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[Insert study title]
Chief Investigator: <insert>
Sponsor SAE reference number: 

SAE/SAR/SUSAR Reporting Form

	Subject Information

	Subject’s Initials:
	........../........../..........
	Male  
	Female  

	Subject’s Study Number:
	................................
	Height:
	................................

	Date of Birth:
	........../........../..........
	Weight:
	................................


	Details of Serious Adverse Event

	(A summary of signs and symptoms including vital signs, diagnosis, treatment of event, concurrent treatment and other relevant medical history)

Describe event:



	Severity of event:
	Mild  
	Moderate  
	Severe  

	Study drug:


	Date & time last dose of study drug taken:



	Date of SAE onset:


	Time of SAE onset:


	Location:



	Outcomes Attributed to SAE:

(tick all that apply)


Life threatening


Hospitalisation


Hospitalisation – prolonged


Disability or incapacity


Congenital abnormality/birth defect


Death
Date of death: ......./......../........



Cause of death:  ........................


	Outcomes of event at time of reporting:

(tick one)


Recovered/resolved


Recovered with sequelae


Resolving/recovering


Unresolved

Comments:  


	Causality and Expectedness

(expedited reporting to MHRA required for SUSAR)

	Causality assessment:

(to be completed by medically qualified investigator)
	Is the event expected?
Yes 
No 

	Is the event related to the subject’s involvement in the study?

Unrelated

Probably

Unlikely

Definitely

Possibly

No assessable


	Is the event related to the study drug?

Unrelated

Probably

Unlikely

Definitely

Possibly

No assessable


	Name of medically qualified person making decision:



	Sponsor’s assessment:


	Is the event expected? 
Yes 
No 

	Name of sponsor representative making decision:



	Comments:

(to be completed if evaluation of expectedness differs between Investigator and Sponsor or, if causal relationship is unclear, how you came to decision)



	Completed by:
Role:
Date:


	Details of Reporter and Principal Investigator

	Name & position of person completing report:

Contact no:

Signature:

Date:


	Principal Investigator authorising report:

Contact no:

Signature:

Date:


	Action taken regarding study participation

	


	Follow-up Information

	(please indicate if ongoing or resolved )



	Completed by:
Signature:
Date:


	Record of reporting/action taken

	Event
	Date
	Reference/Details/Signature

	Reported to Chief Investigator
	
	

	Reported to Sponsor representative
	
	

	Reviewed by Sponsor representative
	
	

	Reported to IMP Supplier*
	
	

	Entered onto Reporting System**
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


*SUSARs to be reported to <insert company name> at the same time as reports sent to Regulatory Authorities.

<delete / amend as appropriate> SAEs which do not require expedited reporting to local Regulatory Authority to be reported to <insert name> at least quarterly.  Reports to be sent on <specify form> to <specify name and address of company>

**As part of <insert timeframe> status report

<Insert study title> <Version Number and Date>
REC no: <insert>

EudraCT no: <insert>

Sponsor R&D no: <insert>
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