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)
To be filled in by administration only:  SAE # |__|__|__| - |__|__| -|__|__|__|__| -|__|__|__|__|
Recipient’s Initials: |__|__|__|


Recipient Study#:   |__|__|__|__|
RECIPIENT  EXPEDITED REPORT FORM FOR 
SERIOUS ADVERSE EVENTS

Date of report: ___________________             Report type:   FORMCHECKBOX 
 Initial      FORMCHECKBOX 
 Follow-up     

                                     DD-MMM-YYYY

Subject Information: 
Date of birth: ________________  Age:  _____  Sex: ____  Date of HSCT: ________________
                           DD-MMM-YYYY                                                                                                                              DD-MMM-YYYY

Disease (hematologic malignancy): ________________________   

Start date of the SAE:  ____________________________       Days Post HSCT: ____________                                                                                                                                        
                                                                  DD-MMM-YYYY

Check all that apply regarding the SAE that is being reported:
 FORMCHECKBOX 
 Death 
 FORMCHECKBOX 
 The event is life-threatening

 FORMCHECKBOX 
 The event requires inpatient hospitalization or prolongation of existing hospitalization (or admission to the ICU)
 FORMCHECKBOX 
 The event has resulted in persistent or significant disability/incapacity

 FORMCHECKBOX 
  The event has resulted in a congenital anomaly/birth defect

 FORMCHECKBOX 
 The event is considered by the site PI to be medically important 
Serious Adverse Event DETAILS

“Start Date” is the date the event first met the criteria of a “Serious Adverse Event” (i.e. checklist above)
	Name 

(use CTC whenever possible)
	Grade

(CTC v.3)
	Expected


	Hospitalization

Required
	Causality



	_________________________

_________________________
Start: ________________
                              DD-MMM-YYYY
Stop: ________________

                   DD-MMM-YYYY
Event still ongoing:  ______


	 FORMCHECKBOX 

	   FORMCHECKBOX 
 Yes
   FORMCHECKBOX 
 No

	        FORMCHECKBOX 
 Yes
        FORMCHECKBOX 
 No

	   FORMCHECKBOX 
 (1) Not related to graft source
    FORMCHECKBOX 
 (2) Doubtfully related to graft source

    FORMCHECKBOX 
 (3) Possibly related to graft source

   FORMCHECKBOX 
 (4) Probably related to graft source

   FORMCHECKBOX 
 (5) Very likely related to graft source



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)
To be filled in by administration only:  SAE # |__|__|__| - |__|__| -|__|__|__|__| -|__|__|__|__|
Recipient’s Initials: |__|__|__|


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

	Description of Event:




If recipient hospitalized enter: 

Dates of admission:  |__|__| |__|__|__| |__|__|__|__|

                                                             DD                  MMM                           YYYY
Date of discharge:  |__|__| |__|__|__| |__|__|__|__|
                                                         DD                  MMM                           YYYY
If this admission has occurred prior to two years post transplant, it should also be entered in Section 10 of the Data Collection Form.
	Past Medical History:




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)
To be filled in by administration only:  SAE # |__|__|__| - |__|__| -|__|__|__|__| -|__|__|__|__|
Recipient’s Initials: |__|__|__|


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

	Concomitant Medications: 

(List all medications that the subject was taking at the time of the event)




	Additional relevant information:




	Name, E-mail, Address and Telephone number of Investigator

Signature: 


	Reporting Date:

Name of Person Reporting Event:


       Date of Completion: 
|__|__| |__|__|__| |__|__|__|__|





                DD
            MMM                         YYYY  
Version 12-Mar-2010
                              Page 3 of 3

