National Marrow Donor Program® (NMDP) and

Center for International Blood and Marrow Transplant Research (CIBMTR)

Contribution of a Blood Sample to the National Marrow Donor Program’s Research Sample Repository 

Minor Marrow Toxic Injury Parent/Legal Guardian Permission Form

I. INVITATION AND PURPOSE

The National Marrow Donor Program (NMDP) and the Center for International Blood and Marrow Transplant Research (CIBMTR) invite your child to take part in a Research Sample Repository. A repository is a place where blood samples are frozen and stored. The blood samples are used for research. Your child is being asked to participate in this Research Sample Repository because he/she has been exposed to radiation or other chemicals that have caused damage to his/her bone marrow and/or other organs. 

The NMDP/CIBMTR is trying to learn more about injuries to bone marrow and other organs following exposure to radiation or chemicals. Although the exact study for which these samples may be used is not known at this time, the following are types of studies in which these samples may be included. These are studies to:


(
Determine the best treatments for people exposed to radiation or other chemicals;


(
Determine the long-term effects of exposure to radiation or other chemicals. 

In addition, investigators may conduct research studies with stored blood samples that have had all identifiers removed. In these studies, there will be no way for the sample to be linked to your child.  NMDP/CIBMTR may allow investigators to use these anonymous samples for many other kinds of studies.  These studies are not limited to the types of studies listed above or related to transplantation in general. 
II. REsearch SAMPLE REPOSITORY PROCEDURES


If you agree to allow your child to take part in the Research Sample Repository, a sample of blood (up to two tablespoons) will be collected from a vein in your child's arm. Your child’s blood sample will be frozen and stored indefinitely for possible use in future research studies.  Cells from your child's blood may be grown in the lab so there are more of them that can be used in research studies. DNA, the genetic portion of the cells, may be used in some of the studies. 
All research studies using these blood samples must first be approved by a group of scientists within NMDP/CIBMTR as well as the Repository Oversight Committee. NMDP will also review the proposed study to make sure the research is consistent with the types of studies described above.  

III. POSSIBLE Risks and Benefits to PARticipating in the researcH SAMPLE REPOSITORY
Collecting a sample of blood will likely cause minor discomfort at the site where the blood is taken from your child's arm.  For example, some bleeding and/or a small bruise may occur.  Infection is rare but could occur.  If your child is uncomfortable at the sight of blood, he/she may feel light-headed or faint.

There is a small risk that an unauthorized person could find out which blood sample is your child's. Both the hospital and clinic where your child is being treated and the NMDP/CIBMTR have procedures in place to keep your child's data private. No identifiable information about your child will be given to researchers, nor will it be published or presented at scientific meetings.

Your child will not benefit by taking part in the Research Sample Repository. However, this research may help future individuals who have been exposed to radiation or other chemicals.

IV. Confidentiality

The hospital and clinic where your child is being treated, and the NMDP/CIBMTR, will not intentionally tell anyone that your child is taking part in the Research Sample Repository. The NMDP/CIBMTR will try hard to make sure no one outside the NMDP/CIBMTR will know which blood sample is your child’s.

V. REIMBURSEMENT AND COSTS

Neither you nor your child will be paid for taking part in the Research Sample Repository. It will not cost you or your child anything to take part in the Research Sample Repository.

VI. VOLUNTARY PARTICIPATION IN AND WITHDRAWAL FROM THE RESEARCH SAMPLE REPOSITORY

It is up to you if you want to allow your child to participate in the Research Sample Repository.  If you choose not to allow your child to take part in the Research Sample Repository, your child will still be able to get healthcare or any other services that he/she has a right to receive, and your child will not lose any benefits which he/she should receive.

If your child decides to take part, and you allow your child to participate in the Research Sample Repository, you or your child may change your mind at any time in the future. If you or your child decide to stop your child’s participation, your child’s blood sample will be removed from the Research Sample Repository inventory and will not be included in any future research studies. This will not affect your relationship with your child's hospital or clinic or the NMDP/CIBMTR.

VII. Alternative to Participation

You may choose not to allow your child to take part in the Research Sample Repository.  If you choose not to allow your child to take part in the Research Sample Repository, your child will receive his/her planned treatment, but a sample of your child’s blood will not be taken.

VIII. QUESTIONS OR CONCERNS 

If you have questions, concerns, or complaints about the Research Sample Repository, please contact _______________________________________________(Hospital Physician) at _______________________________(telephone number).
If you have questions or concerns about your child’s rights as a research subject or about potential risks and injuries, please contact Roberta King, NMDP IRB Administrator at 
1-800-526-7809. If you wish to contact an independent third party not connected with this study about problems, concerns, questions, information, or input, please contact a Patient Services Coordinator with the NMDP Office of Patient Advocacy at 1-888/999-6743 or patientinfo@nmdp.org.  You will be given a copy of this consent form for your records.

IX.        PARENT/LEGAL GUARDIAN’S Statement of PERMISSION

I have read this form and I have been given the opportunity to ask questions. 

