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	INSTRUCTIONS ON HOW TO USE THIS ASSENT TEMPLATE:

· Do not delete or modify section headings in this template. 

· Instructions are noted in blue font. 
· When specific language is required by the IRB, it will be noted as either “Required language for all studies” or “Required language when applicable”.

· Required language may not be modified, however, you may modify study-specific words noted in italics as applicable for your study.

· “Sample language” is also provided for your consideration. The IRB does not require that you use sample language; it can be modified as applicable for your study.

DELETE ALL INSTRUCTIONS PRIOR TO SUBMISSION.


We are asking you to be in a research study. 
A research study is a way to learn more about something. 
Before you decide if you want to be in this study, it is important for you to understand what will happen.
Why are we doing this study?

We are doing this study because [insert simple explanation of study purpose].

What will happen if I join this study?

If you decide to be in this study, here is what will happen:

· Describe what the participant will do in simple terms

· List time commitment, number of visits, etc.

Please address the topics below as applicable to your study:

Requirements for Mental Health Safety Plans in Research (required when applicable)
You will be asked to answer some questionnaires about your thoughts, feelings, and behaviors in this study. The research team will review your answers after you complete them. If your answers suggest that you may be having emotional or mental health difficulties, a member of the research team will contact you to talk with you about it. We may also share this information with your parents. We will give you information about mental health services and other resources that may help you.
Greater than usual chance of uncovering child abuse risk (required when applicable)

During the study, if we are concerned about child abuse, the research team must follow state law and file a report with the Department of Children and Families (DCF). 

Greater than usual chance of uncovering suicidal risk or risk of harming others (required when applicable)

If, during the research, we think you might be at risk of hurting yourself or others, the research team is required by law and hospital rules to take action. This could mean telling your parents, therapist, or other people who can help. If this happens, we won’t be able to keep everything private, but we will let you know that we have to share this information because we want to make sure you and others are safe.
Could anything bad happen to me?

Sometimes things may happen in a study that could make you feel uncomfortable or upset. These are called risks. The risks of this study are: [list risks in simple language].
Potential risks to a fetus
Participants who are 12 years of age and older (required when appliable)
We do not know how the study drug may affect sperm, eggs, or a developing fetus. Because of this, you cannot be pregnant while taking part in the study.

To join the study, you must either not have sex or use a reliable form of birth control. Before you start the study, you will take a pregnancy test.

A research nurse or doctor will meet with you privately to share your pregnancy test results. We will not tell your parent(s) or guardian(s) your results without your permission, except in certain situations. For example, we may need to tell them or relevant authorities if your life is in danger or if the pregnancy may be related to abuse.

Even if we do not tell your parent(s) or guardian(s) that your test was positive, they may guess you are pregnant if we tell them that you cannot take part in the study.

If you become pregnant during the study, or think you might be pregnant, you or your parent(s) or guardian(s) should contact the research team right away. We can provide help and counseling. If you become pregnant during the study, you will have to leave the study.
Participants who can produce sperm (required when applicable)
We do not know how the study drug may affect sperm, eggs, or a developing fetus. Because of this, you should avoid causing a pregnancy while you are taking part in this research.

If you have a partner who can become pregnant, one or both of you must use an effective form of birth control during the study. This may include not having sex.
If your partner becomes pregnant during the study, or if you think your partner may be pregnant, contact the research doctor or study team right away. The study team can provide medical help and counseling.
Will this study help me?

Include the following statements as applicable to your study: 

· We do not know if being in this study will help you. 

· We expect that the study will help you by [describe how]. 

· We may learn something that will help other children with [insert name of condition or topic under investigation] someday. 

· This study will help us learn more about [topic under investigation].
Do I have to be in this study?

You do not have to be in this study. Nobody will be upset with you if you say no. If you say yes now but change your mind later, that is okay too. All you have to do is tell us you want to stop. No one will be mad at you if you don’t want to be in the study or if you join the study and change your mind later and stop. 
What if I have questions?

Before you say yes or no to being in this study, we will answer any questions you have. If you join the study, you can ask questions at any time. If you don’t understand something, please ask [insert contact name/information].
If you want to be in this study, please sign your name below.

Child/Adolescent Participant Assent
Signature of Child/Adolescent Participant


Date (MM/DD/YEAR)

Print Name of Child/Adolescent Participant
Research Investigator or Associate Statement & Signature

Signature of Research Investigator or Associate
Date (MM/DD/YEAR)

Print Name of Research Investigator or Associate
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