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	Project:



	NCA / Stakeholder1
	Line number
	Clause/
Subclause
	Type of comment2
	Comments
	Proposed change
	Task force comment3



	MPA
	 
	
	GE
	Q&A on Trend report: 
There is a lot of useful content in the document. However, for the purpose of readability and clarity, many answers to the questions could be shorter (concise and to the point). 
Some grammatical issues raise doubt in the interpretation.
	
	Accepted, some of the question has been shortened and all received editorial corrections has been done.

	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”.
	
	The Trend Report wholeness consists of 4 different documents: MTR form, its help text, Trend Report document (previously named Trend report template) and the Q&A document. Each document has its own commenting table.

	AT
	 1
	
	ge
	Change title to make it more specific and aligned to the title of the Vigilance Q&A
	[bookmark: _Hlk115257106]Questions and Answers on Trend reporting as outlined in the Regulation (EU) 2017/745 on medical devices (MDR) and the Regulation (EU) 2017/746 on in vitro diagnostic medical devices (IVDR)
	Accepted, the heading is changed

	IE
	20-22
	1
	ED
	
	 The order of the sentences outlining what trend reporting is differs for MDR and IVDR. 
MDR line refers to ‘all incidents and expected side effects apart from serious incidents’ 
The order in the IVDR line is different 
‘all incidents, apart from serious incidents, and expected erroneous results’ 



	
	 Align order to avoid confusion 



	Accepted, the text has revised

	AT
	24-37
	
	ge
	In our point of view the introduction could be shortened. The information regarding old devices might be confusing without further explanation.
	We suggest to make a separate question for this (e.g. “For which devices is trend reporting applicable?”) and combine the information regarding old devices with the information of question 14
	Accepted, the Q14 concerning the old devices is is transferred to the Q4 and the current answer includes more information compared to the previous answer about the management of the old devices.

	NL
	27
	
	ge
	For ‘old’devices; the device types which have been placed on the market only prior to the date of application of the respective Regulation,  the MDR and IVDR requirements related to trend reporting are not applicable. 
However, line 27-37 does seem to contradict. We believe this guidance should also clarify the expectations of the member states how to fulfil trend reporting of old devices under MDR /IVDR.  What to do with trend reporting of old Devices. MDR /IVDR requirements not applicable, how to comply, using this reporting form? Eudamed registration of old device trend reports? 
MDCG Medical Device Coordination Group of 
27-28 May 2021 Agenda point 2.2:	Application of requirements of Regulation (EU) No 2017/745 on medical devices to ‘legacy devices’ and to devices placed on the market prior to 26 May 2021 in accordance with Directives 90/385/EEC or 93/42/EEC
In this MDCG document there is a general agreement about MDR/IVDR requirements i.e. are not applicable to old devices, however the attached PDF states:  
However: This does not exclude that Member States may eventually require at national level that manufacturers of devices placed on the market before 26 May 2021 in accordance with the Directives should report incidents in relation to those devices using the same means that are provided for legacy and MDR devices in order to avoid two separate vigilance reporting systems.
	In accordance with the yellowmarked statement NL supports guidance that clarifies the following: In principle the Industry should report trends in relation to old devices using the same means that are provided for legacy and MDR devices in order to avoid two separate vigilance reporting systems  
However, derogations in trend reporting of old devices are allowed following agreement with a specific competent authority.
	Accepted, Q4 clarifies the trend report process for the old devices and highlights that it is manufacturer’s decision how to manage the old devices.  It is recommended to follow the updated process. The updated trend report process is not mandatory since the trend reporting has an effect to the device technical documentation.

	NL
	29
	
	te
	Due to first comment; delete;  In principle
	the MDR and IVDR requirements related to trend reporting are in principle not applicable.
	Accepted, the Q4 clarifies the old devices process.

	NL
	28
	
	ed
	Regulation
	Regulations
	Accepted

	IE
	29-31
	1
	TE
	
	 We welcome further clarification regarding the rationale for trend reporting not applying to ‘old’ devices. We note that the MDR/IVDR applies to ‘old’ devices for the reporting of serious incidents and FSCAs and we would welcome clarification on this divergence with regard to trend reporting. 



	
	 Further clarification 



	Accepted, please look at the TF comment aboveQ4

	IE
	37
	1
	TE
	
	 Further to the above comment, the meaning of ‘Old devices (prior consultation of the National Competent Authority)’ is unclear. 



