
8th MDR Eudamed Vigilance ad hoc WG meeting
MedTech Europe notes and questions
Date:  
 8 July 2021
Time: 
 14h - 17h30
Place:
 WebEx meeting (login credentials shared separately)




	MVP: Minimum Viable Product
1. Welcome

	2. Agenda

	3. Previous MoM Endorsement of previous meeting minutes

[image: image1.emf]210325_Eudamed_7 th_Vigilance WG_COM minutes.doc



	4. Planning - Roadmap Presentation of the roadmap, state of play, review and update of the implementation plan for the Vigilance module. 

Roadmap from 27 April 2021:
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Vigilance roadmap presented on 8 July 2021:
[image: image3.jpg]Vigilance: State of Play & Roadmap
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1. When is EC planning to launch the Vigilance Playground? Q1 2022? Who can participate?
See roadmap slide. MedTech Europe will disseminate info when playground is open.
2. Will data that is generated and submitted after the MDR DoA be required to be uploaded in the EUDAMED module once available? How will the Commission consider to do this cut off/transition? 
No retrospective submission should be required (as a principle). This was confirmed during the meeting.

See MTE reflection paper to be submitted by 15 July to the MDCG/Commission:

[image: image4.emf]210630_MTE_refl  paper_transferring to EUDAMED_FD.docx


3. Which Functional Specifications (FSs) will be delivered in May 2022 in the “minimal viable product” (MVP) from the currently published Eudamed functional specifications (v4.1; Feb 2019)
No answer.

	5. MIR Final clarifications and demo on achievement


[image: image5.emf]MIR_form_v7.3_0.pd f
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Changes agreed by the MDCG PMSV WG policy group will be implemented (new fields e.g. two awareness dates, issuing entities etc.)
Please refer to the MTE comments submitted on draft MIR 7.3 in Dec 2020 (no feedback, no new draft seen): 
[image: image7.emf]General comments  on MIR 7.3..docx
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4. 7.3 to be used during the transition without EUDAMED? Then 7.3.1. for EUDAMED? E.g. only EMDN will be accepted?
7.3 will be the final one to be implemented in EUDAMED.

5. When the finalized data dictionary for PMSV will be released, inc. mandatory/optional indications as well as annotations re:what fields will be public?
In EUDAMED user interface for submitting a MIR: an open lock will be shown for those fields which are for the public. For the non-public fields there will be no lock or any special indication. Collaboration with the VIG transparency group planned to agree on the 7.3. MIR additional fields’ transparency. 
See image:   [image: image9.jpg]



6. Will EMDN be mandatory for legacy and old devices once form submitted through EUDAMED? 
From previous EUDAMED Vigilance WG meeting minutes: 
COM insisted on the importance of always using EMDN as this will be used for vigilance data analysis and signal detection. Other nomenclatures can be accepted only for older than legacy and custom made devices that will never be registered in the UDI/Devices module, EMDN will be the only nomenclature acceptable for Regulations and legacy devices. 
In the context of vigilance, only the most appropriate nomenclature code has to be quoted. As a device can have several nomenclature codes, the field will not be auto-populated when the device is registered in the UDI/Device module with several codes.

7. How the IMDRF code changes will be handled in EUDAMED? will the changing codes be linked to the updated/newly created once (to carry out market surveillance)?
Updated codes will be released by IMDRF once a year. COM still discussing how the changes will be implemented. 
8. What is the implementation timeline of newly created/updated IMDRF codes into EUDAMED? 6 months? 
To upload new codes right after they are released, but still keep old codes for a period of time. No agreement yet on the transition period.
9. What are the rules for ‘older than legacy devices’= ‘other devices’ which are not registered in EUDAMED, should the Manufacturer assign an ID for Vigilance reporting?
The aim is to have as little legacy device data in EUDAMED as possible.

EUDAMED VIG WG minutes from 25 March 2021:
The Eudamed ID is only for legacy devices, EUDAMED will not generate IDs for the other than legacy devices that will not be registered in the UDI/Devices module. EUDAMED will not create a Vigilance devices registry, the info about such devices will only be in the vigilance reports. The information about those kind of devices will need to be provided with each report and all the info required in the current MIR will be required for other than legacy devices as the name and the nomenclature.
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To be confirmed: the device ID (device registartion) is only to be requied by the time of the submission of the FINAL report (Regulation-compliand and legacy devices) – so the above visual should be updated.
For “old” devices: serious incidents or FSCA for ‘old’ devices (which are still in use, example: implanted or IVD instruments) need to be reported in EUDAMED Vigilance module (but the ‘old’ device is NOT required to be registered in EUDAMED UDI/Device module).
Definition of ‘old’ device: “devices placed on the market according to the medical devices Directives or the in vitro diagnostic medical devices Directive before the date of application of the MDR and IVDR or placed on the market before the Directives entered into force.” 

