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 1:  REGISTRATION AND RANDOMIZATION (MINIMIZATION):


[image: image1]
When a donor and recipient who may be eligible to participate in this study are identified AND the IRB-approved informed consent forms have been completed, this form can be completed and faxed to the CBMTG 0601 Project Management Office (Fax:  604-875-5584).  (Shaded areas to be completed by the Project Management Office.)

1.1 Registration:

     Recipient’s Initials: |__|__|__|    Recipient’s Date of Birth:  |__|__||__|__|__| |__|__|__|__|









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









         DD                MMM                        YYYY

1.2 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
1.3 Randomization Checklist:
      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 undergo a myeloablative allogeneic sibling transplant
· Be scheduled to receive a myeloablative conditioning regimen approved by the Clinical Chair
· Must have an HLA-identical sibling donor

· Have an ECOG performance status of 0, 1 or 2
· Have commenced standard pre-transplant work-up testing and evaluations.

· Have signed consent for the main study

  Donor must:

· Be 18 years of age or older

· Be a sibling of the recipient

· Must be a 6/6 HLA match of the recipient (see Section 4.1 of protocol for HLA typing details)
· Not be pregnant or breastfeeding        
· 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 have any known contraindications with respect to receiving general anesthetic
· Not have a known sensitivity to E. coli-derived products

· Not be an identical twin of the recipient
· Have commenced standard pre-collection work-up testing and evaluations.

· Have signed consent for the main study.

  Other (check one only):

· Planned date of transplant is within 28 calendar days of randomization
· Written approval has been obtained from the Clinical Chair for early randomization


1.4  Do the recipient and the donor fulfill all of the randomization criteria?  

|__| Yes  –    Please complete SECTION 2: RANDOMIZATION

|__| No    –   DO NOT RANDOMIZE
SECTION 1:  REGISTRATION AND RANDOMIZATION (MINIMIZATION) continued:

  Recipient Initials:
|__|__|__|



 Donor Initials:      |__|__|__|

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



 Donor Study #:    |__|__|__|__|
1.5  Recipient Diagnosis (please circle one disease and if applicable one sub type): 
Please consult with the Project Manager in situations where it is unclear how to classify the recipient’s disease.  This is important for the statistical analysis of the data.

       Chronic Myeloid Leukemia

First Chronic Phase







Second Chronic Phase



Accelerated Phase

       Acute Myeloid Leukemia


First Complete Remission


Second Complete Remission



      Myelodysplasia



Refractory Anemia

Refractory Anemia with Ringed Sideroblasts

Refractory Anemia with Excess Blasts-I







Refractory Anemia with Excess Blasts-II







Chronic Myelomonocytic Leukemia

      Other Hematologic Malignancy

Indolent Non-Hodgkin’s Lymphoma







Aggressive Histology Non-Hodgkin’s Lymphoma







Chronic Lymphocytic Leukemia







Hodgkin’s Lymphoma







Myelofibrosis

Other: Specify______________________________
1.6  Is the malignancy “de novo”, “therapy related” or “secondary non-therapy related” (AML only)?

  (Please circle one only):

 

De  novo

  Therapy Related

         Secondary 

SECTION 1: REGISTRATION AND RANDOMIZATION (MINIMIZATION) (continued):

       Recipient Initials:     |__|__|__|
                               Donor Initials:      |__|__|__|
                   Recipient Study #:   |__|__|__|__|

       Donor Study #:     |__|__|__|__|
Recipient Disease Stage (Early or Late)
Please identify whether the patient has early stage disease or late stage disease:  

Early Stage Disease:  First chronic phase CML, first remission AML, first remission ALL, refractory anemia, refractory anemia with ringed sideroblasts, chronic lymphocytic leukemia in first remission, non-hodgkin’s lymphoma in first remission, hodgkin’s lymphoma in first remission.

Late Stage Disease:  Accelerated phase CML, second chronic phase CML, second remission AML, second remission ALL (or beyond), refractory anemia with excess blasts-I, refractory anemia with excess blasts-II, chronic lymphocytic leukemia beyond first remission, non-hodgkin’s lymphoma beyond first remission, hodgkin’s lymphoma beyond first remission.

1.7    Recipient has (please circle one only):



Early Stage Disease



Late Stage Disease
1.8    Conditioning Regimen (please circle one only):

          Busulfan & Cyclophosphamide     Cyclophosphamide & TBI          Other: __________________

1.9     Conditioning regimen(s) used at Transplant Centre has been approved by the Study 

          Clinical Chair (please circle one only):

                                      

Yes                                        No     

1.10   Planned Transplant Date:   |__|__| |__|__|__| |__|__|__|__|
                                                            DD                 MMM                       YYYY
1.11   Date recipient signed informed consent:                 |__|__| |__|__|__| |__|__|__|__|








      DD                 MMM                       YYYY
1.12   Date donor signed informed consent:                 |__|__| |__|__|__| |__|__|__|__|






                        DD                 MMM                      YYYY
SECTION 1: REGISTRATION AND RANDOMIZATION (MINIMIZATION) (continued):

 

Recipient Initials:     |__|__|__|
                 
Donor Initials:      |__|__|__|
Recipient Study #:   |__|__|__|__|


Donor Study #:     |__|__|__|__|
Optional Research Consent Information:

1.13    Date of donor consent for optional laboratory samples:  

                 |__|__| |__|__|__| |__|__|__|__|             □ Not applicable (donor did not consent)

                      DD                 MMM                       YYYY         

1.14  Which laboratory sample option(s) did the donor consent to? (check all that apply):

    
 FORMCHECKBOX 
 Yes - Sample(s) can be used for 0601 laboratory research


 FORMCHECKBOX 
 Yes - Leftover cells can be stored (banked) for future research


 FORMCHECKBOX 
 Yes – Consent to genetic testing given

Other Required Information:

1.17  Donor’s gender (circle one):                     male                      female

1.18  Recipient’s gender (circle one): 
       male 

  female     

This form must be signed and dated by the Investigator or Co-Investigator on page 5 before the form is faxed to the Project Management Office.
SECTION 1:  REGISTRATION AND RANDOMIZATION (MINIMIZATION) continued:

              
Recipient Initials:     |__|__|__|
                 Donor Initials:      |__|__|__|
                        Recipient Study #:   |__|__|__|__|

     Donor Study #:     |__|__|__|__|
	I verify that this recipient and donor meet the randomization criteria and that all other  information (pages 1- 4) is correct.
I understand that a “Confirmation of Eligibility” must be submitted to the Project 

Management Office within 5 days of the start of the recipient conditioning regimen.

___________________________   ___________________________   __________________

     Investigator’s Signature

         Investigator’s Printed Name
                       Date



Fax or email the completed form to the CBMTG 0601 Project Management Office at:  604-875-5584. The study 
arm assignment and recipient-donor study numbers will be returned to the Study Centre by an email notice.

   Date of Minimization (Randomization): 
|__|__| |__|__|__| |__|__|__|__|



      
                            DD
        MMM                        YYYY
1.19  Treatment Arm Assigned: (To be completed by the CBMTG 0601 Project Management Office) 

G-CSF Mobilized Peripheral Blood                                      G-CSF Stimulated Bone Marrow
Signature of person completing the randomization:  ______________________________

Par
 Part 1 of 2 (2-Step Process) Process





Confirmation of Eligibility (Part 2 of 2) must be confirmed no later than 1 day prior to the start of the preparative regimen.  
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