	
	 Update to provide clarity on the meaning of this sentence 



	Accepted, please look at the Q4the TF comment above

	PL
	44
	
	
	when an IVDR-specific Q&A document is not available. There is something that should be rewording in the last part of this setence ... when ....(do you mean when an xxx wil be available)

	
	Accepted

	AT
	50-64
	
	ge
	The answer could be shortened by directly referring to the relevant articles (88 (1) of MDR and 83 (1) of IVDR) instead of the first two paragraphs.
	[bookmark: _Hlk115257502]The requirement for trend reporting is outlined in Article 88 (1) MDR and Article 83 (1) IVDR. The Competent Authority shall be notified in cases where a statistically significant increase of incidents or expected undesirable side effects (MDR) or expected erroneous result (IVDR) is detected and that change could have a significant impact on the benefit-risk analysis[footnoteRef:1] and which have led or may lead to risks to the health or safety of patients, users or other persons that are unacceptable when weighed against the intended benefits. Trends should be identified by the manufacturer as they can be indicative for a change in the risk-benefit ratio. [1:  referred to in Sections 1 and 5 of Annex I MDR and IVDR] 

	Accepted, the text has been changed

	NL 
	77 
	
	ed
	Articles 83-86 of the MDR prescription 
	This document includes trend reporting for both medical devices and IVD, please include also IVDR articles, in a uniform way.
[bookmark: _Hlk115257713]The manufacturer has to record incidents and expected undesirable side effects in accordance line with Articles 83-86 of the MDR and 78-81 IVDR prescription for the post market surveillance.
	Accepted, the IVD articles is added on each section

	NL
	78
	
	ed
	include also articles IVDR
	As specified in the Article 83 (2) of the MDR and  Article 78 (2) of the IVDR
	Accepted, the IVD articles is added on each section

	AT
	78-79
	
	ed
	Please adapt the listing “…gather, record, analyze, actively and systematically, any relevant data…”
	[bookmark: _Hlk115258143]As specified in the Article 83 (2) of the MDR, a manufacturer in its post market surveillance system has to actively and systematically gather, record and analyse any relevant data on the quality, performance and safety of a device throughout its entire lifetime, in order to be able to draw the necessary conclusions and to determining, implementing and monitoring any preventive and corrective actions.
	Accepted

	NL
	89-93
	
	ed
	The sentence is difficult to read and understand
	It should be rewritten to make clear the difference between ISO 14971 and what is requested from a MDR/IVDR point of view in this guidance.  
	Rejected, TF consider the sentence clear

	NL 
	99-103
	
	te
	It seems that with this citation all newly Unexpected undesirable side-effects or newly identified incidents should be reported following article 87 of MDR.  We believe this is not correct. Only newly identified serious incidents
	Text suggestion: 
Unexpected undesirable side-effects or newly identified incidents are events that were not considered or addressed by the manufacturer in its risk analysis and should be assessed and :
· documented and analyzed during the update of the risk analysis and the risk management file. 
reported in accordance with Article 87 of the MDR/  Article 82 (in case of a serious incident)
	Accepted

	PL
	106-110
	
	
	I am not able to understand this information ... 
Only it is foreseen in trend report  incidents, that are not serious incidents, or that are expected undesirable side-effects.
Unexpected undesirable side effects it is not foreseen to wait for a statiscallly significant increase in the frequency or severity.

	
	Rejected,  Expected undesirable side-effects should be reported through trend reports. The manufacturer should demonstrate within the defined timeframe outlined in Article 87 (3) to (5) MDR that the event is not linked to any device malfunction nor any deterioration in the characteristics or performance of the device nor to an inadequacy in the information supplied by the manufacturer.   

	AT
	112-139
	
	ge
	We could include a link to the PMS Guidance once it becomes available
	
	Accepted, the link will be added when the PMS guidance is finalized

	NL
	113
	
	ed
	(PMS) , (MDR, Chapter VII..
	chapter VII is in both regulations the same
	Accepted

	NL
	115
	
	ed
	include also articles IVDR
	Articles 88 and 83 (MDR) and Articles 83 and 78 (IVDR),
	Accepted, the IVD articles was added on each section

