Changes: 

	No.  
	Previous order of the questions 
	New order of the questions  

	1
	With reference to Article 87(9) of the MDR, what is a “device type”? 


	What is EUDAMED?


	2
	What is EUDAMED?

	What is the definition of an “incident” and are “incidents” reportable under the MDR?



	3
	With reference to Article 89 of the MDR, what is an evaluating competent authority?


	With reference to the definition of an incident (Article 2 (64)), what are examples of a “device malfunction”?

	4
	What is a Field Safety Corrective Action?

	With reference to the definition of an incident (Article 2 (64)), what are examples of “use-errors that are caused by the ergonomic features” of a device?


	5
	With reference to article 87 (1 b), What is meant with “..including any field safety corrective action undertaken in a third country…” ?

	What is the definition of the term “user”?

	6
	How to understand the term immediately and the phrase without undue delay within the scope of Article 87?


	What is a “use-error”? 


	7
	With reference to the reporting requirements for manufacturers which are outlined in Article 87, what is the day of awareness/awareness date?

With reference to the reporting requirements for manufacturers outlined in Article 87, what is considered as the “day of awareness/awareness date”?

	What is the definition of “abnormal use”?

	8
	How to apply the reporting days defined by Article 87(3)(4)(5) of the MDR?

	What is considered as a “side-effect” and are they reportable?

	9
	Why does the MIR have a report form named “Final, non-reportable” and how shall that be used? 

	What are the criteria for reporting a “serious incident”?

	10
	What is the definition of an “incident”?

	According to Article 87(5) of the MDR, manufacturers shall in the event of an unanticipated serious deterioration in a person's state of health provide a report. When is a “deterioration in a person's state of health” considered as “unanticipated”?

	11
	With reference to the definition of an incident (Article 2 (64)), what are examples of a device malfunction?
	With reference to the timelines for the reporting requirements outlined in Article 87, what is meant by “immediately” and the phrase “without undue delay”?

	12
	With reference to the definition of an incident (Article 2 (64)), what are examples of use-errors that are caused by the ergonomic features of a device  ? 
	According to Article 87(3) of the MDR, manufacturers shall report any serious incident immediately after they have established that a causal relationship between the incident and their device is reasonably possible. What is meant by “reasonably possible”?


	13
	What is the definition of a serious incident ?


	According to Article 87(3) of the MDR, manufacturers shall report any serious incident immediately after they have established that a causal relationship between the incident and their device is reasonably possible. What is meant by “reasonably possible”?


	14
	What is categorized ‘harm’ and what is considered as indirect harm?


	How to apply the reporting days defined by Article 87(3)(4)(5) of the MDR?

	15
	What is the definition of the term “user”?

	Why does the Manufacturer Incident Report (MIR) in section 1.2 have a report type named “Final, non-reportable” and when should it be used? 


	16
	What is an undesirable side-effect? 


	What is a “non-serious incident”?

	17
	What is the definition of the intended purpose of a device?

	What is a “field safety corrective action”?


	18

	What is a NON SERIOUS INCIDENT
	With reference to Article 87 (1 b) of the MDR, What is meant with “..including any field safety corrective action undertaken in a third country…” ?


	19
	What is a Periodic Summary Report

	Within the scope of Article 89 of the MDR on analysis of serious incidents and field safety corrective actions, what is an “evaluating competent authority”?


	20
	What is a common and well documented serious incident?

	As outlined in Article 89 competent authorities shall as part of their analysis of serious incidents and field safety corrective actions, evaluate the probability of occurrence of “direct and indirect harm”. What is meant by “indirect harm”?


	21
	With reference to Article 13 and 14, when is a device considered to present a serious risk 

	In accordance with Articles 10, 13 and 14, manufacturers, importer and distributors shall inform competent authorities of devices that present or are considered to present a serious risk. What is the definition of a “serious risk”?


	22
	What is meant by REASONABLY POSSIBLE in the context of reporting serious incidents with medical devices as outlined in Article 87?


	What is a Periodic Summary Report?

	23
	What is a serious deterioration in of state of health ?

	With reference to Article 87(9) of the MDR, what is a “device type”? 

	24
	What is an expected SIDE EFFECT
	What is a “common and well documented” serious incident?

	25
	What is considered, STATISTICALLY SIGNIFICANT in the concept of Article 88? 

	With reference to the criteria for trend reporting which as outlined in Article 88, what is meant by a “significant impact on the benefit-risk analysis?


	26
	What is considered  a serious public health threat?

	

	27
	When is a deterioration of a person's state of health considered as unanticipated?

	

	28
	What is the definition of abnormal use and to who does this apply ?

	

	29
	What is meant by a USE ERROR 

	

	30
	What is understood by “significant impact on the benefit-risk analysis”
	

	31
	Who is the operator of a device?

	

	32
	How to define use error and misuse for medical devices which do not require an IFU, because the usage is considered evident?
	

	33
	What is a temporary serious deterioration?


	



Questions that were removed from the document.  
	16
	What is an “undesirable side-effect”?
	At the meeting in the 3 June 2021, it was decided to remove this question. 
Reason: not within the scope of this document. 
Can be included in future guidance for Trend TF.


	17
	What is the definition of the intended purpose of a device?
	An explanation was not deemed necessary. 

	25
	What is considered, STATISTICALLY SIGNIFICANT in the concept of Article 88?

	Decided to remove the question from this document. 
Reason: out of scope 

	23
	What is a serious deterioration in of state of health ?

	[bookmark: _GoBack]Out of scope, however examples are provided in question 20 on serious incident. 

	26
	What is considered a serious public health threat?
	Removed from this document However, examples of a serious public health are included in definition for serious incident. 

	31
	Who is the operator of a device?

	Decided to remove the question from the document. 

	32
	How to define use error and misuse for medical devices, which do not require an IFU, because the usage is considered evident?
	The question is very device specific.  

	33
	What is a temporary serious deterioration?

	Since the definition of a serious deterioration in the state of health is included in the doc. The TF agreed to exclude this question. 