I voluntarily agree to allow my child to take part in the Research Sample Repository.  

My child’s blood sample may be used in research studies as defined in this consent form.

          Parent/Legal Guardian Signature
Date

	national marrow donor program®

institutional review board

Consent Form approval date: 

july 30, 2011
Do not sign this form after the 

Expiration date of: July 29, 2012



          _______________________________________________          

         Print Name of Parent/Legal Guaridan




Certification of Counseling Healthcare Professional

I certify that the nature and purpose, the potential benefits, and possible risks associated with submitting data to the Research Sample Repository have been explained to the above individual and that any questions about this information have been answered.

________________________________

____________________________

Counseling Healthcare Professional


Date

Use of an Interpreter: Complete if the subject is not fluent in English and an interpreter was used to obtain consent.

Print name of interpreter: 

Date: 


Signature of interpreter: 

Date: 


An oral translation of this document was administered to the subject in 
 
(state language) by an individual proficient in English and 

(state language). See the attached short form addendum for documentation.

National Marrow Donor Program® (NMDP) and 

Center for International Blood and Marrow Transplant Research (CIBMTR)

Contribution of a Blood Sample to the National Marrow Donor Program’s Research Sample Repository 

Minor Marrow Toxic Injury Assent Form (7 to 11 years of age)

You are being invited to be in a research project with the NMDP and CIBMTR.  The research project is about finding out what is the best way to help people who have been hurt by radiation or chemicals. You can talk to your parents about this project.  If you have questions, ask your parents or your doctor. 

If you agree to be in this research project, someone will take a small amount of blood from your arm. Collecting a sample of blood might hurt a little bit and some bleeding or a bruise might occur.  If you don't like seeing blood, you might feel light-headed or faint.

Being in this research project is not about getting treatment for your injury.  The kind of medicines and treatment you get will not change if you don’t want to give a blood sample for research.
Letting the NMDP/CIBMTR use a sample of your blood will not help you.  Some things your blood sample can tell the NMDP/CIBMTR may help other people who have been hurt by radiation or chemicals.

You don't have to let the NMDP/CIBMTR take a sample of your blood.  No one will be mad at you if you decide not to let the NMDP/CIBMTR use your blood. 

	national marrow donor program®

institutional review board

Consent Form approval date:
july 30, 2011
Do not sign this form after the 

Expiration date of: July 29, 2012



Sign your name on the line below if you agree to give a small amount of blood for research.  Remember, you can change your mind at any time.  You can keep a copy of this form at home.

Minor Assent

Minor’s Signature
Date

Print Name of Minor
Age of Minor

National Marrow Donor Program® (NMDP) and 

Center for International Blood and Marrow Transplant Research (CIBMTR)

Contribution of a Blood Sample to the National Marrow Donor Program’s Research Sample Repository 

Minor Marrow Toxic Injury Assent Form (12 to 17 years of age)

The National Marrow Donor Program (NMDP) and the Center for International Blood and Marrow Transplant Research (CIBMTR) ask you to let us use a blood sample from you for medical research.  You are being asked to participate because you have been exposed to radiation or other chemicals that have caused damage to your bone marrow or organs.
The NMDP/CIBMTR is trying to learn more about treatments for people who have injuries from radiation or chemicals. The NMDP/CIBMTR does research with blood samples collected from people whose bone marrow or organs are damaged from radiation or chemical exposure. Your doctor, or one of the medical staff at your hospital, will talk to you about what it means to be in a research study.  You can talk to your parents about giving blood for research.  You should ask your doctor and your parents all of the questions you have.  

If you agree, a small sample of your blood (up to 2 tablespoons) will be taken from your catheter or from a vein in your arm.  Your blood sample will be frozen and stored in a laboratory so that it can be used for research studies. You will receive the same treatment for your injuries whether or not you agree to give the blood sample for research.

If the blood is drawn from your catheter, you will not feel any pain.  If the blood is taken from a vein in your arm, you will probably feel some pain.  You may have some bleeding or get a bruise.

Letting the NMDP/CIBMTR use your blood sample for research will not help you. Some things your blood sample can tell the NMDP/CIBMTR may help other people who have been hurt by radiation or chemicals.

You don't have to let the NMDP/CIBMTR use your blood sample.  Your doctors or your parents will not make you give the blood sample if you don't want to.  No one will be mad at you if you don’t want the NMDP/CIBMTR to use your blood sample.  If you agree to allow the blood sample to be used for research, but change your mind later, the NMDP/CIBMTR will stop using your blood.  
If you sign your name on this form, it means you agree to give a blood sample to be used for research.  You will be given a copy of  this form to take home and keep.

	national marrow donor program®

institutional review board

Consent Form approval date: 

july 30, 2011
Do not sign this form after the 

Expiration date of: July 29, 2012



If you agree to be in this study, sign here:

________________________________   ____________
Minor’s Signature                                     Date



________________________

Print Name of Minor                            
 Age of Minor
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