	AT
	115, 207
	
	ed
	Please specify if the articles 88 and 83 refer to MDR or IVDR
	
	Accepted, the IVD articles was added on each section

	NL
	133-139 

And 120-131
	
	te
	This part regarding IVDR is repeat of the text for MDR. but there is very little difference.
	By adding some small extra text in 120-131 this passage can be for both regulations: 
[bookmark: _Hlk115258483][bookmark: _Hlk115258501]As per Article 88 (1) (MDR), and article 83 (1) (IVDR) the manufacturer shall specify, in the post-market surveillance plan referred to in Article 84 for MDR and Article 79 for IVDR:
-  how to manage the incidents subject to the trend report;
-  the methodology used for determining any statistically significant increase in the  
    frequency;   
[bookmark: _Hlk115258550]   or severity of such incidents; (or change in performance (IVDR)
- the observation period.
Article 84 (MDR) and article 79 (IVDR) specifies specify that the requirements for the post-market surveillance plan are set out in Section 1 of Annex III which says that “methods and protocols to manage the incidents subject to the trend report as provided for in Article 88, including the methods and protocols to be used to establish any statistically significant increase in the frequency or severity of incidents as well as the observation period.”


	Accepted, the text is revised

	AT
	142-143
	
	ed
	“…the article 10 of the MDR and article 10 of the IVDR. …”
	“…the Article 10 of MDR and IVDR. …”
	Accepted, the IVD articles was be added on each section

	AT
	150
	
	ed
	“article 10.13 of the MDR and Article 10.12 of the IVDR”
	“Article 10 (13) of the MDR and Article 10 (12) of the IVDR”
	Accepted, the IVD articles was added on each section

	NL 
	154 and 163
	
	ed
	Which manufactures  ( why plural)
	Which manufacture
	All editorial changes accepted

	AT
	156-161
	
	ge
	For us it is not quite clear what the difference between item 2, item 3 and item 4 is. Couldn’t they be summarized as one item? 
	
	Rejected, the bullet points describe the process on which the following is assessed based on the previous one

	AT
	164
	
	ed
	Please include “s” in ”expected erroneous result”
	Which incidents/undesirable side-effects/expected erroneous results from a geographic perspective have to be included in Trend Reporting?

	Accepted

	NL 
	168 (167)
	
	ed
	Include articles IVDR
	Articles 78-81 IVDR
	Accepted

	AT
	168
	
	ed
	Remove “a” in “In order to have a statistically significant data as a base for a trend report”
	“In order to have statistically significant data as a base for a trend report….”
	Accepted 

	NL
	173
	
	ed
	Include IVDR
	MDR/IVDR
	Accepted

	NL
	177
	
	te
	We do not agree,  
	whether an incident has happened in Europe or elsewhere. the trendreport is necessary when any information found relates to the medical device placed on the European market
	Rejected, Article 92 point 6 states that the MTR is send to those countries CAs where the incidents has been occurred

	NL
	180
	Q7
	te
	q7 is specific for MDR.
MDR art 88(1) indeed specifies a single or a Group of products. However, IVDR does to not clarify a single or a group of products.
	Please specify that in the IVDR art does not speak about a group of products
	Accepted, the group of devices concerns only the medical devices.

	NL
	181-183
	
	te
	This is not correct, the MDR states: The significant increase shall be established in comparison to the foreseeable frequency or severity of such incidents in respect of the device, or category or group of devices
	A deviation found for a specific device can therefore be compared to a group of products. However the  trend identified is related to 1 specific device.
	Rejected According to the MDR the scope of the trend report could be one device, category, or group of devices with the medical devices

	NL 
	183
	
	te
	Or expected erroneous is specific for IVDR
	Since IVDR is not referring to group of products, take out: or expected errouneos
	Accepted

	AT
	184
	
	ed
	Section 2
	Section 2.1
	Accepted

	NL
	185-187
	
	te
	is this possible in EUDAMED (MVP?)? is that yet another way of identifying a group as in the PSUR, SSCP?
	
	The PSUR and SCCP grouping rules are not applicable to trend reporting since one group could include different types of devices and ion the trend report the devices should have similar characteristics. 

	NL 
	188
	
	te
	This sentence suggests that trend reporting of old devices follows the reporting protocol as legacy/regulation devices?
	
	No, the old devices could be reported only by the device name since their data does not include EMDN code or Basic  UDI-DI/Eudamed DI

	NL
	206
	Q9
	te
	How is a trend report linked to a CAPA? How are multiple problems linked to 1 CAPA??
	
	The trend report should be followed by the CAPA and if not, the manufacturer should justify it.

