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SAE report form – MINA TRIAL 

	What are you reporting?
	((SAE / DD (conform MDCG 2020-10/2 safety report form)

( SADE 


	*If the event is related and unanticipated it is an Unexpected Serious Adverse Device Events (USADE) and requires expedited reporting. Inform the Sponsor immediately. 


	Study acronym
	MINA-TRIAL
	Study site
	
	( Initial report

( Follow-up report

	Dossier number (ABR)
	NL 009347 
	Sponsor
	Amsterdam UMC
	

	EUDAMED ID
	Niet van toepassing 
	Study blinded?
	( Yes
	( No
	Date SAE notification
	__ __ / __ __ __ / __ __ __ __

	Principal investigator (PI)
	
	Subject unblided?
	( Yes
	( No
	
	


	Name of device* 
	Indication for use


	Participant has been fitted / used / treated with device?     
	What is the current location of the device?
	Start date (dd/MMM/yyyy)
	Stop date (dd/MMM/yyyy)

	
	
	( Yes 

( No


	Investigational/study site

Sponsor

Subject

Manufacturer

Remains implanted

Discarded

Unknown

Other
	
	( Ongoing


*If more than one device is being used, please complete for each device 

	Participant information 

	Age   __ __ ( years / ( __ __ months
	Gender ( Male / ( Female
	Screening number:
	Randomisation number:

	Event/ Reaction (keywords; e.g body site, symptoms, severity, treatment) 

	

	Date first signs / symptoms (onset) (dd/MMM/yyyy)
	__ __ / __ __ __ / __ __ __ __

	Date person completing form became aware of event (dd/MMM/yyyy)
	__ __ / __ __ __ / __ __ __ __

	Criteria for definition as SAE:

((Death
((Serious deterioration in the health of the participant, that resulted in any of the following: 
· life-threatening illness or injury,

· permanent impairment of a body structure or a body function,

· hospitalisation or prolongation of patient hospitalisation,  

· 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.
Any inadequacy in the identity, quality, durability, reliability, safety or performance of an investigational device, including malfunction, use errors or inadequacy in information supplied by the manufacturer. The sponsor must report any deficiency in the device that could have led to a serious adverse event if appropriate action had not been taken, if it had not been intervened with, or if the conditions had been less favourable. 

	Describe event (A summary of signs and symptoms, diagnosis, treatment of event, concurrent treatment, other relevant medical history. Please include the point in the study at which the event occurred.)

	


	In the investigators opinion was the event related to the device?
	*In case probable/causal please specify below: 

	( Not related 
( Possible  
( Probable
( Causal          
	

	In the investigators opinion was the event related to the procedure?
	*In case probable/causal please specify below:

	( Not related 
( Possible  
( Probable
( Causal          

	


	If related to device was this reaction unexpected (USADE)?
	Action taken with device
	Outcome

	( Yes
( No

( Not applicable 

	( None

( Device schedule adjusted 

( Device permanently removed /discontinued
Date removed __ __ / __ __ __ / __ __ __ __
( Other

( Unknown at time of report 

	( resolved
( ongoing
( resolved with sequelae
( death
( unknown

	Hospitalisation or prolonged hospitalisation (if applicable)
(dd/MMM/yyyy)
	Date of death (if applicable) (dd/MMM/yyyy)
	Description of sequelae (if applicable)

	Date hospitalisation: __ __ / __ __ __ / __ __ __ __
	__ __ / __ __ __ / __ __ __ __
	

	Date hospital discharge: __ __ / __ __ __ / __ __ __ __
	
	


	Reporter name

	
	Date (dd/MMM/yyyy)
	

	Reporter role
	
	Signature
	

	Received by sponsor via
	e-mail / fax / other, namely: …………………………
	Date (dd/MMM/yyyy)
	

	Name recipient
	
	Signature
	


INSTRUCTIONS: Safety report | Investigators | The Central Committee on Research Involving Human Subjects (ccmo.nl)
The participating sites can use this form or the MDCG 2020-10/2 safety report form to report an event to the sponsor.  
From the date of application of the Regulation (EU) 2017/745 (MDR) on May 26, 2021, the reporting of serious adverse events (SAEs) and device deficiencies must be carried out in accordance with the MDR. This also applies to already initiated (ongoing) clinical investigations for which SAEs were previously to be reported to the IGJ. 
What reporting forms are to be used for serious adverse events (SAEs) beginning May 26, 2021?
Undesirable events, such as serious adverse events (SAEs), may occur during the investigation. Also, a medical device deficiency may become apparent. These occurrences must be reported to the review committee in the form of safety reports. The procedures for safety reports are described in MDCG guidance 2020-10/1. The MDCG 2020-10/2 safety report form has been developed for reporting to the relevant committees. Each framework of clinical investigation under the MDR has different requirements for safety reporting.

No transitional arrangement has been established for safety reports of studies with a positive decision prior to 26 May 2021. This means that the safety reports of studies approved prior to 26 May 2021 and subject to MDR article 62 or article 74 must also fulfil the requirements of article 80. SAEs already reported through the MEDDEV 2.7/3 SAE report table do not need to be converted to the MDCG 2020-10/2 table. Exceptions are SAEs in studies that are just starting and SAEs with relevant new information on the report. This concerns only 'reportable events' (see flow chart Adverse events in research with medical devices) (link). For clinical investigations subject to MDR article 82, the rules of the Dutch Medical Research Involving Human Subjects Act [Wet medisch-wetenschappelijk onderzoek met mensen, WMO]  continue to apply for reporting safety reports (article 10, WMO).

Safety reports that must comply with MDR article 80 and MDCG 2020-10/1&2:
· Clinical investigations in the context of conformity purposes (MDR article 62 or 74.2);

· Post-market clinical follow-up investigations (MDR article 74.1) for SAEs related to the investigational procedure;

· Studies with a positive decision prior to 26 May 2021 and an obligation to notify the IGJ/CCMO, with the exception of studies that are subject to MDR article 82;

· Reporting is done using the MDCG 2020-10/2 safety report form  which is submitted via ToetsingOnline.

Safety reports that must comply with the vigilance provisions of MDR articles 87-90 and that fall under the manufacturer's responsibility:
· Post-market clinical follow-up investigations (MDR Article 74.1) except SAEs related to the investigational procedure;

· Reporting of SAEs related to the investigational procedure is done using the MDCG 2020-10/2 safety report form  which is submitted through ToetsingOnline. 
Safety reports that must comply with article 10 of the WMO:
· Other clinical investigations (MDR article 82);

· Studies with a positive decision prior to 26 May 2021 and that are subject to MDR article 82;

· Reporting is done using the SAE report form on ToetsingOnline.
How to submit

Because Eudamed is not available as yet, the sponsor is required to upload the safety information through ToetsingOnline. The review committee will receive a message that the safety information (SAE, line listing) has been uploaded and can start the assessment. Safety reports of studies with a positive decision prior to 26 May 2021 and not subject to the Dutch Medical Research Involving Human Subjects Act [Wet medisch-wetenschappelijk onderzoek met mensen, WMO] may be reported at devices@ccmo.nl. These should also be reported to the review committee.
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