns prior to giving any information to your parent(s) or guardian(s) regarding pregnancy. During the research, if you do have a positive pregnancy test, we may remove you from the study. This means that even if we do not reveal the results, your parent(s) or guardian(s), may suspect that you are pregnant despite our best efforts to keep the information secret. If you become pregnant or if there is any chance that you might be pregnant (late period, broken condom, missed oral birth control pills, etc.) please contact the study personnel immediately so that we may provide medical assistance and counseling.

3. How long will I be in this research study?

Participation in this study will take a total of about XXXX hours.

OR:

You will be asked to XXX every XXX for XXX months (years).
4. Are there any potential risks or discomforts that I can expect from this study? 
Some of the tests might make you uncomfortable or the questions might be hard to answer.  We will try to make sure that you are as comfortable as possible.  

Describe the risks and discomforts of participating in this research.  Please use lay language. 
You can say ‘no’ to what we ask you to do for the research at any time and we will stop.

5. Are there any potential benefits if I participate?
Include most appropriate statement for your study:
We think being in this research may help you because [Describe the expected benefits for participants from the research.  If participants will not directly benefit from participation, please state “You will not directly benefit from your participation in this research” and add the statement below.]  FORMTEXT 

     .
AND/OR:
The results of the research may [describe the potential benefits to science or society expected from the research] 
6. Do I have other choices? 
Appropriate Alternatives:
Describe any alternative procedures that might be available to the child other than this study.  
If none, this section can be deleted entirely.
7. Will information about me and my participation be kept confidential?
Any information that is obtained in connection with this study and that identifies you will remain confidential. It will be disclosed only with your permission or as required by law. 
Confidentiality will be maintained by means of [briefly describe procedures and plans to safeguard data, including where data will be kept and who will have access to it, using lay language.]
8.  Will I receive any Payment if I participate in this study? 

You will not receive anything for being in the study.

OR:

To thank you for being in the study, we will give you 
9. What else do I need to know?

Taking part in research is voluntary.  If you don’t want to be in the study, you don’t have to be. You may withdraw your assent at any time and discontinue participation in this study without penalty or loss of benefits you are otherwise entitled to.
If you say ‘Yes’, you can always change your mind and say ‘No’ later.

You can stop being in the research at any time.  If you want to stop, please tell the research team.

10. Who can I talk to about the study?
Contact Information:
List people the child can contact if they have any questions or problems related to the study, for example:
If you have any questions about the study or any problems to do with the study you can contact the Protocol Director (name of Protocol Director). You can call them at (Protocol Director’s phone number). You can also call (name) at (phone number).
Keep the following sentence in exactly as written:
If you have questions about the study but want to talk to someone else who is not a part of the study, you can call the Stanford Institutional Review Board (IRB) at 650-723-2480 or toll free at 1-866-680-2906.

Signature 

If you agree to be in this study, please sign here:
 Signature of Child

Date

           Printed name of Child

          
IRB# XXXXX
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