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	CONTINUING REVIEW 

SUPPLEMENT A

Form 4.31D
Ver  060109


LIST OF EVENTS

The IRB needs a list of all events.  It can be in your print out format or in the format below.  Include reports already submitted and report the submission date.  

LIST OF UNANTICIPATED PROBLEMS:   Problems are not just physical.  Think about loss of confidential data, a sponsor that goes bankrupt, or budget constraints leading to loss of the sole coordinator.  List problems that are beyond trivial or administrative irksome details and could have resulted in harm to someone. 

	Report

#
	Subj #
	Occurance date
	Serious

Y/N
	Related

Y/N
	Antici-pated

Y/N
	Event



	
	     
	     
	   
	   
	   
	     

	
	     
	     
	   
	   
	   
	     

	
	     
	     
	   
	   
	   
	     


REPORT OF CHANGES IN RESEARCH ACTIVITY:  


These are actions that differ from what was approved.   Consider:  Noncompliance, Anomalies, Breach of Protocol, Violations, Deviations, Exceptions and Changes made in order to treat a patient in immediate need.   Do not include modifications

	Report

#
	Subj #
	Occurance date
	Serious

Y/N
	Related

Y/N
	Antici-pated

Y/N
	Event



	
	     
	     
	   
	   
	   
	     

	
	     
	     
	   
	   
	   
	     

	
	     
	     
	   
	   
	   
	     


LIST OF SERIOUS ADVERSE EVENTS:  Adverse Events that were serious (your judgement, FDA or protocol definition) and were unanticipated should have been reported promptly (5 days).  All other SAEs should be listed and reported at time of continuing review.  Inclusion of a frequency table is strongly encouraged.  

	Report

#
	Subj #
	Occurance date
	Serious

Y/N
	Related

Y/N
	Antici-pated

Y/N
	Event



	
	     
	     
	Yes
	   
	   
	     

	
	     
	     
	   
	   
	   
	     

	
	     
	     
	   
	   
	   
	     


