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	A) SITE DETAILS  
	B) WHY WAS THE EVENT SERIOUS?
	C) PATIENT DETAILS
	REC No.: 22/WM/0119
	Country: United Kingdom

	1. Name of Site



2. Name of Principal investigator



	3. Please select from the list below 

1 =  Resulted in death
2 =  Life-threatening
3 =  Required inpatient hospitalisation or  prolongation of existing hospitalisation
4 =  Persistent or significant disability/incapacity
5 =  Congenital anomaly/birth defect
6 =  Other, Important medical event
	4. Patient Initials
	5. Patient ID 
	6. Year of Birth
	7. Gender

	
	
	

 

	








	Y
Y
 Y
Y


	

	1 = Male
2 = Female

	
	
	


	

D) DETAILS OF SAE

	8. Date SAE was identified by site
Y
Y
 Y
Y
D
 D
M
M
 M

	

	9. Date SAE sent to SCTUY
Y
 Y
Y
D
 D
M
M
 M

	  11. Grade (CTCAE)
1 = Mild
2 = Moderate
3 = Severe
4 = Life-threatening
5 = Death related to AE
	  12. Date of SAE onset	Date of onset

dd- mmm-yyyy
	 13. SAE status
1 = Resolved
2 = Resolved with sequelae
3 = Ongoing
4 = Worsened
5 = Fatal
	  14. Date SAE resolved

dd-mmm-yyyy



	10. Main adverse event diagnosis / symptom  - Please record medical term 
	
	
	
	

	


	
	
	
	

	15. Associated Symptoms (if applicable) -  If associated symptoms meet the serious criteria in their own right, a separate SAE will need to be initiated (e.g. if associated symptom is life-threatening or caused prolongation of hospitalisation)

	
	
	
	   

	

	
	  
	
	
	

	


E) TRIAL MEDICATIONS (Refer to approved RSI for expectedness of main event against trial treatment)

	
	Investigator’s Opinion

	18. 16. Trial procedure name



	17. Date of procedure

dd-mmm-yyyy
	18. Action taken due to SAE


	19. Causal relationship to  SAE
Is this event causally related to the trial procedure/s? 
  
	20. Version
Version and date of Protocol used as the RSI used to assess expectedness.
	 21. PI signature 
Please provide signature of the PI/delegate who carried out the assessment and date of assessment

	
	
	
	
	Version
(vX)
	Date 
(dd-mmm-yyyy)
	

	Name of trial procedure 
	
	
	Related
	

			
	V………
	
	

Signature


Date (dd-mmm-yyyy)

	
	
	
	Unrelated* 
	

	*Per protocol, events unrelated to the trial do not need reporting as an SAE
	


	




	
G) DESCRIPTION OF SAE & RELEVANT MEDICAL HISTORYSAE No. _ _ _ _

	Patient ID :  
	








	

	28. Describe serious adverse event (include manifestation & progression of event and any treatments given in response to the event).
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	H) DIAGNOSTIC TESTS – If none please tick N/A     N/A:


	Test name
	
	
	
	
	
	

	Date
	
	
	
	
	
	

	Normal range
	
	
	
	
	
	

	Results (+ units)
	
	
	
	
	
	

	I) SIGN OFF

	Form completed by:
	
	
	
	Date:
	
	

	
	Signature
	
	Print Name
	
	dd-mmm-yyyy
	

	Contact E-mail:
	
	
	
	Contact Telephone No:
	
	

	Principal Investigator or delegate: 
	
	
	
	Date:
	
	

	
	
	
	
	
	
	

	
	Signature
	
	Print Name
	
	dd-mmm-yyyy
	



	

	Clinical Reviewer Opinion
	Not related to procedure/s - SAE not related to trial procedure.
	
	Related & unexpected SAE – SAE is related to the trial procedure/s & unexpected (according to protocol).
	SCTU Event No. 
	

 



	
	Assessment:
Please tick the most appropriate status
	Not related to trial procedure/s


	Related to trial procedure/s & unexpected SAE


	Please specify Protocol version and date from which the RSI was used to assess expectedness
	

	
	Main event listed in section 10
	
	
	
	

	CR comments:
	Y
Y

Y

Y

D	
D
M
M

M
	


	Signature:
	
	Date of Review: 
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