	NL
	209
	
	te
	In a single trend report Even if the problems are related? Please further explain.
	Is this feasible for manufacturers?
	Accepted, the text is revised 

	NL
	208 and 211
	
	ed
	Article 88/33..MDR/IVDR
	Please use an unambiguous/ uniformal  way of referencing, is this now 88 MDR and 83 IVDR? because the questions also refer to the MDR art 83.
The advice in article 88 (MDR) / article 83 (IVDR) explained in this bullet
	Accepted

	MPA
	210
	Q9
	TE/Ed
	An example of interpretation problems: “… each problem should be reported in a single trend report.”
	… each problem should be reported in separate trend reports.
	Accepted

	PL
	220
	
	
	In checking EN ISO 14971 I was not able to find this definition probability of occurence of harm, In checking EN ISO 14971 residual risk is remaining after risk control measures have been taken
	
	Accepted, the definition does not exist on the ISO 14971 and the reference is removed related to the probability of occurrence of harm and the definition related to the residual risk is updated. 

	PL
	238
	
	
	consequences of the damage, meaning gravity of the damage
	Sugestion: to use the word Severity (according the standard)

	Accepted

	MPA
	240
	Q11
	TE/Ed
	Why is risk described in two ways? We do not recognize the second way to describe risk. If the second description is applicable to IVD, please indicate that in the text.
	
	Accepted

	AT
	248-293
	
	ed
	Please write Eudamed or EUDAMED in a consistent way within the document
	
	Accepted

	NL
	254
	
	te
	Add some explanation
	[bookmark: _Hlk115259727]…fully functional, and becomes mandatory 6 months after publication of the  notice in the Official Journal of the European Union(?)
	Accepted

	IE
	258
	12
	TE
	
	 It indicates that it is ‘advisable’ to submit the trend report to the NCA where the manufacturer or AR is based. 



	
	 Could this be strengthened by saying ‘should’? 
What is the role of such a ‘lead’ NCA in review of a trend report in comparison to the review of NCAs that have received the trend report because associated incidents have occurred in their country? 



	Partly Rejected, 
See Art. 92 (6), however Eudamed will send the notification also to the NCA where the MF or AR is located

	AT
	261
	
	ed
	Remove “the” and include “until” in the sentence “In the meantime, the Eudamed is fully functional…”
	In the meantime, until Eudamed is fully functional…
	Accepted

	NL
	264
	
	te
	The current trend report: We believe it is needed to adjust the current format to make it compatible to MDR /IVDR.
	(not for this q&A but current trendreport neds to be made compatible to MDR/IVDR
	Rejected, the format will be based on Eudamed configuration.

	AT
	266
	
	ed
	Remove “the” in “the Eudamed”
	Which are the documents related to the Trend Report when Eudamed is fully functional? 

	Accepted 

	NL
	267
	Q13
	te
	It is not quite clear why the TF has chosen 2 separate documents for trend reporting. With minor changes to the EUDAMED Trend report form , 1 document might be sufficient. Could you please explain?
	
	It is related to the MVP version of Eudamed, all required information is not possible to enter into Eudamed

	AT
	272-274
	
	ed
	End the last listing with an “and” instead of “,”
	“background, established threshold, methodology, observation period, root cause analysis and actions to be taken or already implemented”
	Accepted

	MPA
	273
	Q13
	TE
	Have we understood it correct, that the EUDAMED Trend Report Form will be submitted manually via the interface of EUDAMED (and in the future perhaps also possible to transfer information M2M?) 
OR 
Is it a document that is uploaded in EUDAMED?
	Please clarify if it is a document to be uploaded or a “form” in the EUDAMED interphase.
	Accepted, the text revised.
There is no actual Eudamed form  instead an interface through which the data is provided or by machine-to-machine method. The trend report document will be uploaded manually to Eudamed. 

	NL
	283
	Q14
	te
	Please see also our remarks on page 1 considering trend reporting of old devices.
	See general remark line 27
	Accepted, Q14 moved to Q4 and text is more detailed compared to the previous one

	NL
	287
	
	te
	Is it nessesaru to discriminate between old and legacy/regulation devices on the Eudamed Trend Report Form?
	
	Rejected, only the MDR and legacy devises have to follow the MDR/IVDR, regarding the old devices it is possible to follow the MDR/IVDR based trend reporting.

	IE
	288
	14
	TE
	Includes reference to ‘could’ 

	This is somewhat vague. Would it be better to strengenthen by saying ‘should’? 

	Accepted

	AT
	290-292
	
	te
	If the trend report covers only old devices, does the manufacturer have to use the old trend report form or the new one? Is this something the CA has to specify when requesting a trend report also for old devices or is it suggested to use the new one also for old devices? 
	
	Accepted, please look at explanation in Q4

	AT
	290-292
	
	te
	In our point of view it is not quite clear what the manufacturer has to do in case only old devices are involved. In the introduction it is stated “prior consultation of the National Competent Authority”, but here it is stated “if requested by the Member state”. It would help to specify how the manufacturer has to proceed in this case. 
	
