	Template for comments 
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	Document: MTR/ help text
	Project: 



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

	Subgroup comment3



	MTE
	1.1 a
	 helptext
	Ed
	Not same title as in the trend reporting form
	Member State(s) in which the incidents occurred 
Member State(s) in which the incidents, expected undesirable side effects, expected erroneous results (IVD) occurred
	Accepted

	AT
	1.1a
	
	ed
	Remove “h” in “thick”
	“Manufacturer tick the EEA…”
	Accepted

	MTE
	1.1a
	
	Te
	Adapt the wording from MIR to Trend reporting 
Typographical errors.
	Correction to the misspelled words:
Manufacturer thick the EEA country(ies) where he has received sent the incident reports trend report and add manually  list the countries outside EEA+TR+IX where same type of incident in this trend has ooccured. The countries outside EEA+TR+IX should be added manually.
	Accepted partially, the text is clarified, the target is to identify those countries where events occurred.

	MTE
	1.1 b
	helptext
	Ed
	Typographical errors. 
	Correction to the misspelled words:
EUDAMED Ref number of NCAs to whiche the report is sendt
	Accepted

	AT
	1.1b
	
	ed
	Remove “e” in “whiche”
	“…to which the report is send”
	Accepted

	AT
	1.1b
	
	te
	This field could also be auto populated by using the information from field 1.1a
	
	Accepted, the field is auto populated by Eudamed

	MTE
	1.1 d
	 helptext
	Ed
	Not same title as in the MTR
	EUDAMED Reference number for this MTR
	Accepted

	EFPIA
	1.2.
	
	
	“If the trend was detected within a PMCF/PMPF investigation”.  Missing row in the helptext file.
	Add the row.
	Accepted

	AT
	1.1d, 1.3.1,
1.3.2b,
1.3.2k,
1.3.2m,
1.3.3k,
1.3.3m,
1.3.4k,
1.3.4m,
2,
2.1,
2.3,
3a,
3.1.2a,
3.2,
3.2a,
3.3,
3.3a,
3.4a

	
	ed
	There is a different section name in the help text than in the trend report form. Use the same name in the section of the help text.
	· 1.1d EUDAMED Reference number for this MTR
· 1.3.1 Submitter of the report
· 1.3.2b Actor ID/SRN
· 1.3.2k PO Box
· 1.3.2m Postal code
· 1.3.3k PO Box
· 1.3.3m Postal code
· 1.3.4k PO Box
· 1.3.4m Postal code
· 2 Device Information
· 2.1 Devices scope type in trend
· 2.3 Risk class of device(s) when placed on market
· 3a Background information on the trend, including probability of problem arising and the predicted risk to users
· 3.1.2a IMDRF 'Health Effect' terms and codes (Annex E, F) or in-house codes/MedDRA codes
· 3.2 Root Cause Analysis
· 3.2a Summary of the root cause analysis,

· 3.3 Corrective actions information
· 3.3a Trend report document to upload (pdf)
3.4a Actions to be taken or already implemented to the reduce the risks for the users/patients
	Accepted

	MTE
	1.2 g
	 helptext
	Ed
	1.2 g is missing
	
	Accepted

	AT
	1.2e/g
	
	ge
	Field 1.2g is missing in the help text
	
	Accepted

	AT
	1.3
	
	ed
	Header “1.3 Submitter information” is missing
	
	Accepted

	AT
	1.3.2.
	
	ed
	Make 1.3.2. bold
	
	Accepted

	NB
	Helptext
1.3.2
	b
	Ed
	Update the text in B20 to read as “Actor ID/SRN” to match the actual trend report template content.
Update C20 to describe Actor ID too.
	Update the text in B20 to read as “Actor ID/SRN” to match the actual trend report template content.
Update C20 to describe Actor ID too.
	Accepted, the text is revised, and new text added.

	AT
	1.3.3a, 1.3.4a
	
	te
	Please don’t use “incident”
	Better use the word “trend” or “event”
	Accepted, the term is changed

	AT
	1,2,3
	
	ed
	“Section: “ is missing
	
	?

	NB
	Helptext
1.3.3
	B
	Ed
	Update C34 to describe Actor ID too.
	Update C34 to describe Actor ID too.
	Accepted

	MTE
	1.3.3 a
	helptext
	Ed
	Clarification on the type of report.
	Replace adverse incident for trend report.
The name of the Authorised representative for the device involved in this adverse incident trend report.
	Accepted

	MTE
	1.3.3 j
	helptext
	Ed
	Editorial changes. 
	Editorial changes removal of punctuation and brackets added to the example. 
The address where the Authorised representative is located. (Ee.g. building name)
	Accepted

	MTE
	1.3.4 a
	helptext
	Ed
	Clarification on the type of report.
	Replace adverse incident for trend report.
The name of the company (the legal entity) for this adverse incident trend report
	Accepted

	MTE
	1.3.4 i
	helptext
	Ed
	Editorial changes. 
	Editorial changes brackets added to the example. 
The address where the company is located (e.g. building name)
	Accepted

	MTE
	1.3.3
	 helptext
	Ed
	Still the wording for MIR
	The name of the Authorised representative for the device involved in this adverse incident trend report
	Accepted

	MTE
	2.2 b
	helptext
	Te
	What is the “issuing entity”
	Add the definition in the helptext.
	Accepted, but the text is missing like on the MIR help text document.