See: MDCG 2021-13 Rev.1 - Questions and answers on obligations and related rules for the registration in EUDAMED of actors other than manufacturers, authorised representatives and importers subject to the obligations of Article 31 MDR and Article 28 IVDR
Do manufacturers of only ‘old’ devices have to register as actors in EUDAMED? Yes, manufacturers of only ‘old’ devices, which are made available on the Union market and/or  are  still  in  use,  will  have  to  register  as  actors  in EUDAMED in  case serious incidents reports or field safety corrective actions in respect of the device are requested by the Member States to be reported in EUDAMED. The   obligation   to   register   as   actors   in EUDAMED is   applicable   also, in   the abovementioned  cases,  to  non-EU  manufacturers  of  only  ‘old’  devices  and  their concerned authorised representatives. In  case  either  the  manufacturer  or  the  authorised  representative  is  not  active anymore, serious incidents and the field safety corrective actions will not be reported in  EUDAMED  and  the  manufacturer  or  authorised  representative  will  not  have  to register as actor in EUDAMED. Registered manufacturers and  authorised  representatives  of  only  old  devices are assigned an Actor ID that is not a SRN.

10. How to handle the following case in EUDAMED: Devices (REG/Legacy/Older) for which the Manufacturer did not receive an identification number from the customer and has no time to investigate it within 15-day reporting time: shall we use the ‘older than device’ option to submit the initial report and then add the UDI/fake-UDI in the follow-up report? today ‘unknown’ can be selected in the MIR report:
It is answered by Q9. The device identifier need to be provided only for the final report.
[image: image11.png]Section 2: Medical device information
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11. Can a follow-up (or an updated final) report be sent after final report submitted?
Only one initial report can be submitted. Several follow-up reports can be submitted. Only updated final can be sent as a new final report (not as a follow-up). 
12. Will this functionality be implemented in the MVP: Make accessible and notification the CAs of any serious incident report submitted by a MF/AR, and the NB having issued a certificate for a device involved.
Access to info: yes. Notification once MIR submitted?

	6. FSCA & FSN 
PDF print of the FSCA form content was requested by MTE and NCAs. To be examined: If it is not too complicated, this functionality will be implemented.
Final clarifications including on management of sub-status for devices 


[image: image12.emf]Device_Sub-status  triggered from Vigilance reports_proposal_ v0.1.pdf


13. Is EUDAMED going to automatically update the Recall Status in the UDI module from the FSCA linked to this UDI? How will be updated if more than one FSCA linked to the same UDI or product family?
[image: image13.png]When a Device is referenced in an FSCA report, then an update of the status of the Device is triggered

Based on the Manufacturer action required (Corrective Action) set in the FSCA, the Sub-status of the Device is calculated.

Device Sub Status Corrective Action type in FSCA

Recall Product Removal - Partial Recall
Recall Product Removal - Full Recall
FSCA initiated IFU or labeling change

FSCA initiated Software Upgrade

FSCA initiated On-site modification/inspection by
FSCA initiated ‘Customer information only

FSCA initiated Other
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* On Device there will be 2 computed sub-statuses: FSCA initiated and Recall;
Triggering the display of sub-status in Device will be done when the FSN (having the Device referenced inside it) is Registered and is set to Final
state (is made publicly available on the Public website);

Closing the sub-status of the Device is done when all Subactions/Country Specific Subactions from the FSCAS referenced in the FSN, which
refer to that Device, are closed;

Note : In the FSCA for Subaction/Country Specific Subaction, there will be the possibility for users to specify the Devices which are relevant for
that Subaction - from the list of devices attached to the FSCA. By defaulf, all Devices are considered in scope.

« Several sub-statuses can exist for a Device at a moment i time - each Status referring to one FSN;
 When sub-statuses are active for a Device, the sub-status together with the affected scope of Device is displayed within the Device. The Scope
can be the entire Device scope (all devices under the UDI-DI), or partially - defined by a subset of Pls or lots/batch numbers/etc. ;
* Inthe UDI-DI only the active sub-statuses will be displayed. Access to the historical list of sub-statuses will be available on the Public/ Private site;
« Ifthere are >1 sub-statuses, all active ones will be displayed.




If there are two actions (Recall + FSCA initiate) linked to the same product and if captured in the same action, only the most severe one will be displayed in UDI/Device module (=recall). For displaying both, they need covered in two separate FSCAs. Two FSCAs can be linked to the same FSN.
14. What is the difference between FSCA initiated and Recall? 
See table just above on corrective action type decided by the manufacturer.

