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Assent to Participate in Transplant and 
Additional Follow Up as Part of a Research Study


	

[Insert site logo and/or address]







TITLE: A Study to Compare Bone Marrow Transplantation to Standard Care in Adolescents and Young Adults with Severe Sickle Cell Disease

Principal Investigator: 	[Insert site PI]
Co-Investigators:		[Insert site co-I]
	
Study Coordinators:  	[Insert site study coordinator/s] 

[Insert site department/facility name, address, and phone number]


Source of Support: National Heart, Lung, and Blood Institute (NHLBI) of the National Institutes of Health (the NIH), Bethesda, Maryland

CONSENT FOR A MINOR TO BE A SUBJECT IN CLINICAL RESEARCH AND AUTHORIZATION TO PERMIT THE USE AND DISCLOSURE OF IDENTIFIABLE MEDICAL INFORMATION (PROTECTED HEALTH INFORMATION) FOR RESEARCH PURPOSES.
This is a clinical trial, which is a research study to answer specific medical questions. 
The information from this study may also help future patients. The Study doctor (the person in charge of the research) will explain the study to you. This research study will include only people who choose to take part in the study. Please take your time to make your decision about taking part in the study. You may discuss your decision with family and friends. You should also discuss this with your healthcare team. If you have any questions, you can ask the Study doctor for more explanation. 



A. Why am I here?
We are inviting you to join our study because you have severe sickle cell disease. You are now receiving blood transfusions, hydroxyurea, and/or pain medicines. There is another treatment called hematopoietic cell transplant or bone marrow transplant (HCT/BMT). A transplant uses blood-making cells from another person (donor) to replace your cells that are not healthy (the sickle red blood cell). A donor is the name for a person who gives some of their blood-making cells for a transplant and their tissue has to match your tissue. We have identified a donor for you and inviting you participate in this study to receive the treatment called bone marrow transplant HCT/BMT. 
B. Why are you doing this study?
We know transplant works to cure your disease, but we don’t know if this is a better treatment than blood transfusions, hydroxyurea, and/or pain medicines. 
C. What will happen to me?
Before your transplant, you will get a small tube put in your chest in the operating room (you will be asleep for this). The small tube makes it easier for you to get your medicines. It will also make it easier for drawing blood for tests because you will not be poked.
We will give you medicines that will help make the cells from your donor grow in your body. These medicines might make you feel sick. You might throw up, lose your hair, or get sores in your mouth. 
After you’re done taking the medicines, you will get cells from your donor. This is your transplant. Your new cells will come from your donor's blood or bone marrow. The cells will make new and healthy cells in your body. 
Sometimes the donor cells can cause a problem called graft versus host disease (GVHD). GVHD happens when the donor cells attack your body. It can give you diarrhea, a skin rash, make you feel sick and throw up, or make you not feel hungry. Your doctors will give you medicines to try to make sure you don’t get GVHD. 
You will stay in the hospital for several days before your transplant and for about 4 weeks after your transplant. After you go home, you will need to go back to see your doctor often.
It is possible that your disease will come back. If this happens, your doctor will find another way to treat you. 
D. Will it hurt?
For your transplant, we will put a small tube in your chest. It might hurt a little and you might bleed a little. Your doctor and nurses will make sure you feel as little pain as possible. 


E. Will the study help me?
We know HCT/BMT can cure sickle cell disease. What we don’t know is whether some of the problems from transplant like GVHD can cause more harm that if you did not have a transplant and continued to receive the care you are receiving now. 
F. What if I have questions?
You can ask any questions that you have about the study. If you forget to ask a question and think of it later, you can call me [insert office number]. You can also ask your question the next time you see me.
You can call the study office at any time to ask questions about the study.
G. Do I have to be in this study?
You don't have to be in this study. Your doctor and nurses will not be mad at you if you don't want to join. If you decide you don't want to be in this study, you should talk to your doctor, nurses, and parents. You will receive the care you are receiving now (pain medication, blood transfusion, or hydroxyurea). 
You can say yes now and change your mind later. 
Be sure to talk this over with your parents before you decide if you want be in the study. We will also ask your parents to give their permission for you to join this study.



Writing your name on this page means that you agree to be in the study and know what will happen to you. If you decide to quit the study, all you have to do is tell your doctor.
You and your parent or guardian will get a copy of this form after you sign it.

_________________________________	_________________________
Printed Name of Child	Date

_________________________________	_________________________
Signature of Child					Age of Child


Certification of Counseling Healthcare Professional: I certify that the nature and purpose, the potential benefits, and possible risks associated with participation in this study have been explained to the above individual and that any questions about this information have been answered.

_________________________________	_________________________
Printed Name of Person Obtaining Assent	Role in Research Study

_________________________________	_________________________
Signature of Person Obtaining Assent		Date
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