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SAE AND SUSAR PROTOCOL-SPECIFIC SUMMARY OF REVIEWS
	UPMREB 

Code
	

	Initial Approval Date
	<dd/mm/yyyy>

	Date of Last Continuing review approval: 
	<dd/mm/yyyy>
Reason, if no CRA Approval:

· Pending SJREB Approval

· Less than 10 months since last initial approval

· No CRA Submission

· Others (specify): ___________________



	Version and date of latest approved protocol:
	

	Version and date of latest approved ICF:
	

	Study Protocol Title
	

	Principal Investigator
	

	Type of Review
	

	Primary Reviewers
	

	Technical Review
	

	Sponsor/CRO
	

	SAE REPORT #1
	Suspected Drug
	

	
	Patient no
	

	
	Report Date
	

	
	Date of SAE
	

	
	Date of 1st use
	

	
	Duration of Therapy
	

	
	Age
	

	
	Sex
	

	
	Country
	

	
	Nature of SAE
	<Patient died, Involved or prolonged inpatient hospitalization, involved persistence or significant disability or incapacity, life threatening

	
	Summary description of the SAE
	

	
	Co-morbidities
	

	
	Reaction abated after stopping drug
	<Yes/No/NA>

	
	Reaction appeared after reintroduction
	<Yes/No/NA>

	
	Treatment of SAE
	
	

	
	Status
	

	
	Country
	

	Reviewer’s Assessment
	Causality assessment
	<Certain, Probable, Possible, Unlikely, Conditional, Unclassifiable>

	
	Reason/Comment
	

	
	Adequacy of Treatment of SAE
	

	
	Recommended Action
	No further action

	
	Summary of Recommendation
	

	SAE REPORT #2 
	Suspected Drug
	

	
	Patient no
	

	
	Report Date
	

	
	Date of SAE
	

	
	Date of 1st use
	

	
	Duration of Therapy
	

	
	Age
	

	
	Sex
	

	
	Country
	

	
	Nature of SAE
	<Patient died, Involved or prolonged inpatient hospitalization, involved persistence or significant disability or incapacity, life threatening

	
	Summary description of the SAE
	

	
	Co-morbidities
	

	
	Reaction abated after stopping drug
	<Yes/No/NA>

	
	Reaction appeared after reintroduction
	<Yes/No/NA>

	
	Treatment of SAE
	

	
	Status
	

	
	Country
	

	Reviewer’s Assessment
	Causality assessment
	<Certain, Probable, Possible, Unlikely, Conditional, Unclassifiable>

	
	Reason/Comment
	

	
	Adequacy of Treatment of SAE
	

	
	Recommended Action
	No further action

	
	Summary of Recommendation
	


Page 2 of 2