	Accepted, please look at explanation in Q4

	NL
	291
	
	te
	See comments on page 1; 
	Preferably upload in EUDAMED and report to the national vigilance system if requested by the MS
	Accepted, please look at explanation in Q4

	IE
	290-292
	14
	TE
	In the case of submission through Eudamed how will the CA know whether there is a trend report that could be requested? 

	Welcome clarification on this process. 

	Eudamed will send a notification to the affected CA(s). The text is not included on the Q&A document since the issue is related to the functionality of Eudamed.

	AT
	299-300
	
	
	If a manufacturer does not implement any action or any measures, he should provide a justification in the final report (e.g. in field 3.3a of the trend report form or make an additional field in the trend report).
	Make an additional field in the trend report
	Accepted, The justification is included on the MTR form (interface) 

	IE
	299-300
	15
	TE
	There is reference that it would be ‘desirable’ for the manufacturer to include a rationale for not implementing any actions on foot of a trend report. 

	Consider that it would be important for this to be always communicated to the CA. Suggest mandating this in the final report. 

	Accepted, please look at the response above.

	NL
	300
	
	te
	Will this rationale be submitted in the final trend report? 
A newly reported trend has impact on the benefit/risk ratio otherwise it would not have been reported. No action taken requires an explanation/a rationale why the manufacturer does not consider a corrective action deemed necessary. Desirable is in our opinion not the correct wording.
	
	Accepted, please look at the response above

	PL
	303
	
	
	If a manufacturer does not implement any action or any measures in order to reduce the risk it would be desirable to provide a justification or a rationale about it to the CA.

	In our opinion it should be mandatory, otherwise it makes no sense to issue and evaluate trend reports

	Accepted, please look at the response above

	NL
	308
	
	ed
	Include article IVDR
	[bookmark: _Hlk115260021]specified in Article 88 (2) MDR and Article 83 (2) IVDR,
	Accepted

	PL
	314
	Q16
	
	
	Nevertheless, manufacturer should not wait for Competent Authority assessment. Manufacturer should evaluate the trends and take the adequate actions if needed. All the conclusion of manufacturer trend assessment should be clearly described on trend report.

	Yes, the manufacturer starts to investigate the detected trend and notifies about it the affected CA(s) and the CA(s) do their own assessments.

	AT
	322 footnote 9, last sentence
	
	ed
	We suggest to replace “as they learn of them” in the sentence “In accordance with Article 87(1) of the MDR, CMD manufacturers shall report to the competent authorities any serious incidents and/or field safety corrective actions as soon as they learn of them.”
	[bookmark: _Hlk116995151]In accordance with Article 87(1) of the MDR, CMD manufacturers shall report to the competent authorities any serious incidents and/or field safety corrective actions as soon as they become aware of the incident or before undertaking a field safety corrective action (except in cases of emergency).
	Accepted 

	NL 
	328
	
	ge
	Beside CMD, what about companion diagnostics and  in-house IVD?
	
	Requirements of the regulation shall not apply to the  in-house devices except the Annex I. Companion diagnostics, are in vitro diagnostic medical devices.

	NL
	325
	
	ed
	Example for expected  undesirable side effect
	Skin irritation as a result for Medical Devices applied with direct dermal contact?
	Accepted, the examples are reevaluated 

	PL
	341
	
	
	We do not undestand such examples in bullets, or it is to give specific examples? Because all the cases in the bullets they also can be serious incidents and that should not be submited by trend report Example a false negative of HIV test is a serious incident
	
	Accepted

	AT
	342
	
	ge
	Expected undesirable side effects could be:
· Abdominal pain and sickness in the first few weeks after implantation of a contraceptive coil 
Paradoxical Hyperplasia after using a cryolipolysis device
	
	Accepted

	AT
	342
	
	ge
	Expected undesirable side effects could be:
· [bookmark: _Hlk116995352]Abdominal pain and sickness in the first few weeks after implantation of a contraceptive coil 
[bookmark: _Hlk116995371]Paradoxical Hyperplasia after using a cryolipolysis device
	
	Accepted

	NL 
	347
	
	Te
	. An increase in false positive or false negative results most likely results in reportable serieous incidents not trend reporting.
	Trend reporting as a result of a change in upper/lower detection limits might be more suitable.
	Accepted

	NL
	346
	
	ge
	Examples for IVD are weak
	Consult IVD working group for stronger examples
	Accepted





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