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

	Subgroup comment3



	NL
	Name of the report
	
	ge
	what about old devices when EUDAMED is fully functions. Depending on member state they should be able to upload in EUDAMED suggesting to use this format for old devices and even be used if the member state involved does not favor upload in EUDAMED. For uniformity we favor to uses this format also for old devices.
	
	Accepted, it is possible to use the Eudamed interface also with the old devices but only on the device level. When the scope of the MTR covers MDR, Legacy and old device it is recommended to use Eudamed interface. Further the manufacturer has also the option to use the old trend report form. 

	MTE
	All
	Form
	Ge
	Helptext has a note that the form will be eventually aligned with MIR form 7.3; however, need to ensure that the sections are consistent.  
Also, the form needs to be consistent with the data elements required in the UDID module for device registration (e.g. multiple fields for EMDN, etc).
	Fields shall be consistent within the document and also with the other report templates (MIR, FSCAR) as well as other EUDAMED modules especially with the UDI&Device registration module.
	Accepted. The help text is updated and, we added some fields. The target of the MTR form is to define the data required to handle the trend reports and the data will be used via Eudamed interface i.e., there will not be an actual form and the data elements are defined in the Eudamed and same data fields are used for different purposes. 

	MTE
	1.1a
	form
	Ed
	No box to mark all countries at once. 
	Form should have a box to mark the countries in which the incidents occurred. 

Marking 30+ boxes and getting it correct every time, will be challenging if the division has higher volume.
	Accepted, the field is added

	EFPIA
	1.1a
	
	
	The “other countries” box does not seem necessary if all countries are listed and this box appears to be specific to only member states.
	Remove the “other countries” box.
	Rejected, the target is to list the countries outside the EEA+TR+XI, since the global database is used to detect the trends. Manufacturer should add those countries manually.

	MTE
	1.1a
	Form
	Ed
	Full country name does not appear when hovering over the country abbreviations
	In PDF form, display the full county name when hovering with the mouse over the abbreviations similar to MIR section 2.5A to ensure users select the correct country
	Rejected, based on the up-to-date knowledge the current trend report form is not going to be updated and the updated MTR is in use when Eudamed is fully functional.

	AT
	1.1b
	
	te
	It would make it easier, if this information could be auto populated by EUDAMED using the information from 1.1a
	
	Accepted. Eudamed will auto populate the data based on the information received on the section 1.1.a (member states where the events occurred).

	NL
	1.2.e
	
	
	frequency
	Increased frequency
	Accepted

	MTE
	1.2.e.
	Form
	Ed
	Trend report has two points indicated as 1.2.e
	The last one should be 1.2.g. This point is also missing in the help text.
	Accepted. The mistake is corrected

	 EFPIA 
	1.2.e
	
	
	There are two rows labeled “e.”
	Correct the duplication
	Accepted, e changed to g.

	AT
	1.2e/g
	
	ed
	The enumeration of field „g“ is called “e”
	
	Accepted, e changed to g

	MTE
	1.3.1
	Form
	Ed
	Align with the MIR form for the choices “submitter of the report”. Third option is: Other, please specify
	MF or AR Subcontractor => Other, please specify
	Rejected, in EUDAMED this field content will be anyway managed by EUDAMED itself, EUDAMED will always know who will be the submitter, it needs from the user to get only the contact details. In EUDAMED the Other can be only a sub-contractor (of the MF or AR). There is no reason to have equivalence for this field between the MIR PDF form and the MTR Eudamed interface. 


	NL
	1.3.1 a
	
	
	
	Other
	Rejected, please, look at the response above.

	MTE
	2.1
	Form
	Te
	What is expected in this section? Groupings are not clear.
	Align with the MIR 7.3 form grouping: 
· Model
· Software
· Lot/batch
· Product platform
· Other variant
[image: Graphical user interface, text

Description automatically generated with medium confidence]
	Rejected, on the MIR form the grouping is related to an individual device. The target of the field is to define the scope of the MTR i.e., to provide the device level on which the trend report is prepared (from one LOT to EMDN category e.g., H suture devices)

	PT
	2.1.a
	
	
	If we have different UDI-DI(s) how we can assure that these can be grouping in the same trend report

	
	The field 2.1.a defines the scope of the MTR and the section 2.2. defines the devices including in the MTR. Based on the functionality of the Eudamed multiple Basic UDI-DIs, Eudamed DIs or UDI-DIs and Eudamed IDs is possible to add on the field 2.2.b and 2.2c.

	MTE
	2.2 a
	form
	Te
	Would it be possible to have several EMDN codes?
	Allow the possibility to have several EMDN as it is possible to indicate more than one EMDN code when registering a device in the EUDAMED UDI/Device reg module.
	The data stored in Eudamed will be auto populated.

