UNANTICIPATED PROBLEMS TRACKING LOG 


	Study Title:
	

	Principal Investigator:
	
	Study Coordinator:
	


	
	Subject ID
	Start Date

of Event
	Description of Event
	Serious
	Expected
	Related
	*Is this a UP involving risks to subjects or others? 
	CPHS Communication

	
	
	
	
	
	
	
	
	Submission
	Outcome

	1
	
	
	
	( Serious
( Not serious


	( Expected

( Unexpected

	( Possibly related

( Unrelated

	( Yes, this is a UP

( No, this is not a UP

	
	

	2
	
	
	
	( Serious
( Not serious


	( Expected

( Unexpected

	( Possibly related

( Unrelated

	( Yes, this is a UP

( No, this is not a UP

	
	

	3
	
	
	
	( Serious
( Not serious


	( Expected

( Unexpected

	( Possibly related

( Unrelated

	( Yes, this is a UP

( No, this is not a UP

	
	

	4
	
	
	
	( Serious
( Not serious


	( Expected

( Unexpected

	( Possibly related

( Unrelated

	( Yes, this is a UP

( No, this is not a UP

	
	

	5
	
	
	
	( Serious
( Not serious


	( Expected

( Unexpected

	( Possibly related

( Unrelated

	( Yes, this is a UP

( No, this is not a UP

	
	


*Adverse events that are unexpected, related and put the subjects or others at harm meet the definition of Unanticipated Problems involving Risks to Subjects or Others and need to be reported to CPHS.
UTHSC-H GCP Standard Operating Procedures 
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