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	NCA / Stakeholder1
	Line number
	Clause/
Subclause
	Type of comment2
	Comments
	Proposed change/Rationale

	Subgroup comment3



	NL
	 
	
	ge
	We would advice to stick closer to the manufacturer's approach.
Art 88 and 83 only say that a found trend must be reported. not that a manufacturer analyzes these and such. The CA may set up its own investigation. 
Therefore stay close to the manufacturer's terms 
There is a trend identified:
Let the manufacturer indicate what they are going to do with this signal (will most likely indicate that a capa has been opened then in the follow up the manufacturer can keep the CA informed of the progress of the CAPAs and finally the conclusions of this investigation and the actions taken. We don't quite understand why there should be a report in addition to the form.since the form and the document have the same data except 1 table
	· 
	In the trending process the manufacturer and CA have different roles. The manufacturer is responsible for collecting data, and analyzing them, and detecting the trend.  The manufacturer needs also to define the corrective actions taken to resolve the issue. The CAs need to assess the data provided by the MF for the accuracy and acceptance and initiate as required any additional corrective action.



	MPA
	
	
	GE
	What type of document is “Template trend report for consultation_060722”? Seems to be a helptext but different from the excel “Trend Report helptext 060722 for consultation”.
	
	MTR documentation includes 4 different documents: Q&A document, MTR form (=Eudamed interface), Help text and the template (name changed Trend Report Document) and all of the documents have their own commenting tables. 

	MPA
	5
	
	Ed
	“Template trend report for consultation_060722”:
What is meant with restricted data? 
	· For reason of clarity, please consider to rephrase.
	Accepted the text has been revised “part of the data”

	AT
	 23-25
	
	ge
	Please rephrase the sentence for better readability
	· Provide the number of devices placed on the market at least for the last three years
· [bookmark: _Hlk117503062]In cases the device is not sold any more but the trend reporting is required, provide the number of devices in use since the device is placed on the market or at least the three last years. For example for implantable devices, provide the number of devices implanted and explanted since the device is placed on the market or at least the three last years.

	Partly accepted, the first part of the text is revised but the text related to the implantable devices is not added since the manufacturer do not have that information.

	AT
	27
	Table 1 
	ge
	We think that it would be beneficial to add two columns to the table (“number of devices on the market in year the trend was detected”, “number of devices on the market during last 3 calendar years”) to get the information described in the two cases in line 23-25
	
	Partly accepted. There are two columns on the table and the headings of the table and columns are changed.

	EFPIA
	27
	Table 1
	
	It is unclear what the value is of breaking down distribution to each member state.  This is very labor intensive to do and thus seems overly burdensome with little value added.
	Recommend revising table 1 to ask for distribution to EU member states as a whole and the rest of the world. 
	Rejected, based on traceability it is known information by the manufacturer. In addition, it provides information about the countries where incidents have not been occurred although the device is sold on the country.

	EUROM VI
	 17-19
	-
	ge
	The description of the device (name, intended use, patient population,…) can be referenced by adding the IFU.
	-
	Partly rejected, the IFU can be very wide including hundreds of pages. In addition, one MTR could include several devices and consequently several IFUs. The trend report management requires a summary information about the device(s) which data is not stored in Eudamed. 

	EUROM VI
	20-21
	-
	ge
	We do not record the market introduction date. We record the CE certification date.
	
	Partly accepted. The certification date is added related to the EEA+TR+IX devices, but the date placed on the market remains with the device outside the EEA+TR+IX

	EFPIA
	27
	Table 1
	
	Requesting 3 years’ worth of historic data seems overly burdensome.   It would be helpful to understand the justification for this time frame, or to suggest a more reasonable time frame, to minimize the burden.
	Suggest manufacturers must only provide data only for the period covered under the trend.
	Rejected. The background information provides an overview whether the device is rarely or commonly used and timing the trend is detected. 

	EFPIA
	27 & 47
	Tables 1 & 2
	
	There is a redundant data request between these tables.
	Recommend eliminating table 1 and only keeping table 2.
	Rejected. The table 1 provides an overview of the device placed on the market and the table 2 provide information about the detected trend by the trending period.

	EFPIA
	27 & 47
	Tables 1 & 2
	
	Table 1 & 2 have no equivalent form in the template.  It is unclear the reason for this discrepancy. 
	Suggest aligning the template and the guide.
	Rejected. The table 1 provides information about the distribution of the device and the table 2 information about the countries where the events has been occurred.

	NL
	30
	
	te
	· Only for the concerning member state? See line 22.
What’s the difference with table 2?
	?
	Rejected. The table 1 provides an overview of the device and the table 2 data related to the detected trend.

	NL 
	30
	
	ed
	
	Table 1. Volume of sales by the per member state and rest of the world
	Accepted. The heading is changed

	NL
	37
	
	ed
	PMSP
	First time to use this abbreviation, explain what they mean
	Accepted, text added

	NL
	39
	
	te
	reported trend previously identified 
	then we receive a follow up report isn’t it?
	Accepted, the text is revised to be clearer, the target is to provide information whether the same problem type have been reported previously on preceding MTR(s).

	NL
	39
	
	te
	is the trend accumulated to the a specific size or model of the device or other attributes of the device or patient population
	please refrase.: has this identified trend been found for a specific part of the devices involved or for a specific group of users
	Accepted, the text has revised and moved to the section 3.

	NL
	42
	
	te
	When necessary additional information about the consequences to patients or other users compared to that provided on the MTR form
	Do not understand what is meant, please explain more
	Accepted, the text has revised. The IMDRF 'Clinical signs, symptoms, and conditions’(Annex E) and  'Health Effect' (Annex F) are provided on the MTR interface. Whether there is a need for additional information about the health consequences to the patients or other users it could be reported on the Trend report document. 

