WRITTEN ASSENT TEMPLATE FOR CHILDREN 7-12
What is assent?

Assent is defined as an “a child's affirmative agreement to participate in research. Mere failure to object should not, absent affirmative agreement, be construed as assent.” (45CFR46.402(b)).
When is written assent generally required?

· Subjects are minors between the ages of 7 and 17. Children below the age of 7 are generally not asked to provide assent.

· Children ages 7 to 12 should sign a separate assent form (use of this template is recommended, but not required). This assent form is in addition to the permission form the parent or legal guardian is required to sign.

· Children ages 13 to 17 may sign the same document as the parent or legal guardian.

What should be included in the assent form?

· Study Title

· Study Purpose-Provide a brief explanation of the purpose of the study.

· Procedures-Describe what the subject is being asked to do.

· Withdrawal privilege- Describe how a subject can stop participation later even if he/she agrees to start.

· Voluntary participation- Include a statement that the subject does not have to participate.

· Confidentiality-Indicate that the experimenter will not tell anyone (parents, teachers) what the subject says or does in the study.  

· Signature lines-Include a signature line for the subject and for the investigator. Be sure to include a date line as well.

Language Level

· Write the form using language that is appropriate for the age level and mental capacity of subjects.

Instructions for use of the template. 
· DELETE THE INSTRUCTION PAGE BEFORE SUBMITTING THE DOCUMENT TO THE IRB.
· DO NOT ADJUST THE MARGINS OF THE TEMPLATE. 
· For new studies, use the most updated version of the template available on the IRB website. 

· Instructions within the template appear as comment bubbles.  If the complete text of the instructions does not appear, click on the 
· Certain sections have DELETE IF NOT APPLICABLE in the comment bubble. Delete the not applicable sections.

· Comment bubbles will not appear in the IRB-stamped document and may be left in the document.

· The places you must insert your own study-specific language are in bolded in brackets [like this]. 
ALBERT EINSTEIN COLLEGE OF MEDICINE

MONTEFIORE MEDICAL CENTER

JACOBI MEDICAL CENTER

NORTH CENTRAL BRONX HOSPITAL

YESHIVA UNIVERSITY

WHITE PLAINS HOSPITAL 
ASSENT FORM
SIMPLE NAME OF STUDY

FULL TITLE OF STUDY

What is this about?

I want to tell you about a research study we are doing. A research study is a way to learn information about something. We would like to find out more about [insert purpose of study in simple language]. To get the information for the study we will talk to [###] children like you. You are being asked to join the study because [insert name of medical condition or other reasons for inclusion]. The researcher in charge of this project is called the “Principal Investigator.” [His/Her] name is [name].
What do you want me to do for the study?

If you agree to be part of this study, you will be asked to [describe procedures, (e.g., blood work, questionnaires, medication) in words a child would know and understand. Also include number of visits and time frame in words easily understood by a child].
Will it hurt to be in the study?
/What things may bother you about being in this study?
[describe possible risks, e.g., discomforts and/or side effects in simple language].
Will the study help me in any way?

We do not know if being in the study will help you.  But we may learn something that will help other children with [insert name of medical condition or subject matter of study] some day.

Do I have to be in the study?

You do not have to join this study. It is up to you. No one will be mad at you if you say no to the study. You can say okay now, and you can change your mind later.  All you have to do is tell us. 
Do you have any questions?

You can ask any questions that you have about this study.  If you have a question later that you did not think of now, you can call me at 718-555-1234
, or ask me next time.  
We will keep your information private.

The only people who will know about what you tell us in this study is the people who work on the study and your parents. We will not tell anyone else what you say or do in the study, including your teachers
.
We will not tell your parents about the results of your pregnancy test unless you give us permission to tell them.

If you are willing to be part of the study, please sign here. We will give you a copy to keep.
	ASSENT TO PARTICIPATE

This research study has been explained to me. I agree to take part in this study. I have had a chance to ask questions. If I have more questions, I can ask the doctor.


	_________________________
	________________________________________
	_________

	Printed name of participant
	Signature of participant
	Date


	_________________________
	________________________________________
	_________

	Printed name of the person conducting the assent discussion
	Signature
	Date


…








���Remove the institutions that are not applicable.


�Replace this text.


�Use only for studies where the  risks are different from the daily life standard (i.e., greater than minimal risk).


For studies where there is a risk of an emotional reaction use a header like “Are there things I might not like about participating in this study?”


For greater than minimal risk studies, make clear that we don’t know how the intervention may help and we don’t know what the exact problems would be and spell out how the possible risks that are DIFFERENT from standard of care.


�Complete the phone number.


�Delete as appropriate.


�Under  New York law minors (under 18) who understand the risks and benefits of available treatments can consent to and obtain sexual and reproductive health care without parental involvement or knowledge.  New York State law protects the confidentiality of minors regarding such care. When a minor independently consents to sexual and reproductive health care, the health care provider may not disclose information about it to parents or any other third party without the minor’s permission, or unless otherwise required or permitted by law.  So, in the study, you cannot disclose the results of the pregnancy test to the parents unless the minor consents to such disclosure. DELETE IF NOT APPLICABLE


�Date must be provided by the subject at the time of consent.
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