

Serious Adverse Event report form
Clincial trial of medicinal produkt


About the document
This is Version 2.0 of this document, published 2025-04-23.
If the template was downloaded a long time ago, we recommend that you visit Kliniskastudier.se to ensure that the latest version is being used.
This template is adapted to meet the requirements of the EU Regulation on clinical trials of medicinal products for human use (EU 536/2014) when the application is made via the EU common portal CTIS (Clinical Trials Information System).
The EU Regulation on clinical trials of medicinal products for human use (EU 536/2014) is also called CTR (Clinical Trials Regulation) in this template.
This form should be used for reporting of Serious Adverse Events (SAEs) from the investigator to the sponsor. At the clinical investigation site(s), please use the “Adverse Event” form to document adverse events. 
For further information on reporting from sponsor to the relevant authorities if an SAE is considered a Suspected Unexpected Serious Adverse Reaction (SUSAR), please see Checklista säkerhetsrapportering.
For more information and useful links, please visit the website of the Swedish Medical Products Agency (Läkemedelsverket).
[image: ]





	[bookmark: _Hlk182236011]EU trial number:
	
	Site:
	
	Subject ID:
	

	Trial ID:
	
	Principal Investigator:
	



	SERIOUS ADVERSE EVENT FORM

	Please submit to sponsor within 24 hours of awareness

	Sponsor:
	

	Contact person:
	


[Instruction: This form contains sensitive personal data. Arrange for a safe way to submit the form to sponsor, for example via eCRF or encrypted e-mail, ordinary e-mail is not considered safe.]
Report type
	Date of report
	_ _ /_ _ _/ _ _ _ _
DD 	MMM 	YYYY
	◻ Initial 	◻ Follow up 

	Date of Site Awareness
	_ _ /_ _ _/ _ _ _ _
DD 	MMM 	YYYY


Subject information
	Subject ID:
	

	Gender
	◻ Female 	◻ Male 	◻ Other 	◻ Unknown

	Year of birth
	_ _ _ _
YYYY


Adverse Event Term (diagnosis or symptom) 
	






	SAE start date
	_ _ /_ _ _/ _ _ _ _
DD 	MMM 	YYYY

	SAE stop date
	_ _ /_ _ _/ _ _ _ _
DD 	MMM 	YYYY
	◻ Ongoing
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Brief description of the Serious Adverse Event with no personal identifiers. 
If applicable describe any relevant medical history and other important information, e.g. lab results. 

Seriousness criteria
	◻ Death 
	_ _ /_ _ _/ _ _ _ _
DD 	MMM 	YYYY

	◻ Life threatening

	◻ Hospitalisation, initial or prolonged

	◻ Disability or permanent damage

	◻ Congenital anomaly or birth defect
◻ Other. An important medical event that may not be immediately life-threatening or result in death or hospitalisation, that may jeopardise the participant or that may require intervention to prevent serious outcomes (see ICH E2A and E19) should generally be considered as serious.


Severity
	◻	Mild 
	◻	Moderate
	◻	Severe


Relation to trial treatment
	◻	Likely related
	◻	Possibly related
	◻	Unlikely related
	◻	Not related
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[Instruction: use the following section if the information is not available to sponsor through eCRF]
Trial treatment [Adapt as relevant according to treatment schedule in each trial]
	Trial treatment at the time of the event, name and dose: 

	First dose date
	_ _ /_ _ _/ _ _ _ _
DD 	MMM 	YYYY

	Last dose date
	_ _ /_ _ _/ _ _ _ _
DD 	MMM 	YYYY

	Batch number:
	
	Code broken ◻ Yes 	◻ No


Causality
Do you consider that there is a reasonable possibility that the event has been caused by the following?
◻ Auxiliary Medicinal Products [Remove if no AMPs included in the trial protocol]
◻ Concomitant Therapy
◻ Trial Disease
◻ Trial Procedure
◻ Other Medical Condition
Action taken regarding trial treatment
◻ None
◻ Temporary stop
◻ Dose adjusted
◻ Treatment permanently discontinued
◻ Unknown
Other treatment of the SAE
	Other action taken
	◻ Yes	◻ No	◻ Unknown

	If yes, describe:




Outcome of SAE
◻ Recovered/resolved
◻ Recovered/resolved with sequelae
◻ Not recovered/not resolved
◻ Fatal
◻ Unknown
_________________________________	_______________________
Signature of Investigator	Date (DD/MMM/YYYY)
_________________________________
Printed name

[bookmark: _Toc182385332]

Sponsors assessment
Relation to trial treatment
	◻	Likely related
	◻	Possibly related
	◻	Unlikely related
	◻	Not related


[Remove if no AMPs included in the trial protocol]
Relation to Auxiliary Medicinal Products 
	◻	Likely related
	◻	Possibly related
	◻	Unlikely related
	◻	Not related


Expectedness
	◻	Expected
	◻	Unexpected


As described in Investigators Brochure (IB) or Summary of Products Characteristics (SmPC). 
Note that for example change of frequency or severity of previously described reactions can be unexpected.
_________________________________	_______________________
Signature of Sponsor representative	Date (DD/MMM/YYYY)
_________________________________
Printed name
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