	THIS FORM MUST BE TYPED


FORM 4.a

UT GSM IRB-05
SUBMISSION OF IND SAFETY REPORTS FOR MULTIPLE STUDIES
General Information that applies regardless of study:

	Date of Submission: 
	Department: 

	Contact Person: 
	Telephone: 

	Date on IND Summary: 
	Tracking # of first IND on Summary:


	Investigator’s Assessment of Reports  
	YES
	NO

	Regarding the relationship of the adverse event to the test article:

Does the local Principal Investigator’s opinion differ from the opinion of the investigator at the event site for any of the reports described in the attached summary?
(If answer is Yes, attach separate memo to explain further)

	
	


Studies Reporting IND Safety Events
	IRB #
	Study ID
	Principal Investigator
	Initial Approval Date
	Last Renewal Date
	Study Status
	Number originally approved
	Number Enrolled

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	


	Signature of Investigator: 
	Date:

	Signature of Investigator: 
	Date:

	Signature of Department or Program Chairman: 
	Date:

	Typewritten Name of Department or Program Chairman 
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