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Scope
This document is a template, to be used in general for Investigator-Initiated Trials (IITs). This document should be used for Serious Event (SE) notifications in Human Research Ordinance (HRO) research projects according to HRO Art. 21.
Section I is dedicated to the case registration and reporting to the Project Leader at lead site/Sponsor.
Section II is dedicated to the Project Leader at lead site/Sponsor case assessment.
In the case of a monocentric project, it is advisable to have a reporter (e.g. the physician who sees the participant) who fills in section I and the Project Leader who re-evaluates the case and fills in section II. 
In the case of a multicentre project, the local Project Leader completes section I and sends it by e-mail to the coordinating Project Leader at lead site/Sponsor within 24 hours of awareness of the event. The Project leader at lead site/Sponsor re-evaluates the case and completes section II.
This template may also be used to notify the Ethics Committee. 
Instructions on cases that require such notifications and relative responsibilities, and timelines are provided in the text.
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	To be filled by Project leader at lead site/ Sponsor

	Date of SE received: 
	

	Sponsor SE-No: 
	



Serious Event Report Form for HRO Research Project

Please complete the report by replacing all text modules in square brackets. Use check boxes to select the given options. 
The Project Leader at lead site/Sponsor shall report a serious event to ththe responsible Ethics Committee (EC) within 7 days of a Serious Event (SE) occurring at a site in Switzerland for which it cannot be excluded that the event is attributable to the HRO research project (sampling of biological material or the collection of health-related personal data) (HRO Art. 21). 
In addition, the project must be interrupted and, in case of a multicentre project, all sites must be informed by the Project Leader at lead site/Sponsor.

Only SE occurring in Switzerland have to be reported to the ECs. 
Section I (to be completed by Reporter/Local Project Leader): 
1. Serious Event (SE) information 
	Report type
☐  Initial  (Date: [day/month/year])       //     ☐  Follow up (if follow up, follow up number: [   ]  Date: [day/month/year]
                                                                                    If it is a follow-up report, only additional information or information that has changed since previous 
                                                                                    report must be added.

	Title of Research Project  
	

	BASEC Reference Number
	

	Project Leader at lead site
	

	Sponsor, if applicable and different from Project Leader at lead site
	

	Site n. /name
	

	Name of local Project Leader,
(for multicentrer projects)
	

	Participant ID
[bookmark: Text1][code]
	Year of birth
[year]
	Sex
☐ F  / ☐ M /
☐ other/unknown
	SE onset date
[day/month/year]
	SE stop date 
[day/month/year]
☐ ongoing
	Date of SE 
awareness
[day/month/year]

	SE Main Term/Diagnosis:   [free text] 

Description: Describe the SE, the connection to project procedures and provide details of assessments used for the diagnosis of the SE and/or any other relevant information (including relevant tests/lab data, further signs and symptoms, development of the event, action taken to treat the SE, etc.) 
[free text]






2. Evaluation of the SE
	Please select the applicable seriousness criterion. The event:
☐ required inpatient treatment not envisaged in the protocol or extends a current hospital stay
 If an hospitalization was required, please specify:   Date of admission: [day/month/year]    Date of discharge : [day/month/year]
☐ resulted in permanent or significant incapacity or disability
☐ was life-threatening or resulted in death

	The research project encompasses the 
☐  sampling of biological material
☐ collection of health-related personal data
	Causality assessment
It cannot be excluded that the event is attributable to the
☐ sampling of biological material
☐ collection of health-related personal data

	Did the SE occur in connection with an investigation involving ionising radiation (according to HRO Art. 19)?

☐ yes 
☐ no


3. Relevant Concomitant medication/therapy(ies) – except those used to treat event									N.A. ☐ 
	Relevant Concomitant medication/therapy(ies) and dates of conduct   [free text]



4. Relevant medical history 								N.A. ☐
	Specify relevant medical history (e.g. allergies, diseases,   surgeries, etc.) that may explain the SE
	Onset date
	Ongoing
	End date

	
	[day/month/year]
	☐ Yes     ☐ No
	[day/month/year]

	
	[day/month/year]
	☐ Yes     ☐ No
	[day/month/year]

	
	[day/month/year]
	☐ Yes     ☐ No
	[day/month/year]


5. Reporter signature
	Reporter name and address:
[name and full address]
[contact telephone, email address]

Role in the project 
☐ Project leader at lead site
☐ Local project leader
☐ Other (e.g. sub-investigator):………………………………..

Place, Date: …………………………………………………………………………….	Signature: ………………………………………….

Please send the filled-in SE form by e-mail to the Project Leader at lead site /Sponsor within 24 hours of awareness of the event!
Project Leader at lead site/Sponsor contact details:
[name and full address]
[contact telephone, email address]





Following sections are to be completed by the Project Leader at lead site/Sponsor 
Section II
According to the reporter, the event is serious and it cannot be excluded that it is attributable to the project. 
As Project Leader at lead site/Sponsor you have to:
· Interrupt the research project until evaluation of the SE by the EC
· Inform all involved participating sites of the interruption
· Complete and submit this form to notify the responsible EC within 7 days (HRO Art. 21 par. 4). 
You should re-assess the case. If you disagree with the reporter, the most conservative judgment must be used, i.e. you cannot downgrade the reporter’s assessment. In this case, both opinions will be provided in the submitted form to the EC.

· Please note: the project must be interrupted at all sites and the EC informed anyway, independently from your re-evaluation.
1. Serious Event documentation 
	Date of project interruption [day/month/year] 	
Date other sites (if applicable) informed [day/month/year] 	


2. Serious Event re-evaluation 
As Project Leader at lead site/Sponsor 

	Re-evaluation of seriousness:
Is the event serious? i.e. do you agree with reporter’s seriousness assessment?
☐ Yes	☐ No
Comments, if  you assess the event as non serious: [free text] 

	Re-evaluation of causality / relationship to project procedures 

☐ It can be excluded that the event is attributable to the project procedures under investigation
☐ It cannot be excluded that the event is attributable to the 
☐ sampling of biological material
☐ collection of health-related personal data 

Please explain your causality assessment  
[free text]

	Evaluation of expectedness of the SE
The SE was:
☐ Expected
☐ Unexpected

Expectedness evaluation is based on data from literature, standard procedure, hospital practice. Expected SEs are in primis listed as risks in the participant information and consent form; they can also be indicated in the research project plan.

Comments, if applicable: [free text






3. Proposal how to proceed
	☐ Continuation, no adjustments required
☐ Change protocol/safety section
	☐ Definitive termination of research project 
☐ Other: [free text]




4.  Project Leader at lead site/Sponsor signature
	Project Leader at lead site/Sponsor name and address:
[name and full address]
[contact telephone, email address]


Place, Date: …………………………………………………………………………….	Signature: ………………………………………….
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