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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 Adverse Event (SAE) notifications in Clinical Trials with an Investigational Medicinal Product (IMP).

Section I is dedicated to SAE registration and reporting from an Investigator to the Sponsor-Investigator.
Section II is dedicated to Sponsor-Investigator case assessment.
This template may also be used to notify Ethics Committee
Instructions on cases that require such notifications and relative responsibilities and timelines are provided in the text.
Instructions for use
Note that all Instructions in the template are highlighted and they should be deleted before the form is sent to the participating site(s) or used in a clinical trial.
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	To be filled by the Sponsor

	Date of SAE received: 
	

	Sponsor SAE -No: 
	



ClinO Clinical Trials: Serious Adverse Event Report Form for Investigational Medicinal Products (IMPs) 

Please complete the form by replacing all text modules in [square brackets]. Use check boxes to select the given options. Please send the completed SAE Report Form by e-mail to the Sponsor-Investigator within 24 hours of awareness of the SAE.
Section I (to be completed by Investigator): 
1. Serious Adverse Event information 
	Report type
☐  Initial  (Date: [day/month/year])       //     ☐  Follow up (Follow up No.: [   ]  and 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.

	Clinical Trial Short Title

	

	BASEC Reference Number

	

	Swissmedic Reference Number
	

	Sponsor
	

	Site
	

	Name of Principal Investigator

	

	Participant ID
[bookmark: Text1][code]

	Year of birth
[year]
	Sex
☐ F / ☐ M / 
☐ other, please specify:
	Weight/height (if relevant)


(kg/cm)
[bookmark: Text11][weight/height]
	SAE onset date
[day/month/year]
	SAE stop date [day/month/year]

☐ ongoing

	Date of SAE awareness
[day/month/year]

	SAE main term / Diagnosis:   [free text] 

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








2. Relevant assessments used in the diagnosis of SAE (provide details on tests / procedures performed to confirm the SAE)
	
	Date
	Assessment
	Result

	1
	[day/month/year]
	
	

	2
	[day/month/year]
	
	

	3
	[day/month/year]
	
	




3. Action taken for participant
	☐  Withdrawal from the trial due to SAE? 
☐  Other actions taken (e.g. surgery, drug treatment for SAE, etc.)?

[free text] 





4. SAE seriousness
	☐  Results in death
☐  Is life-threatening
☐    Requires inpatient hospitalisation or prolongation of existing hospitalisation
             Date of admission:       [day/month/year]
             Date of discharge :       [day/month/year],   ☐ ongoing

☐    Results in persistent or significant disability/incapacity or 
☐    Is a congenital anomaly/birth defect
 If applicable, other criteria according to ICH E2A/protocol: [free text] _______________________________________
☐  Other medically important event: [free text] _______________________________________


5. Evaluation of the SAE
	Intensity of symptoms 
Grading scale used:  [Instruction to Sponsor-Investigator: Please prefill the grading scale used in the study before sending the SAE reporting template to the sites]
Grade: …………………….

	Outcome (tick one)
☐  Recovered/resolved			☐  Ongoing
☐  Recovered/resolved with sequelae		☐  Unknown
        Specify sequelae:  ……………………………………………………..			
☐  Fatal					
☐  Other     [free text]…………………………………………....................

☐  Not resolved at death (independent of the SAE)
	In case of death:
Autopsy performed: ☐  yes        ☐  no  
Cause of death (if autopsy is yes):        [free text]
Date of death:           [day/month/year]

Autopsy report available:      ☐  yes        ☐  no   



6. IMP(s) information and evaluation
	☐  Double blind *         ☐  Open label          ☐  Other: …………………….

*If Double Blind Phase, Randomization Number: …………………………

*Was the blinding broken?  ☐  No                        ☐  Yes, date: [day/month/year]      Reason for breaking the blind: ……………………….

	Study Medication Name

	IMP 1

	IMP 2 
	IMP 3

	Treatment

	Start: [day/month/year]
Day of last administration before SAE onset: [day/month/year]
	Start: [day/month/year]
Day of last administration before SAE onset: [day/month/year]
	Start: [day/month/year]
Day of last administration before SAE onset: [day/month/year]

	Batch No.
	
	
	

	Formulation
	
	
	

	Total daily dose
	
	
	

	Dose units (e.g. mg)
	
	
	

	Dosing frequency
	
	
	

	Route of administration
	
	
	

	Action taken with regard to IMP

	☐  No change
☐  Dose decreased

☐  Interrupted

☐  Stopped permanently

☐  Dose increased

☐  N.A.
	☐  No change
☐  Dose decreased

☐  Interrupted

☐  Stopped permanently

☐  Dose increased

☐  N.A.
	☐  No change
☐  Dose decreased

☐  Interrupted

☐  Stopped permanently

☐  Dose increased

☐  N.A.

