A Randomized Multicentre Study Comparing G-CSF Mobilized Peripheral Blood and G-CSF Stimulated Bone Marrow in Patients Undergoing Matched Sibling Transplantation for Hematologic Malignancies (CBMTG 0601)

Section 2:  CONFIRMATION OF ELIGIBILITY:
Fax completed form to:  604-875-5584 or email to:  hkerr@bccancer.bc.ca
(Shaded areas on this form are to be completed by the Project Management Office.)
2.1   Recipient’s Initials:  |__|__|__|          Recipient’s Date of Birth:  |__|__||__|__|__| |__|__|__|__|









                  DD                MMM                        YYYY
2.2    Donor’s Initials:      |__|__|__|          Donor’s Date of Birth:        |__|__| |__|__|__| |__|__|__|__|

                                                                                                                 DD                MMM                        YYYY

2.3  Participating Centre (please circle one):

  Vancouver - VGH
         
London - LHS
               Toronto - PMH

Halifax - QEII

 Ottawa - OH
         
Quebec City - EJ
    Winnipeg - CCMB 

Hamilton - HSC            

    Montreal - HMR             
Seattle - FHCRC
    Riyadh - KFSHRC              Melbourne - RMH  

    Auckland - ACH
      
Adelaide - IMVS             Montreal - McGill
            Quebec City - HD

2.4  Assessment of Eligibility:

   Recipient must:

· Be between 16 and 65 years old

· Have a hematologic malignancy as outlined in Section 4.1 of the protocol

· Be scheduled to receive a myeloablative conditioning regimen approved by the Clinical Chair
· Have an HLA-identical sibling donor

· Meet the transplant centre’s criteria for myeloablative allogeneic transplantation

· Have an ECOG performance status of 0, 1 or 2

· Not be positive for the HIV antibody

· Have given informed consent

 Donor must:

·   Be 18 years of age or older
·   Be able to undergo general anesthesia, bone marrow or peripheral blood harvest

·   Be a sibling of the recipient

·   Be a 6/6 HLA match of the recipient.  HLA typing is by serologic or DNA methodology for A and

     B and by DNA methodology for DRB1 (intermediate resolution)
·   Not be pregnant or breastfeeding at the time of the progenitor cell collection

·   Not have a history of malignant disease within the last 5 years or current malignancy other than
     non-melanomatous in situ skin carcinoma or cervical carcinoma in situ

·   Not be positive for HIV antibody

·   Not have a known sensitivity to E. coli-derived products

·   Not be an identical twin of the recipient
·   Have given informed consent

2.5 Do the recipient and the donor fulfill all of the eligibility criteria? 

        |__|    Yes     (Investigator’s signature required – See next page)

        |__|    No       (Go to item 2.9)

  Recipient Initials:
|__|__|__|



 Donor Initials:      |__|__|__|

  Recipient Study #: 
|__|__|__|__|



 Donor Study #:    |__|__|__|__|
Section 2:  CONFIRMATION OF ELIGIBILITY (continued):
2.6  Disease stage (circle one only): 

Early Stage Disease

Late Stage Disease

2.7 Conditioning regimen (circle one only):

 


Busulfan & Cyclophosphamide



 


Cyclophosphamide & TBI




Other: ______________________________

	I verify that this patient meets the eligibility criteria for the CBMTG 0601 study.
 __    _______________________________   _______________________________   _____________ 

                   Investigator’s Signature
                    Investigator’s Printed Name
                       Date



2.8    Re-confirm planned date of transplant:     |__|__| |__|__|__| |__|__|__|__|

                                                                                    DD                 MMM                        YYYY
2.9    If the recipient and/or donor do NOT meet the inclusion and exclusion criteria, circle all  the reasons below that are applicable:

  Transplant cancelled due to recipient disease progression or relapse

  Conditioning regimen changed to non-myeloablative

            Other: ______________________________________________________________________

	2.10  Response from Project Management Office (circle one only):       

            Proceed on study according to randomization (Recipient and donor are enrolled)


            Do not proceed on study – Proceed according to standard institutional practice
            Signature of Project Manager (or delegate): _______________________  Date: _____________
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