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[bookmark: _GoBack]Event number      (Serious Adverse Events do not need to be reported for participants in the Cohort group)
Please Scan Immediately to the Big Baby Coordinating Centre:  email - uhc-tr.bigbaby@nhs.net
OR Please Fax Immediately to the Big baby Coordinating Centre: - Fax - 02476 150549
	1.Event Type  (please confirm ‘Yes’ or ‘No’ for each category)

	1
	Death
	No
	
	Yes
	

	2
	Is immediately life threatening
	No
	
	Yes
	

	3 
	Hospitalisation or prolongation of existing hospitalisation
	No
	
	Yes
	

	4
	Persistent or significant disability/incapacity
	No
	
	Yes
	

	5
	Congenital abnormality/birth defect
	No
	
	Yes
	

	6
	Other reason (please specify below)
	No
	
	Yes
	

	
	___________________________________________________________________________________



	2.Event Details

	Did this event occur between randomisation and discharge from hospital following delivery?
	No
	
	Yes
	

	Does this event relate to the mother or the baby?
	Mother
	
	Baby
	

	Date of birth of the patient experiencing the Adverse Event
	  

	Event short description
 (please provide diagnosis if possible)

	

	Date event deemed serious (date event met ‘Serious’ criteria dd/mon/yyyy)
	  
	
	

	Date site aware of the event
(dd/mon/yyyy)
	  
	

	Details of Event: Please include all relevant details of event including any tests performed and associated results. (NB if the patient has blood cultures please specify if they were positive, and if they are positive the microorganisms isolated)

	________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________
Please continue on SAE continuation form as necessary. Please tick box if continuation form used

	Please add details of any relevant medical history, concomitant medication and associated dates of administration

	________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________
Please continue on SAE continuation form as necessary. Please tick box if continuation form used 
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Event number  
	3.Causality

	In the opinion of the reporting clinician…
Was the event related to the trial?
(causality should only be assessed by the clinician)



	Definitely

	

	
	Probably

	

	
	Possibly

	

	
	Unlikely

	

	
	Unrelated

	



	4. Outcome of Event: (please select one only)

	Resolved  - 
no sequelae
	
	Date of Resolution (dd/mon/yyyy): 



	Resolved  - 
with sequelae 
	
	Details of Sequelae:
_____________________________
_________________________
	Date of Resolution(dd/mon/yyyy): 

	Unresolved 

	      
	Please complete SAE Follow-Up form as appropriate.

	Death

	      
	Please complete notification of death form.


(Please note your name must be on the trial delegation log to sign this form)
Reporting Clinician (please print):_______________________
(This should be a doctor on the delegation log delegated to perform SAE review)
Signature: __________________________________________Date Signed:   
Form completed by (please print):_______________________
Signature: __________________________________________Date Signed:   
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Event number   
	5. Expectedness (for Causality of definitely, probably or possibly only)

	Was the event?

	Expected

	
	


	
	Unexpected

	
	



	Date adverse event information was passed to the CI:
(dd/mon/yyyy)
	



	Were further investigations requested by the CI? 
	       No

Yes

	
Date Further investigation carried out (dd/mon/yyyy)

	Details of investigations:

	





	Date Further investigations passed to CI:
(dd/mon/yyyy)
	
  





Is the event related to the intervention?
No
Yes
Date report sent to MREC/MHRA/Sponsor (within 15 days of sponsor first aware of event -dd/mon/yyyy):
[image: ]  









Chief Investigator’s signature: ________________________________
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