	AT
	2.2e/d
	
	ed
	Wrong enumeration -> “e” is used instead of “d”
	
	Accepted

	MTE
	2.3.a & b
	Helptext
	Te
	Helptext is not understandable for field a.
Helptext is missing for field b.
	Please correct
	Accepted, the text is updated

	AT
	2.3a
	
	ed
	Remove “t” in “caset”
	“in case”
	Accepted

	AT
	2.3b
	
	ge
	Text is missing
	
	Accepted, the text is added

	EFPIA
	3a
	
	
	Original text: 
“Including probability of problem arising and the predicted risk to users.”

Some companies set trending limits based on historical complaint rates and are not directly tied to “probability of problem arising”.  This text assumes direct link to occurrence rate in risk documents which may not be a correct assumption for many companies.
	Suggest removing 
	Rejected, in the point of view of statistical purposes. 

	MTE
	3.1.ab-b
	Helptext
	Ed
	Incorrect numbering
	Should be 3.1.1a and 3.1.2.a according to the trend report form
	Accepted

	AT
	3.1.1,
3.1.2
	
	ed
	Header is missing
	
	Accepted

	AT
	3.1.1a
	
	ed
	“be” is missing in “allowed to used”
	“…codes are allowed to be used”
	Accepted

	AT
	3.1.1a,
3.1.2a
	
	ge
	Please use the text from the MIR help text
	e.g. “Please enter the most relevant Level 3 observation on the medical device problem as Choice 1. You may chose up to 5 other different codes that describe the medical device problem.

In case you can't find a level 3 observation, but a suitable level 2 code, then please use this code as Choice 1 and explain briefly in the text box why no level 3 code was chosen. You can propose a new IMDRF code/term. If no code on level 2 can be chosen, select one from level 1 and propose a new IMDRF code/term for levels 2 and 3. The aim is always to code to the most appropriate level. 

If no code (on any hierarchy level) can be found briefly explain why. (This is a way to propose new IMDRF terms which could be incorporated in the nomenclature during a maintenance session)

For some codes in Annex A there is no level 3. In those cases, level 1 or 2 would be acceptable without justification.

Note Choice 1 is mandatory after the transitional period. The other codes are optional.” 

	Accepted, the text is copied from document MIR help text, removed the outdated text, and added text related to the in-house/MedDRA codes

	MTE
	3.1 a
	helptext
	Ed
	Not all chapters are indicated in the helptext
	Correct to 3.1.1a for Annex A
	Accepted

	MTE
	3.1 a
	helptext
	Ed
	Can choose up to 6 codes not 3 as indicated in the helptext. Please correct. Also change “verbal description” to text description.
	“Please enter the most relevant lowest level observation as Choice 1.   You may chose up to 3 6 other different codes that describe the medical device problem. The in-house codes are allowed to used within the transitional period. When using the in-house codes please provide the verbal text description of the code.”
	Accepted

	MTE
	3.1 b
	helptext
	Ed
	Editorial suggestions. 
	Editorial changes quotation marks added.
Please enter the most relevant IMDRF "Clinical signs, symptoms, and conditions codes" (Annex E) and IMDRF "Health impact" codes (Annex F).
	Accepted, the text is copied from the MIR help text document

	MTE
	3.1 b
	helptext
	Ed
	Not all chapter are indicated in the helptext
	Correct to 3.1.3 a for Annex E and F
	Accepted

	AT
	3.2/3.3
	
	ed
	The enumeration 3.2 is wrongly used twice
	“3.3 Action to be taken…”
	Accepted

	MTE
	3.2
	helptext
	Ed
	
	When a root cause is identified the MF reporter enters its final comments on the root cause and conclusion
	Accepted

	MTE
	3.2
	helptext
	Ed
	Chapter do not correspond to the MTR
	Correct for chapter 3.3 
	Accepted

		EFPIA

	



	3.2a
	
	
	Original text: 
“Provide an overview about the CAPA or FSCA or other measures decided to adopt in order to reduce the severity and/or the increase of frequency of the reported trend.”
	Anything outside of CAPA or change control should not be included as determining effectiveness would be challenging.  We should not be reporting things like commercial-led customer support actions.  Recommend removing since these types of mitigations would not be captured in risk documents.
	Rejected, the activities are related to the risk management (current field 3.3a).

	MTE
	3.3, 3.4
	helptext
	Ed
	Sections 3.3 and 3.4 are missing
	Add the sections 3.3 and 3.4 
	Accepted, the numbering is corrected and a new section “general comments” is added.

	AT
	3.4/4
	
	ed
	The “Trend report document” is listed as 3.4 in the form and not as an own section as written in the help text
	“3.4 Trend report document”
	Accepted, it is field 3.5.a

	AT
	3.4a
	
	ge
	Text is missing about how or where to upload the document
	
	Accepted. The following text is added: The form registers the MTR into Eudamed and provides initial information of the detected trend. The detailed information about the trend and its investigations is provided on the Trend Report document. Firstly, fill in the form, secondly upload the document and thirdly submit it to Eudamed.



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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