15. What will be the official closure of an FSCA in EUDAMED? (UDI database, status of the device data field)
Substatus will be automatically lifted from UDI/Device registration module (as publicly available info) once the action is closed in the FSCA form.

MedTech Europe considerations previously submitted to the European Commission and MDCG members:
· We recommend to keep the ‘main’ status of the device / UDI-DI as ‘On the market’ unchanged unless it should be set for ‘No longer placed on the market’ or ‘Recalled’ in case of a systematic action which affects the entire UDI-DI (all lots / serial numbers / Software versions). 
· In case the ‘FSCA initiated’ affects only one OR few lots / serial numbers / software version, we recommend to indicate this in a separate list with a possibility to add which lots / serial numbers / software versions are affected. Our rational: there might be several field actions happening parallel on unrelated batches which should be reflected in EUDAMED, and which should not affect the ‘main’ status of the device 
· We recommend to enable a technical possibility for more than three additional fields for indicating ongoing FSCAs since many parallel actions can be in progress at the same time affecting different lots of the same device.
· We recommend that this information auto populates (lots / serial numbers / software version) when a manufacturer submits an FSCA and also the related FSN (if there is one) is linked automatically since it is not feasible to change manually every time when an FSCA initiated (possible source of copy-paste errors, different employee is responsible for data registration and for vigilance, etc.)
· We recommend that the additional fields with lots / serial number / software version information automatically dissolve from EUDAMED once the FSCA is completed (closed officially by the Competent Authorities). 
16. In the FSCA and FSN modules, are manufacturers going to receive confirmation that data was successfully transmitted (regardless of how will be transmitted – manually or M2M) to NCAs or NBs?
It was not discussed.

17. Will FNS need to be attached by country?
Yes.

18. How will manufacturer see a CA or NB comment when FSCA or FSN submitted for their review?
It was not discussed.

19. Will Notified Body see comments from Competent Authorities on a specific FSCA/FSN and vice-versa?
It was not discussed.

20. Will Competent Authorities be able to see all Comments from other CA in the module?
It is planned, but it was not discussed on this meeting.

21. What is the timeframe required for CA to provide input not to delay communication to the FSCA?
It was not discussed.
EUDAMED VIG WG minutes from 25 March 2021:
A FSN can be very urgent and might need to be issued before the 2 days consultation period. EUDAMD could have a disclaimer/flag for urgent FSN, skipping the review process and setting the FSN directly to final and available to the public. The CAs will still have the possibility to comment.

22. What is the expectation in regard to transitioning open FSCA to EUDAMED?
It was not discussed. There is no guideline yet.
23. After Go Live, is the Playground be available for training purposes? 
Yes.
24. If EUDAMED is down, how Industry will communicate with NB and CA?
It was not discussed in this meeting.

See MTE feedback for the public consultation on draft Commission Implementing Regulation on EUDAMED
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The responsibility of system failures and malfunctions should be with the EU system owner and not the users of the system. In case of the outage of EUDAMED, no fallback manual data submission should be required. Submitting reporting into the system is the only way to perform any necessary submissions in a meaningful way also supporting data integrity. 
25. During the meeting on 26 October 2020 for the Vigilance Module, was mentioned that there were 3 scenarios to link FSCA to FSN. We are aligned with Scenario 2 and 3, but not with scenario 1. However, our recommendation is to keep 3 scenarios to let companies to decide which one to use.
It is not yet defined. It was not discussed.
26. We are not in alignment to have 1 FSCA for each action. We may have 1 FSCA for a specific Scope (products impacted) and problem, but not for type of actions (letter to remove, letter to correct). This will impact FSCA generated due to system impacted (disposable, Active Device, Software, etc.) all involved in the same problem and tied to the same Field Action Execution Strategy. Need flexibility also to reference more than 1 FSCA to the same Manufacturer Corrective & Preventive Action record.
There can be several actions in one FSCA, but to see the consequence please refer to Q13.

	7. Final NCAR MVP proposal review with demo


[image: image18.emf]NCAR_Specification _v0.1.pdf


Demo was presented. The function is for NCAs only.

	8. PSUR Final clarifications for MVP requirements finalisation (legacy device possibly pending) 


[image: image19.emf]Eudamed_PSUR_20 210629.docx
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27. Would a PSUR trigger an immediate registration if UDI has not been registered yet? (As the device registration timelines are later - May 2024 if a fully functional EUDAMED is released by May 2022 - than the first submission of PSUR (one or 2 years after DoA).
It was not discussed.
28. FS-VGL-010.01 Eudamed functional specification state: enable to search among list of PSURs submitted by MFs (including the evaluation of the NB), PSRs – Will it be possible to list submitted PSURs, PSRs and even more?
It was not discussed. Probably not foreseen in MVP.

