In cases where assent is not obtained, e.g., cognitive or physical inability of participant, sites are required to document reasons and/or multiple failed attempts to obtain. Site training should include the site’s process to attempt to acquire assent whenever possible.

· Red text is text that needs to be edited according to your study specifics. 
· Blue text is used for drafting tips and instructions.  
· Green text is sample/alternative language. 
· Text that appears in normal black font is recommended wording that should not be removed for PTN studies. This wording should be examined carefully and changed to accommodate non-PTN studies.



CHILDREN’S ASSENT FORM (ages 10 and older)


Study Title:	Title

Study Number:	[insert study number] 

Funding Organization:	[insert funding organization]

Study Doctor:	Name
(person in charge at 	Address
this location)	City, State, Zip Code
	Country

Daytime Phone Number:	Phone Number

24-hour Phone Number:	Phone Number	(A 24-hour phone number is required for studies that are more than minimal risk)




[bookmark: _Toc6921279]WHAT SHOULD I KNOW ABOUT BEING IN A STUDY?
We will tell you about this study. We will give you a copy of this form to take home. 
If you don’t understand something, please ask us as many questions as you need. 
Your parent[s] (or whoever is taking care of you) needs to say yes to letting you be in the study. 
You do not have to be in this study if you don’t want to, even if your parent[s] has already said yes. 
If you say yes to be in this study now, you can change your mind after you start doing the study. 
If you choose not to be in this study or choose to stop being in this study, your doctors will continue to take care of you, and they will not be mad at you.

WHY AM I BEING ASKED TO BE IN THIS STUDY?

Always include the following. If it is a protocol with multiple drugs of interest, consider not listing every single individual drug. 
You are being asked if you want to be in this study because [you have NAME OF CONDITON/REASON or you are being given MEDICINE for which child is being asked to participate].

WHY IS THE STUDY BEING DONE?
If it is a standard of care PK study, use the following text: 
We want to learn more about how certain medicines work in the bodies of children (and young people - if applicable to study).  

If treatment is being prescribed as part of the study (approved for adults, but now being studied in kids), include the following text: 
The medicine(s) we are studying is usually given to adults. We want to know if it will help when given to kids the same way it helps adults. We also want to learn how the medicine(s) we are studying works in the bodies of children.  

If applicable, include the following text in the paragraph above:
The medicine(s) is sometimes used in kids.

WHAT IS GOING TO HAPPEN WHEN I AM IN THE STUDY?
This is protocol specific. Refer to study protocol and ensure that screening period is taken in to account (if applicable).
You will be in this study for [X weeks, X days, X months or X years]. 

If the study requires in-person visits that are in addition to standard of care visits, use the following text:

[bookmark: _Hlk15630652]For this study, you will need to come to the clinic about [X] times. You may also need to come to the clinic for your regular visits, too.  

If the study doesn’t require in-person visits that are in addition to standard of care visits, use the following text:
We will do everything we need to do for the study while you are seeing your doctor for a regular visit. You do not have to come to see your doctor for extra visits if you are in this study. 

List study specifics in bulleted fashion. 
If you decide you want to be in this study, this is what will happen to you. 

This text must be kept for all PTN studies: 
· We will look at your doctor’s records to find out more information about you. We will write this information down.

Use the following text if you are going to measure height/weight/vital signs:
· We will measure your height and weight, blood pressure, heart rate and breathing rate.

Choose one of the following 3 options. Be sure to include all non-genetic samples (PK samples and biomarkers): 
1) If blood is only being collected at non-standard of care time points, include the following text. The number of times inserted below must be the maximum number of non-SOC draws that is permissible in the study. 
We will collect blood from you [up to xx] times for this study. 
2) If blood is only being collected at standard of care time points, include the following:
We will collect blood from you [up to xx] times for this study. We will collect a little more of your blood when you are already having it taken as part of your regular care, so you will not need to have any extra needle sticks.   
3) If blood is being collected either at standard of care time points or as a study-specific procedure, include the following:
We will try to collect a little more of your blood when you are already having it taken as part of your regular care.  This may not always be possible, so we may need to collect your blood [up to xx] extra times. You may need to have extra needle sticks for this.   