	EUROM VI
	43-44
	-
	ge
	It is very difficult to calculate the “number of episodes of use” (use frequency). Usually, companies calculate simple interpolations. Same applies for installed bases and number of tests.
A table, which just shows the complaints and sales worldwide and the ratio (complaints/sales) would have a higher precision and would be more realistic.
	-
	Rejected. The calculation of the devices on the market is similar to the MIR form field 4.3.3 b. The target is not to get the overall data instead by the trending period.

	AT
	47
	
	ge
	Are there any time periods that are recommended for trending? Maybe it would be helpful to include more information for the manufacturers on this.
	
	Rejected. The trending period is based on the device, and it is defined on the QMS and PMSP. 

	EFPIA
	47
	Table 2
	
	Some companies utilize both holistic monthly trending as well as final drug product (FDP) lot trending.  It is not clear whether this new reporting process excludes lot trending.  
	Recommend language to specifically exclude lot trending.
	Rejected, lot trending is part of the trending to ensure every device safety

	EFPIA
	47
	Table  2
	
	Many companies do not trend at a country level for holistic monthly trending. As a result, requiring companies to break down the data at the country level in this table will result in little to no actionable information.  
	[bookmark: _Hlk124940156]Recommend revising to request data for EU member states as a whole and the rest of the world.  Suggest maintaining template table 1.1a to identify impacted member states.
	Rejected, based on traceability the country level data should be available. Table 1 do not include data about the affected countries instead the number of devices placed on the market.

	EUROM VI
	47
	-
	ge
	In this table the row “worldwide” and “total” are redundant.
	-
	-Rejected, the worldwide is changed to “rest of world” and consequently the total number is needed.

	EFPIA 
	47
	Table  2
	
	Worldwide and total will be the same data, so it is unclear why the distinction exists in this table.
	[bookmark: _Hlk124940513]Recommend revising “Worldwide” to “Rest of World.”
	Accepted.

	NL
	50
	Table 2
	te
	Table 2
	Add this to the trend form (is trend form then not enough?
	Rejected, not possible to add new information on the Eudamed MVP version. In addition the table 2 do not cover all the required data. 

	NL
	
	
	
	Table 2
	Including a checkmark to indicate time period  includes old, legacy and regulation devices
	Accepted, the text is added on the heading of the table

	[bookmark: _Hlk124940756]NL
	50
	Table 2
	te
	Number of devices on the market
	is this new devices placed on the market or total of device on that market at that moment
	It is total number of devices on the market by the trending period.

	EFPIA
	59
	
	
	Original text: 
“Describe the further investigations you intend to do in view of reaching final conclusions.”  
If the investigation is completed, it is not clear what is being requested or why additional investigations would be expected.
	Suggest removing this language.
	Accepted, the text is removed.

	EFPIA
	61
	
	
	Original text:

“Describe the investigations taken, potential challenges during the investigation and conclusions of the investigations.” 

Describing potential challenges during the investigation is subjective and we believe it does not add value to the final report.  In addition, this information is not included as part of the outcome of the complaints investigation process.  
	Recommend removing this language.
	Accepted, the text related to the challenges is deleted.

	AT
	66
	Table 3
	te
	Add a field to describe the In-house code (similar to the MIR), otherwise manufacturer might not provide a description
	
	Rejected, the table requires to provide the description of the in-house code

	AT
	70
	
	ed
	Remove “n” in “ration”
	“Describe the assessment of the risk/benefit ratio…”
	Accepted

	PT
	75
	
	
	When actions are not foreseen by the manufacturer , a duly justification must be provided
	
	Accepted, the manufacturer should provide a justification on the MTR whether any corrective or preventive action has not been taken. The justification is provided through Eudamed (field 3.3.a).

	EFPIA
	76-78
	
	
	“Describe any other corrective actions were…”
It is unclear if this means corrective or correction actions. If there is no CAPA associated to them, then these would not be corrective actions.
	Please clarify this language. 
	Accepted the text is revised.

	EFPIA
	83, 89
	
	
	“The effectiveness of the taken actions…” 
Effectiveness of initial actions seems premature and won’t be available in the initial stage.
	We recommend merging the bullet points on lines 83 and 89 to capture not only initial but also on-going evaluation of initial actions (CAPA). 
• The effectiveness of the taken actions
[…]
[bookmark: _Hlk125559139]• The effectiveness of the initial actions and on-going evaluations of initial actions. Further monitoring activities of the implemented corrective action
	Accepted, the text is revised to limit the evaluation of the effectiveness of the taken actions to the initial and on-going actions 

	[bookmark: _Hlk124942114]EFPIA
	83-84
	
	
	If this is an annual report, quite often the duration of the CAPA and CAPA EV will be well after the closure of the investigation.  Tracking the duration of the CAPA and/or EV and reporting every year will be logistically difficult.  Between CAPA and EV, this could be a 3-4 year period.
	Remove this requirement.  Line 79 already requires the manufacturer’s CAPA reference number.
	[bookmark: _Hlk124942196]Accepted, the final MTR could be prepared after the corrective actions has been implemented and the effectiveness of the initial actions is confirmed.  

	AT
	93
	
	ed
	Please include the footnote on the end of the page it belongs to (page 2)
	
	Accepted





1	NCA = National Competent Authority
2	Type of comment:	ge = general	te  = technical	ed = editorial
3	Subgroup comment: 	i.e. ACCEPT / REJECT / PARTIALLY ACCEPT. Subgroup to provide rationale where possible
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