DATA FORMS AND REPORTING TIMELINE

EXPANDED ACCESS PURGING PROTOCOL FOR PBSC OR BONE MARROW

(CCI # 05.00051

Version 01-18-07
All data forms should be FAXed to CHLA Transplant Office at 323-664-9324. Questions regarding data form completion should be directed to Carolyn Billups at 323-669-5632.  

	DATA FORM


	Timepoint Data Form Due

	Eligibility Form
	At study entry, prior to purging

	Bone marrow Shipping form for pre-harvest immunocytology
	Only for patients having purging of bone marrow. Send with pre-harvest bone marrow specimen sent for cell count/immunocytology

	Stem Cell Harvest Shipping Form: Use form for Bone Marrow or PBSC as appropriate
	At time of Stem cell shipping (include with stem cell product)

	Stem Cell Collection Form
	30 days from stem cell collection date

	Engraftment Form
	30 days from stem cell infusion date. If patient not engrafted by 30 days, must file this form to notify that engraftment still pending, and file form again after engraftment occurs.

	Toxicity Form
	DUE WITHIN SEVEN DAYS OF ANY GRADE 4-5 TOXICITY: To be completed only if Grade 4-5 toxicity occurs that is possibly/probably/definitely related to stem cell infusion.  If grade 4-5 toxicity occurs, notify Dr. Villablanca and/or Dr. Reynolds within 24 hours of occurrence.

	Request Ship Stem Cells Form
	Submit three weeks prior to anticipated date of stem cell infusion


ELIGIBILITY FORM

EXPANDED ACCESS PURGING PROTOCOL

FOR PBSC OR BONE MARROW

(CCI # 05.00051)

	Patient Name:  
	

	Date of birth: MM/DD/YYYY
	

	Date diagnosis (MM/DD/YYYY)
	

	Was patient <  30 years of age at time of diagnosis


	[     ]   YES

[     ]   NO



	Does patient have a diagnosis of neuroblastoma verified by histology AND / OR tumor in bone marrow with urinary catecholamines?


	[     ]   YES

[     ]   NO

Answer must be YES to be eligible



	Does the patient have high-risk neuroblastoma that requires stem cell transplant therapy?


	[     ]   YES

[     ]   NO

	Is the patient involved in any Phase III study?

If yes, does patient have permission of study Chair? 

(Must send email/fax to CHLA ASCT Office to document permission)


	[     ]   YES

[     ]   NO

[     ]   YES

[     ]   NO

	Does the patient have adequate hematopoietic function for stem cell collection per local institution medical standards?


	[     ]   YES

[     ]   NO

	What is planned date to start  collection of stem cells? (MM/DD/YYYY)
	

	What type of stem cells will be collected for purging?
	[     ]  Bone marrow

[     ]   PBSC

	Has patient AND / OR Legal Guardian signed an IRB approved informed consent?


	[     ]   YES

[     ]   NO

	Does Institution have approval for this protocol from local IRB?

Patient Name:
	[     ]   YES

[     ]   NO

	What high-dose chemotherapy, MIBG and/or other regimen will be given prior to stem cells (i.e. A3973, etc.)?
	_____________________________________



	WHO TO CONTACT FOR ENGRAFTMENT DATA:


	Name:___________________________________

Phone:_________________________________

FAX:___________________________________

Email:______________________________________

Institution: _________________________________



	Treating Physician Information
	Name:  Phone:  ____________________________

Email: ___________________________________

Beeper:  ___________________________________




To be completed by Transplant Coordinator at CHLA at time of registration:

Date of planned purging:     _______________________________

Confirmed that MOU Approved:
___________ (initial to confirm)



To be completed by NANT CRA at CHLA at time of registration:

(The following checklist to be initialed by NANT CRA when confirmed)

1572 form on file:            




[       ]

Copy of IRB approval on file with CHLA CCI:

[       ]

Copy of signed informed consent/assent received:

[       ]

Study Registration Number assigned:    _________________

STEM CELL COLLECTION DATA FORM

EXPANDED ACCESS PURGING PROTOCOL FOR PBSC OR BONE MARROW

(CCI # 05.00051)

	Patient Study ID #


	

	Patient Name: (Last, First)


	

	What regimen was given prior to collection of stem cells?
	[     ]  A3973

[     ]  Cytoxan/Topotecan

[     ]  Other: specify:    ____________________



	What were dates of chemotherapy  regimen given prior to collection of stem cells?
	Start date:    _____________________

End date:   ______________________

	What growth factor (s) were given prior to collection of stem cells?  (check all that apply)


	[     ] G-CSF

[     ] GM-CSF

[     ]  Other: specify:  _____________________

	What was first day of stem cell collection?  (MM/DD/YYYY)


	

	How many days of collection were sent for purging?
	[    ]  1

[    ]  2



	What was total number of stem cells sent for purging?  (# CD34+ cells x 106/kg)


	

	Was a backup of unpurged PBSC obtained?
	[     ] Yes

[     ] No

	If a backup was obtained, what is the number of CD34+ cells in backup?  (# CD34+ cells x 106/kg)
	


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

	If patient expired prior to stem cell infusion, what was the cause of death?
	[     ] Tumor

[     ]  Infection

[     ] Bleeding

[     ]  Other: specify:  ______________

	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)






Patient Name: _______________________________
	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)




Patient Name: _________________________________
	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:  


Patient Name:  __________________________________

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


	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