	Event abated after study medication was stopped /interrupted /decreased?
	☐  Yes
☐  No

☐  NA
	☐  Yes
☐  No

☐  NA
	☐  Yes
☐  No

☐  NA

	Event re-appeared after medication was re-introduced?
	☐  Yes
☐  No

☐  NA
	☐  Yes
☐  No

☐  NA
	☐  Yes
☐  No

☐  NA

	Causality assessment






[bookmark: Text29][Instruction to Sponsor-Investigator: Leave only one of the two options for Causality assessment (and delete the other from the template) before sending the SAE template to the sites] 
	[Chose relationship term as defined in the protocol]
Option1
☐  Related
☐  Not related

Option2
☐  Not related*
☐  Unlikely*
☐  Possibly
☐  Probably
☐  Definitely

* If relationship of event is ‘not related’ or ‘unlikely’, specify the most likely cause of the event:    
[free text] 
	[Chose relationship term as defined in the protocol]
Option1
☐  Related
☐  Not related

Option2
☐  Not related*
☐  Unlikely*
☐  Possibly
☐  Probably
☐  Definitely

* If relationship of event is ‘not related’ or ‘unlikely’, specify the most likely cause of the event:          
[free text] 
	[Chose relationship term as defined in the protocol]
Option1
☐  Related
☐  Not related

Option2
☐  Not related*
☐  Unlikely*
☐  Possibly
☐  Probably
☐  Definitely

* If relationship of event is ‘not related’ or ‘unlikely’, specify the most likely cause of the event:          
[free text] 


7. Relevant concomitant drug(s)          ☐  N.A.
	Trade name [Name of drug]
	X1
	X2
	X3

	Active substance
	
	
	

	Indication
	
	
	

	Formulation
	
	
	

	Treatment

	Start: [day/month/year]
Day of last use before SAE onset: [day/month/year]
☐  Ongoing
	Start: [day/month/year]
Day of last use before SAE onset: [day/month/year]
☐  Ongoing
	Start: [day/month/year]
Day of last use before SAE onset: [day/month/year]
☐  Ongoing

	Total daily dose
	
	
	

	Dose units (e.g. mg)
	
	
	

	Dosing frequency
	
	
	

	Route of administration
	
	
	


8. Relevant medical history          ☐  N.A.
	Specify relevant medical history (e.g. allergies, diseases, surg-eries, etc.) that may explain the SAE
	Onset date
	Ongoing
	End date
	Taken medication

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

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

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


9. Reporting Investigator signature
	Reporter name, contact data and address:
[name and full address]
[contact telephone, email address]

Role in the study (if different from Principal Investigator):



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

Please send the filled-in SAE form by e-mail to the sponsor-investigator within 24 hours of awareness of the event!

Sponsor- investigator contact details:
[name and full address]
[contact telephone, email address]




Following sections are to be completed by Sponsor-Investigator (option: and sent back to Principal Investigator).
Section II
1. Serious Adverse Event Sponsor evaluation and documentation
	Date of SAE receipt from site
[day/month/year] 
	Sponsor SAE-No.
[SAE-No] 
 

	
Do you confirm the event is serious according to the protocol:
☐  Yes            ☐  No 


	Sponsor evaluation of causality / relationship to IMP [Relationship term as defined in the protocol]:
[Instruction to Sponsor-Investigator: Chose relationship term as defined in the protocol (e.g. Option 1 or Option 2]. 

Option1
☐  Related
☐  Not related

Option2
☐  Not related*
☐  Unlikely*
☐  Possibly
☐  Probably
☐  Definitely

* If relationship of event is ‘not related’ or ‘unlikely’, specify the most likely cause of the event: [free text]


	Evaluation of relatedness differs from that of Investigator:   
☐  Yes            ☐  No
If yes, please specify: [[free text]


	Expectedness of the event:
Is the event expected, i.e., described in the Safety Reference Information (e.g., in the Investigator’s Brochure or the current Product Information)?
☐  Yes            ☐  No 
If no, please specify: [free text]



2. Assessment of SUSAR
	Is the event classified as SUSAR i.e., the event is serious, related to IMP and unexpected? 
☐  Yes  - If yes, please complete CIOMS form and report as appropriate to competent authorities (CAs) and inform all sites accordingly (ClinO     
         Art. 41).
☐  No 
The Sponsor will inform the Principal Investigator / Coordinating Investigator; Ethics Committee must be informed within 7 days in case of a fatal or life-threatening SUSAR or within 15 days in case of any other SUSAR (ClinO Art. 41 al. 2 and 3 in case of a multicentre study). Sponsor informs the CA in case of Clinical Trial cat. B or C within the same timelines. 
(Art. 41 al. 4 and 4bis) 



3. Sponsor-Investigator signature
	Sponsor name and address: 
[name and full address]
[contact telephone, email address]



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