Expedited reporting of Adverse Events
Adverse events meeting certain criteria must be reported to the Project Manager in an expedited manner.  The table below (Table 12) indicates the criteria and time frames for expedited reporting:
           Table 12

	
	    1 
	2
	2
	3
	3
	4&5
	4&5

	
	Unexpected

and Expected
	Unexpected
	Expected
	Unexpected
   With             Without

Hospital          Hospital
	Expected
With                Without

Hospital          Hospital
	Unexpected
	Expected

	Unrelated

Unlikely


	Not

Required
	Not 

Required
	Not
Required
	7
calendar

days
	Not
Required
	7

calendar

days
	Not
Required
	24 hours
	7

calendar

days

	Possible

Probable

Definite
	Not

Required
	7

calendar

days
	Not

Required
	7

calendar

days
	7

calendar

days
	7

calendar

days
	Not
Required
	24 hours
	7

calendar

days


This table incorporates Health Canada and NIH/NCI requirements for expedited reporting of adverse events.  There are some exceptions to this criteria for this protocol that are felt to be reasonable in the recipient group. The following adverse events do NOT require expedited reporting for this protocol for recipients because they are common and expected events in patients undergoing  transplant: 

Grade 3 hemoglobinemia, leukopenia, neutropenia or thrombocytopenia with 


  hospitalization

Grade 3 infection with hospitalization

Grade 3 mucositis with hospitalization

Grade 3 fever/neutropenia with hospitalization 

Grade 3 transfusion with hospitalization

Grade 3 diarrhea or gastritis with hospitalization

Grade 4 fever/neutropenia +/- hospitalization

Grade 4 hemoglobinemia, leukopenia, neutropenia or thrombocytopenia +/- 

              hospitalization
Note:  Medical and scientific judgment should be exercised in deciding whether expedited reporting is also appropriate in situations other than those listed above.  For example, important medical events may not be immediately life threatening or result in death or hospitalization, but many jeopardize the subject or may require intervention to prevent 1 of the outcomes listed in the definition above.  Any adverse event is considered a serious adverse event if it is associated with clinical signs or symptoms judged by the investigator to have a significant clinical impact.

All expedited adverse event reports must be sent to the Project Manager.  (The Clinical Study Chair (or Co-Chair) will review all reports.)  Reports to Health Canada (using ADR forms) and the NIH/NCI (using the AdEERS reporting system) will be submitted by the Project Manager within the required time frame.

If at any time after 30 days post HSCT/stem cell procedure (and up until end of follow-up period [4 years for recipients; 1 year for donors] ) an adverse event occurs that is grade 3 or greater, is unexpected and is felt to be related to G-CSF and/or stem cell procedure, then this event should be reported to the Project Manager according to the criteria for expedited reporting in the table above. 
If a subject develops a secondary malignancy at any time during study follow-up 
(4 years for recipients and 1 year for donors), and it is felt to be possibly, probably or definitely related to study drug (G-CSF) or procedure (stem cell collection/transplant) then this must be reported to the Project Manager within 15 days (for review by the Study Clinical Chair).  (Secondary malignancies which are not felt to be related do not need to be reported in an expedited manner, but should be recorded in the Case Report Form.)
Pregnancies

Pregnancies occurring during study follow-up (4 years for recipients and 1 year for donors) must be reported by the investigational staff within 1 working day of their knowledge of the event using the Pregnancy Notification Form.  Follow-up information regarding the outcome of the pregnancy any any postnatal sequelae in the infant will be required.  Pregnancies in partners of male subjects included in the study will be reported.































