Include for all studies:
· We will use the blood we collect to [check your health and measure the amount of medicine we are studying in your blood].
· Your leftover blood may be used for future testing. We don’t know what this testing will be. Your blood may be stored forever in the United States.
· You will be asked some questions about how you are feeling.

Include if you are doing genetic testing as part of the study-specific testing. As a standard for all PTN studies, it is not recommended to collect blood for genetic testing as a sole blood draw. Blood for genetic testing should be collected concurrently when another sample (either study-specific or SOC) is already being collected. Double check against your study specific protocol for exceptions:
· We will use some of the blood to study how the [medicine(s) we are studying] works in the body if a child has certain genes. Genes control things like eye color, height, and how the body works. Your genes may affect how the [medicine or drug we are studying] is broken down in the body. We will not give you an extra needle stick to collect this blood. 

Use the following text if you are going to administer parent/child questionnaires and/or assessments:
· We will ask you [and your parent(s)] about how you are acting and how you are feeling. 

WILL BEING IN THE STUDY HELP ME?
Use this statement if you think there will be benefits to the child: 
This study may help you by [insert potential benefits]. 

Use this statement if you don’t know if being in the study will benefit the child: 
We do not know if being in this study will help you. We hope that what we learn from this study will help other children/young people in the future.

CAN BAD THINGS HAPPEN TO ME DURING THE STUDY?
Sometimes things happen to people in studies that may make them feel bad.

List the risks of being in the study. Use bullets. List the risks of medicine only when study medication administration is being prescribed as a study-specific procedure. 
· The medicine(s) we are studying may give you a stomach ache.


Include the following if you are collecting blood from non-standard of care draws: 
When you have your blood taken:
· It may hurt
· You may get a bruise at the place where the blood is taken 
· You might feel dizzy
· There is a small chance you might get infections where the blood is taken 

Include the following if the medicine is being administered as a study-specific procedure: 
If you get pregnant, the [medicine we are studying] could hurt the baby.

Include the following if questionnaires will be administered to the child as a study-specific procedure: 
You may be asked to answer some questions that make you feel uncomfortable. If that happens, you can decide not to answer those questions.   

Always include this statement:
These things may or may not happen to you. You may have other feelings or problems that have not happened before. Tell your parents or tell your doctor or the study doctor if you feel sick during the study.  
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	[bookmark: _Hlk517881394]CHILD’S ASSENT

	My questions have been answered about the study. I have read this form, or had it read to me and I understand: 
· Why this study is being done
· What is going to happen to me when I’m in the study
· Who I can ask if I have questions
· I don’t have to be in this study if I don’t want to, even if my parent[s] says yes  
· I can stop at any time and my doctor will still take care of me

	

Child’s Name (printed):

	By signing or marking below, I am agreeing to be in this study
	Date:

	Child’s Signature/Mark: 
	

	[bookmark: _Hlk517881543]STUDY STATEMENT OF PERSON OBTAINING ASSENT

	· I have explained the study in the language understood by the participant.
· I have answered all the questions of the participant relating to this study.
· The participant agrees to be in the study.
I believe the participant’s decision to be in this study is voluntary.

	The information below can only be completed by the person obtaining permission/assent.

	
Person Obtaining Assent Name (printed):

	Person Obtaining Assent Signature:
	Date:





	
ADDITIONAL INFORMATION 
What is going to happen when I am in the study?
Below is an example schedule of events. 

[image: A chart shows visits rrom day 0 to month 12 and what will be gathered at each of the 5 visits including contact info, consent form, height and weight, blood samples, drug responses and parent sureys. ]

How much blood are they going to take?
Choose from one of the four options below based on the total volume of blood that will be collected specifically for research. The total blood volume must include ALL research-specific testing such as PK, genetics, biomarkers, and/or clinical/safety labs. When inserting one of the following into the assent, DO NOT resize or change the dimensions. These pictures are scaled specifically to the size of a quarter and teaspoons. 

[image: Chart shows taht 1/4 teaspoon of blood is less than the size of a quarter coin. ]


[image: Chart shows that total2/3 teaspoono blood sample is the size of a quarter coin.]
[image: Chart shows that 1teaspoon sample of blood is just larger than a quarter coin. ]

[image: Chart shows that 2 teaspoons of blood sample is the size just larger than 2 quarter coins. ]
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