EXPANDED ACCESS PURGING PROTOCOL FOR PBSC OR BONE MARROW FOR PATIENTS WITH NEUROBLASTOMA

(CHLA CCI # 05.00051)

Physician responsible for providing data: ___________________________________

Phone number of physician:  _______________________________

Email of Physician: _______________________________________

Patient Name:
_______________________________________

DOB:  ______________________________

Institution where stem cell infusion will be performed: _______________________________________________________

Our institution agrees to provide the required engraftment and related data regarding infusion of purged stem cells that is required on the above patient to the IDE sponsor, Dr. Patrick Reynolds, at Childrens Hospital Los Angeles.  (see attached data forms that must be completed).  The full protocol is available at www.nant.purging.org
This agreement must be signed PRIOR to shipment of the stem cells for infusion.

_____________________________________

Signature of responsible physician

___________________________

Date signed

ENGRAFTMENT FORM

EXPANDED ACCESS PURGING PROTOCOL FOR 

PBSC OR BONE MARROW

(CCI # 05.00051)

	Patient Study ID #


	

	Patient Name: (Last, First)


	

	 Did patient expire prior to stem cell infusion?
	[     ] Yes:  If yes, no need to complete rest of this form.  Date of death:  ________________

[     ]  No

	Institution where first purged stem cell infusion performed:
	

	Patient weight (kg) on day of first stem cell infusion:
	

	Date of first stem cell infusion (MM/DD/YYYY)
	

	Regimen given prior to stem cell infusion:
	[    ]  MIBG

[    ]  A3973

[    ]  Other, specify  ____________________

	Did patient have any Grade 4 or 5 toxicity (per Version 3.0 CTC) possibly, probably, or definitely related to first infusion of purged stem cells ?
	[     ]  Yes: need to file toxicity form

[     ]   No




	Type stem cells infused at first infusion:

(check all that apply)
	Number bags infused
	Dates of collection of stem cells 

infused
	Number cells infused

(# viable CD34+ cells/kg based on weight on day of infusion)

	[   ]  Purged PBSC
	
	
	

	[   ]  Unpurged PBSC
	
	
	

	[   ]  Purged bone marrow
	
	
	(For BM only: report number cells infused as MNC x 108/kg)






	Did patient receive a second stem cell infusion?
	[    ] Yes

[    ] No: If no, leave rest of this table does not need to be completed

	If yes: Date of second stem cell infusion (MM/DD/YYYY)
	

	Institution where second stem cell infusion performed:
	

	Patient weight on day of second infusion:
	

	Did patient have any Grade  4 or 5 toxicity (per Version 3.0 CTC) related to second infusion of stem cells ?
	[     ]  Yes: need to file toxicity form

[     ]   No




	Type stem cells infused at second infusion:

(check all that apply)
	Number bags infused
	Dates of collection of stem cells 

infused
	Number cells infused

(# viable CD34+ cells/kg based on weight on day of infusion)

	[   ]  Purged PBSC
	
	
	

	[   ]  Unpurged PBSC
	
	
	

	[   ]  Purged bone marrow
	
	
	(For BM only: report number cells infused as MNC x 108/kg)




	Date ANC > = 500 for 3 consecutive days (list first of the 3 days):  (MM/DD/YYYY)
	

	Date platelets > = 20,000 for 3 days without transfusion  (list first of 3 days): MM/DD/YYYY
	

	Comment on engraftment:
	

	Did patient die prior to engraftment of both platelets and ANC?
	[    ]  Yes

[    ]  No

	If patient died prior to engraftment, what was cause of death?
	[     ] Tumor

[     ]  Infection

[     ] Bleeding

[     ]  Other: specify:  ______________

	If patient died prior to engraftment, what was date of death?   

( MM/DD/YYYY)
	

	What was cause of death:
	[     ] Tumor

[     ] Complications related to delayed engraftment

[     ] Toxicity not related to delayed engraftment

[       ]  Other, specify:  


TOXICITY FORM: TOXICITY RELATED TO PURGED STEMLL INFUSION

EXPANDED ACCESS PURGING PROTOCOL FOR PBSC OR BONE MARROW
(CCI # 05.0005)

NOTE: Use CTC Version 3.0 for toxicity reporting of any Grade 4 or 5 toxicity only that is possibly, probably, or definitely related to infusion of purged stem cells.  Notify NANT Dr. Villablanca and/or Dr. Reynolds within 24 hours of occurrence of Grade 4-5 toxicity, and submit this form within 7 days

	Toxicity Type
	Toxicity Maximum Grade
	Date onset
	Date resolution
	Attribution to infusion of purged stem cells
	Comment

	
	Choices:  4, 5
	List date toxicity began, even if at lower grade than eventual maximal grade
	Date toxicity resolves to Grade 0 or baseline
	1= Definite

2= Probably

3= Possible


	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


