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Childrens Hospital Los Angeles

ASSENT TO AN EXPERIMENTAL PROCEDURE

FOR THE “COMPASSIONATE USE” OF 

PURGING OF STEM CELLS IN CHILDREN WITH NEUROBLASTOMA

	

	
	Subject’s Name:
	
	

	

	
	CHLA #:
	
	
	Birth Date:
	
	

	


1.
My name is Dr. ___________________________________________.

2.
You have a kind of cancer called Neuroblastoma, and have already had – or are going to have - your stem cells collected to be used in the future. We are asking you to take part in a research study.  We would like to ask your permission to do what is called purging. Purging is an experimental procedure (way) to clean tiny cancer cells out of stem cells from children with neuroblastoma. 


Purging is usually done as part of a research study. We are offering the purging to you on a “compassionate” basis – this means we will do it without you being on a research study. This form will also talk about storing and shipping stem cells.


Storing stem cells is done so they can be saved and used later on in cancer treatment. Sometimes patients move to another city – and get their cancer treatment at another hospital - so if you moved we would send (or “ship”) your stem cells to you at the new hospital.

3. If you agree to be in this study this is what will happen:

· Your stem cells will be purged (cleaned) in a laboratory here at CHLA. Special proteins and magnets will be used to filter out tiny cancer cells that might be in the stem cells.

· After they have been purged, the stem cells will be tested to make sure there are no signs of cancer cells.

· They will then be stored in special freezers until you need them – your cancer doctors will tell you when that time comes, and answer any questions about getting them back at that time.

4. Sometimes things can happen that might not be expected, or that might cause problems later. These are called “risks’.   It may be necessary to collect your stem cells a second time if any of these problems occur.  The risks of purging are:

· Your stem cells might get damaged while they are being purged. If they were damaged badly enough they may not grow normally when put back inside your body.  

· Your stem cells might still have neuroblastoma cells in them after the purging. If that happened we would not want to give them back to you, because the neuroblastoma cells might grow , and make you sick again.

· Your stem cells might accidentally get germs in them. If that happened we would not want to give them back to you either, because this might make you get a bad infection.

Stem cells are stored (kept) in a carefully watched medical freezer in the laboratory here at CHLA. The risks of storage are:

· The freezer they are being stored in might break, or not work properly. If that happened the stem cells might thaw out (or melt) and not be able to be used. 

Stem cells can be shipped to other hospitals if patients move away from CHLA in special containers by a courier (like FedEx). The risks of shipping are:

· The stem cells might get lost, be late, and/or be damaged by the shipping courier.

None of them may happen to your stem cells. Or things may happen that we haven’t thought about.

5. People also have good things that happen to them when they are part of a research study. These are called “benefits”. The benefits to your stem cells being purged are that it may prevent your neuroblastoma from coming back, but it also may not have any effect on your neuroblastoma at all. 

6. Please talk this over with your parents before you decide whether or not to have your stem cells purged and stored here at CHLA. We will also ask your parents to give their permission for your stem cells to be purged and stored here at CHLA.  But even if your parents say “yes” you can still decide not to do this.  

Instead of having your stem cells purged and stored, they can be tested and cleaned the standard (regular) way, and stored for you to use in the future. 

7. You do not have to be in this study if you don’t want to.  You may stop being in this study at any time.  Remember, being in this study is up to you.

8. You can ask any questions that you have about this. If you have a question later that you didn’t think of now, you can call me at (323) 669-2121 or ask me next time we see each other. 

9. Because each person’s stem cells are can only be used for the person they came from, if they cannot be used for you, instead of just throwing them away, we would like your permission to use them to try and learn more about stem cells. Is that okay?

YES




NO

(Circle which answer you think works best for you)

11. Signing your name at the bottom means that you agree have your stem cells purged and stored here at CHLA, for you to use in the future. You and your parents will be given a copy of this form after you have signed it.

________________________________________

____________________

Name and Signature of Subject



Date

_____________________________________

____________________

Signature of Investigator




Date

Routing of signed copies of the assent form:

1) Give to the family.

2) CHLA Medical Record

3) Investigator's research files.
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Date of Preparation: 12-08-2006

CHLA CCI#: 2005-00051
Protocol Expiration Date:


