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Description automatically generated]This form has been developed by the Safety Platform of the Swiss Clinical Trial Organisation. It is licensed under CC BY-NC 4.0. The content of this template may be shared and adapted as long as you follow the terms of the license. To view a copy of the license, visit http://creativecommons.org/licenses/by-nc/4.0/. Please attribute this resource to “Swiss Clinical Trial Organisation (Safety Platform)” and provide a link to the SCTO Platforms’ Tools & Resources website: www.sctoplatforms.ch. 
Disclaimer
This resource has been developed by the Safety Platform of the SCTO and reflects the views of the members of the platform. The SCTO and its platform members cannot be held liable for any use that may be made of the information contained herein.
Contact 
We would appreciate your feedback on this form. To give feedback on this resource or obtain further information, you can contact platforms@scto.ch. For more information on SCTO Platforms, please visit www.sctoplatforms.ch.

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) or Device Deficiency (DD) reporting in Clinical Trials with an In Vitro Diagnostic Medical Device (IVD). 
Section I is dedicated to the case registration and reporting from an Investigator to the Sponsor-Investigator.
Section II is dedicated to Sponsor-Investigator case assessment.
If the event requires a prompt reporting to EC and Swissmedic, the Sponsor-Investigator should fill in and submit the Swissmedic form for performance studies with IVD (SAE-CH_and_DD-CH_IVD form - BW610_20_024)
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.
Questions or suggestions?
To obtain competent answers to general safety questions or to offer feedback on this document, 
contact us at safety@scto.ch.
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	To be filled by the Sponsor

	Date of SAE/DD received: 
	

	Sponsor SAE/DD-No: 
	



Clinical Trials: Template for Serious Adverse Event or Device Deficiency Report Form for In Vitro Diagnostic Medical Devices (IVDs) 

Please complete the form by replacing all text modules in square brackets. Use check boxes to select the given options. Please send the completed Serious Adverse Event (SAE) / Device Deficiency (DD) form by e-mail to the Sponsor-Investigator without delay and according to the Clinical Performance Study Plan (CPSP), normally within 24 hours to 3 days of awareness of the event.
Malfunctioning devices should normally be returned to the manufacturer for examination. If not possible to keep it (e.g.: contamination) photos should be taken before discard.


As site-investigator, please report to the Sponsor-Investigator:
· any SAE 
· any device deficiency (DD)

As Sponsor-investigator, assess the case and if the event requires a prompt reporting, proceed as follows (ClinO-MD Art 33):  


For Category A trials, report without delay:
· to EC (within max 7 days): 
· For performance studies A1: SAEs with a causal relationship to the test procedure
Definition of test procedure: any procedure described in the CPSP, the omission or adaption of which is considered a protocol deviation  
· For performance studies A2: SADEs (possible, probable, or causal relationship to the investigational device, the comparator or investigation procedure) and DDs with SAE potential
For conformity-related studies of Cat A2, also report to contracting states in which the clinical trial is conducted or due to be conducted.
· to the materiovigilance contact person of your hospital who will report to Swissmedic and manufacturer:
· serious incidents (i.e. SADEs and DDs with SAE potential), according to materiovigilance procedures, governed by Art 59-60 IvDO in conjunction with Article 82-84 EU-IVDR. Swissmedic must be notified (materiovigilance@swissmedic.ch) using the form MU680_20_015d_FO.
The Sponsor has to ensure that reportable incidents are sent to Swissmedic:
· immediately after the causal relationship was established and no later than 15 days, or 
· immediately and not later than 2 days in the event of a serious public health threat, or
· immediately and no later than 10 days in the event of death or unanticipated serious deterioration in a person’s state of health.  

For Category C trials, report without delay, within max 7 days, to EC and Swissmedic: 
· any SAE occurring in Switzerland that has a possible, probable or causal relationship with the investigational device, the comparator or the investigation procedure;
· any Device Deficiency (DD) with an SAE potential occurring in Switzerland; 
· any new finding in relation to already reported events as defined above. 

How to report
For all reportable events (excluding materiovigilance) that occurred at a Swiss site, fill in and submit to EC and Swissmedic (if applicable)  the Swissmedic form for performance studies with IVD (SAE-CH_and_DD-CH_IVD form - BW610_20_024; always check the Swissmedic homepage for the current version).

For conformity-related studies (performance study A2,C1 and C2), conducted both in Switzerland and abroad, complete and submit a table in accordance with the MDCG 2020-10/2 template. This Excel table must be completed cumulatively over the course of the trial; please submit it at the same time to all National Competent Authorities where the performance study has commenced and highlight all changes from the previous submitted version.

Please note that other reporting may be requested by the authorities and by CPSP.
Section I (to be completed by the Investigator): 
1. Administrative 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
	[free text]

	BASEC Reference Number
	[free text]

	Swissmedic Reference Number
	[free text]

	Sponsor
	[free text]

	Site
	[free text]

	Name of Principal Investigator
	[free text]


2. IVD information
	Device and manufacturer Name
	[free text]

	Purpose (Indication)
	[free text]

	Date of surgically invasive sample taking 
	[day/month/year]

	Date of IVD use
	

	Current location of the device
	☐  Investigational/study site    ☐ Sponsor                                   ☐  Manufacturer
☐  Subject                                 ☐  Other [free text]                      ☐  Unknown                             


	UDI (unique device identifier)
(Device identifier number + Exp date + lot number + serial number= UDI)

	[free text]

	Related Procedures
	[free text]


3. Person affected
	☐  None (device deficiencies that might have led to SAE)
☐  Trial participant
☐  User  [free text]
☐  Other [free text]

	N. A.  (i.e. the affected person is not a trial participant )  ☐  

	Participant ID
[code]

	Year of birth
[year]
	Sex
☐  F / ☐  M /   ☐ Other, please specify: [free text]
	Weight (kg) / Height (cm)
(if relevant)
[bookmark: Text6][weight/height]


4. Information on the event
	Date of awareness: [day/month/year]

	4.1. Device deficiency N.A. ☐  
If the report does not involve any device deficiency, tick ‘N.A’ and proceed to sub-section 4.2
Nature of deficiency (tick all applicable items):
☐  Malfunction
☐  Material failure
☐  Use error
☐  Misuse
☐  Insufficient or inadequate labelling or instructions for use
☐  Other: [free text]

	Description: [free text] Describe the device deficiency and specify if it might have led to a SAE if suitable action had not been taken, or intervention had not been made, or circumstances had been less fortunate.

	Consequences for trial participant, user or other:
☐  None
☐  None, but DD might have led to a serious adverse event if suitable action had not been taken, or intervention had not been made, or circumstances had been less fortunate. Tick ‘N.A’ in sub-sections 4.2 to 8 and proceed to sub-section 9
☐  Yes Please fill in the complete form including sub-sections 4.2 to 8

	4.2. SAE (including device deficiencies with consequences for trial participant, user or other)          N.A. ☐  
SAE main term / Diagnosis: [free text] 

Description: [free text]  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.) 



	SAE onset date: [day/month/year]
	SAE stop date (if applicable): [day/month/year or NA]

	Seriousness criteria:
☐  A patient management decision resulting in death or an imminent life-threatening situation for the individual being tested, or in the death of the individual’s offspring
☐  Death 
☐  Serious deterioration in health of the individual being tested or the recipient of tested donations or materials, that resulted in 
☐  life-threatening illness or injury 
☐  permanent impairment of a body structure or a body function 
☐  hospitalisation or prolongation of patient hospitalisation 	
Date of admission: [day/month/year]
Date of discharge: [day/month/year]      ☐ Ongoing
☐  medical or surgical intervention to prevent life-threatening illness or injury or permanent impairment to a body structure or a body function 
☐  chronic disease
☐  Foetal distress, foetal death or a congenital physical or mental impairment or birth defect

