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List of SAE Reports for Site Review 
The following is a list of all SAE Reports that should be reviewed by the site PI and submitted to the site IRB (if necessary according to the policies of the site IRB):
· The SAE Reports listed must be reviewed by Principal Investigator at the site 

· Submit to the site IRB according to the policies and procedures of your IRB
· File these SAE Reports in your trial files
· Indicate on the SAE Report if the SAE met your IRB criteria for submission

· If yes, indicate the date the SAE Report was submitted to the IRB
	SAE Number
	SAE Name
	Date of SAE Report

	1-11-01-2007
	Pulmonary Hemorrhage
	15-Jun-2007

	2-1-01-01-2007
	Death due to multi-organ failure
	15-Oct-2008

	3-2-11-01-2007
	Death due to pulmonary hemorrhage
	15-Oct-2008

	4-06-0601-2008
	Death due to VOD
	15-Oct-2008

	4-09-0601-2008
	ARDS
	15-Oct-2008

	7-06-0601-2008
	Graft Failure
	10-Mar-2009

	18-09-0601-2008
	Myelitis
	09-Mar-2009


SAE Reports are distributed to sites if they meet any of the following criteria:

· Unexpected in standard transplant and/or

· Related to G-CSF Stimulated Bone Marrow and/or

· Considered to be significant from a safety perspective
Page 1 of 1
List version 10-Mar-2009

