FORM 3.7
OFF-SITE SAE SUMMARY REPORT

	Principal Investigator:…………………………
	Protocol No.:

	Study Title:………………………………………
	This report covers the period:

	Sponsor:…………………………………………
	




	Report No.
	Report date
	Country
	Seriousness *
	Describe the events

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	



Summary based on seriousness (in number)

	1. Patient Died
	:

	2. Involved or Prolonged in-patient hospitalization
	:

	3. Involved persistent or significant disability or incapacity
	:

	4. Life threatening
	:

	5. Congenital anomaly
	:

	6. Other medically important condition
	:




* Seriousness:
1. Patient Died
2. Involved or Prolonged in-patient hospitalization
3. Involved persistent or significant disability or incapacity
4. Life threatening
5. Congenital anomaly
6. Other medically important condition