	Outcome (tick one):
☐ Resolved with no sequelae			
☐ Resolved with sequelae		
       Specify sequelae: [free text] 			
☐ Ongoing
☐ Death			

	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   



5. Action taken for participant          N.A. ☐
	e.g. surgery, drug treatment for SAE, discontinuation, etc )
[free text] 


6. Evaluation of the event          N.A. ☐
	Intensity of symptoms 
Grading scale used: Instruction to Sponsor-Investigator: Please adapt this section accordingly: a) provide information on the intensity criteria as defined in the study protocol  and b) prefill the grading scale appropriately to finalize the template form
Grade: …………………….

	Causality assessment 1
Relationship of event to IVD:
(e.g. IVD use, inappropriate patient management decision)
	[bookmark: Text30][IVD1]: 
☐  Not related
☐  Possibly
☐  Probably
☐  Causal

If relationship of event is ‘not related’, specify the most likely cause of the event: [free text] 
	[IVD2]: 
☐  Not related
☐  Possibly
☐  Probably
☐  Causal

If relationship of event is ‘not related’, specify the most likely cause of the event: [free text] 
	 [IVD3]: 
☐  Not related
☐  Possibly
☐  Probably
☐  Causal

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

	Causality assessment 2
Relationship of event to studyprocedure:
(e.g. specimen collection, additional procedures, any other study procedures)
	[procedure1]: 
[Relationship term as defined in the protocol]
☐  Not related
☐  Possibly
☐  Probably
☐  Causal

If relationship of event is ‘not related’, specify the most likely cause of the event: [free text] 
	[procedure2]: 
[Relationship term as defined in the protocol]
☐  Not related
☐  Possibly
☐  Probably
☐  Causal

If relationship of event is ‘not related’, specify the most likely cause of the event: [free text] 
	[procedure3]: 
[Relationship term as defined in the protocol]
☐  Not related
☐  Possibly
☐  Probably
☐  Causal

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



7. 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]
	


8. Relevant assessments used in the diagnosis of SAE	N.A. ☐
	
	Date
	Assessment
	Result

	1
	[day/month/year]
	Provide details on tests/procedures taken to confirm the SAE     
	

	2
	[day/month/year]
	
	

	3
	[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/Sponsor-Investigator without delay and according to the Clinical Performance Study Plan (CPSP), normally within 24 hours to 3 days of awareness of the SAE 
Sponsors contact details:
[name and full address]
[contact telephone, email address]





Following sections are to be completed by the Sponsor-Investigator (option: and sent back to the PI)

Section II 
1. Sponsor Event evaluation and documentation 
	1.1 Device Deficiency           N.A. ☐ 
If the report does not involve any device deficiency, tick ‘N.A’ and proceed to sub-section 1.2 
Re-evaluation of potential to cause an SAE, in case no SAE occurred:  [free text]                                                                                               

	1.2 SAE (including device deficiencies with consequences for trial participant, user or other)    N.A. ☐               

	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 

	Re-evaluation of causality / relationship to IVD: 
☐  Not related       ☐  Possibly           ☐  Probably              ☐  Causal

Re-evaluation of causality / relationship to study procedure:
☐  Not related                   ☐  Possibly           ☐  Probably              ☐  Causal
Please explain your causality assessment. If relationship of event is ‘not related’, specify the most likely cause of the event.
[free text]

	Expectedness of the event:
Is the event anticipated i.e. described in the Safety Reference Information (e.g. in the Investigator’s Brochure/Instruction for use and/or the Technical Dossier)?
  ☐  Yes        ☐  No 

	1.3 Notification
If the event requires a prompt reporting to EC and/or Swissmedic, please fill in and submit the Swissmedic form (Clinical trials with IVD SAE-CH_and_DD-CH_IVD form, BW610_20_024)
Category A trial: for serious incidents, contact the materiovigilance of your hospital.


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



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