Date:

August 9, 2006

To:

Kenneth E. Kratz, PhD 
LSUHSC IRB Chairman

From:

XXX XXX




XXX XXXX
Clinical Research Coordinator

Principal Investigator

Re:    
Local Serious Adverse Event Reports
IRB Study # XXXX: Study Title:  
Enclosed please find a serious adverse event report for the study listed above for patient xxx/xxx.  The patient was seen by Dr. xxx for the first time in a year and it was discovered that the patient had not notified Dr. xxx of a hospitalization that had occurred in the past year.  The patient was instructed to contact the study coordinator immediately in event of an SAE.  This patient has been on study since 12/15/2000 and has been receiving study drug.   The patient’s SAE is considered not related to the study drug so this report did not require changes to the informed consent form.
If you require any additional information please contact xxx xxxx at xxx-xxxx or e-mail address.