	MTE
	2.2a
2.2c
2.2d
	Form
	Ed
	Only possible to fill in EMDN codes. What about GMDN codes for MDD devices? This field is applicable for MDR, IVDR and legacy devices. Please align with the MIR 7.3 form to allow other nomenclatures than EMDN.

	For Legacy devices: have the option to enter GMDN code and related nomenclature text as alternative.
	There is no form instead the data is provided through Eudamed interface, and the updated MTR is in use when Eudamed is fully functional. Consequently, the devices included in the MTR should be registered previously in Eudamed UDI/Device Module. The registration into Eudamed requires the usage of the EMDN codes.  The old devices can be reported only at device level and the required information is provided manually. Related to the old devices the nomenclature text is not mandatory, but the manufacturer could use the EMDN nomenclature. 

	MTE
	3.a
	 form
	Te
	“Background information on the trend, including probability of problem arising and the predicted risk to users.”
Is this limited to users? Align with MIR wording.
	Background information on the trend, including probability of problem arising and the predicted risk user, patient or other person
	Accepted “patients or other users”

	AT
	3.1.1a + 3.1.2a
	
	ed
	There are different wordings for the transition period. 
	Please make the wording consistent to make it better understandable (either “after year 2024” or “after 01.01.2025”).
	Accepted, both are in same shape “1.1.2025”. 

	AT
	3.1.1 + 3.1.2
	
	ed
	Please make the title bold.
	
	Accepted

	NB
	Trend report form 3.1.1 
	a
	Ge
	3.1.1.a states that “Coding with IMDRF terms is a mandatory requirement after year 2024”, while 3.1.2a states “Coding with IMDRF terms is a mandatory requirement 1.1.2025.”.
Suggestion to make this date consistent.
	Make date consistent.
	Accepted, the date is 1.1.2025.

	NB
	Trend report form 3.1.1 
	a
	Ge
	Please provide the rationale why 1.1.2025 is stated as being the mandatory compliance due date while the “Questions and Answers document regarding the Implementation of the new Manufacturer Incident Report (MIR) Form” Version 1.0, May 2020 states it is between January 2020 and May 2021. 
	N.A.
	IMDRF codes are mandatory for serious incidents not for incidents and expected side-effects. MedDRA codes have been used specifically in relation to the side effects which is why the transitional period is required.  The transitional period is rather long to enable the long trending periods.

	MTE
	2.3
	form
	Te
	following selections are missing compared to MIR Version 7.2.1:
For MDD/AIMDD:
· Class Ism
· custom-made
For IVDR; 
· Type: professional testing

The following categories were erroneously put into one:
For MDR; 
Type:
|_| active device intended to administer and/or remove a medicinal product
	Add missing items:
For MDD/AIMDD:
· Class Ism
· custom-made
For IVDR
· Type: professional testing

For MDR, 
Type:
split into two separate points:
· active device 
· intended to administer and/or remove a medicinal product
	There is no form instead the data is provided through Eudamed interface, and the updated MTR is in use when Eudamed is fully functional. In Eudamed the device related data fields are similar for all reports.

	MTE
	3.1.1 a
3.1.2 a
	Form
	Ed
	Different date formats in the fields:
3.1.1 a: Coding with IMDRF terms is a mandatory requirement after year 2024.
3.1.2 a: Coding with IMDRF terms is a mandatory requirement 1.1.2025.
	Aling the date formatting to be the same: 
Coding with IMDRF terms is a mandatory requirement starting 1.1.2025.
	Accepted

	AT
	3.3
	
	ed
	Remove “the”
	“Actions to be taken or already implemented to reduce the risks for the users/patients”
	Accepted

	PT
	3.3
	
	
	When actions are not foreseen by the manufacturer , a duly justification must be provided
	
	Accepted, the justification is added on MTR interface.

	NL
	3.3.a
	
	
	
	link to fsca when this ia already known?

	Rejected, on the Eudamed MVP version the field is only for free text field. The manufacturer should provide the FSCA reference number manually by which the FSCA is searched in  Eudamed

	MTE
	Additional Field
	Form
	Ed/te
	
	Please add a General comment section like MIR Section 5 General Comments 
	Accepted, the field “Genal comments” is added on the interface.

	EFPIA
	3.4a
	
	
	“Trend report document to upload (pdf)”
Please clarify that this means the report generated from this template.
	Add clarity in the template.
	Accepted. The MTR is registered into Eudamed using the interface and through it the initial data of the detected trend is provided. The detailed information about the trend and its investigations is provided on the Trend Report document. After filling in the required information on the interface the trend report document is uploaded into Eudamed and finally submitted it into Eudamed. After that the Eudamed will send the notifications to the affected CA(s) 

	NL
	
	
	
	
	add table 2to the form, is the report (template) then still necessary? 

	Rejected, it is not possible to add all required data on the MTR interface. In addition, the table 2 on the Trend report document do not provide enough data to make conclusions about the reported trend. 





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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