	9. PSR MVP proposal to review/discuss


[image: image22.emf]PSR_Specification_v 0.1.pdf


29. What is the timeline to develop PSR?
See roadmap above in agenda point 4. Programming is planned to be ready by Q4 2022.

The content of the form is planned to be ready by Q3 2021.
No. 
Objective 
Description 

Timeline 
Lead 
CA members 
Stakeholders 
Links to other WGs 
Priority 
Status 
 
Requirements for Vigilance module 
4/1/2 
Integration of new Periodic Summary Reports 

Development of  

Periodic Summary Report 
Q3 2021 

? 

? 

MedTech / COCIR 

N/A 

High 

On-going 


	10. Trend Report MVP proposal to review/discuss


[image: image23.emf]Trend  Report_Specification_v0.1.pdf


30. What is the timeline to develop Trend reports?

See roadmap above in agenda point 4. Programming is planned to be ready by Q4 2022.
The content of the form is planned to be ready by Q4 2021.

No. 
Objective 
Description 

Timeline 
Lead 
CA members 
Stakeholders 
Links to other WGs 
Priority 
Status 
1/3 
Trend report 
1/3/1 
Revision of trend report 

Revise the trend report for alignment on 

MDR/IVDR 

Q4 2021 

FI 

To be defined 

To be defined 

IVD / CIE 

MS 

High 

Pending 


	11. AOB/Q & A Open questions and remaining needs for clarifications


[image: image24.emf]Question list.pdf


The language of the user interface in EUDAMED can be set to any language (language of the user or authority), but the information entered will be displayed only in the language on which it was submitted.

31. The FS-VGL-011.01 Eudamed functional specification states: Grant CAs of third countries or International organisations, appropriate access level to Eudamed. 
It was not discussed.
32. Do we know what information is being proposed to be shared with non-EU CA​s? Which non-EU CA's and organizations would have access? Only those ones that have an Mutual Recognition Agreement with the EU? Countries that recognize CE marking? Does this relate to the Public Site or some other form of sharing?
It was not discussed.
33. The FS-VGL-012.01 Eudamed functional specification states: Analysis of vigilance data. What information is being monitored and analyzed
It was not discussed.
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Draft minutes 


7th MDR EUDAMED Vigilance WG meeting
25 March 2021

Welcome


COM welcomed the participants stressing that it is very important to speed up the finalisation of the vigilance module requirements. 


1. Agenda

The meeting will focus on the MIR update finalisation, to allow starting the MIR development, and getting final comments for FSCA and FSN.


The agenda was adopted.


2. Previous MoM


COM received no comments. The previous meeting minutes are endorsed.

3. Planning – Roadmap

Vigilance is a complex module and the COM is currently gathering detailed requirements and establishing the priorities under the Minimal Viable Product (MVP) approach. MVP that will cover all MDRs legal requirements and will be the basis for the audit. COM will provide a roadmap for the second set of modules when requirements are stable enough.

MIR, FSCA and FSN Forms are the first priority for the Vigilance module. The other forms (PSUR, NCAR, PSR, TREND) will follow with a higher priority for PSUR and NCAR. It is critical to have all MIR requirements fixed by end of this month.

COM will provide Playground releases as soon as a Vigilance functionality is ready to be tested. The Playground is restricted to a limited set of persons selected by the WG members. 

4. Specification review for MIR, FSCA & FSN

COM presented the MIR Business Process for the 3 ways of registering the MIR; Bulk upload; M2M (Data Exchange) and via the user interface and their updates.

COM showed the MIR Administrative Information details and origin of the data, auto-populated or provided by the submitter.


MIRs concerning older than legacy devices can be registered, except in case the Manufacturer (MF) and the AR are no longer active. COM could consider the possibility of CAs entering vigilance data about devices from non-existing MF and AR but not under MVP.

COM reminded that the subcontractors are not registered as actors in EUDAMED; they are users, and when a user requests access to the system there is a question about whether it is a subcontractor. If so, they have to provide info about their company.

The subcontractor do not takes the MF or AR responsibilities, they just enter the data in EUDAMED on their behalf. Subcontractors can not register vigilance reports as an independent actor.

Participants clarified several points:


· The particular MIR contact details will not be pre-populated, the MF has to enter the contact information specific for each MIR.

· If there are discrepancies for the auto-populated fields when using DTX, the system will trigger an error. As a general rule, it could be considered that what is registered in EUDAMED is the reference and prevails to the info entered via DTX in case there are discrepancies. This has to be tackled by the DTX WG.

· The Relevant CAs to be notified for a MIR when it is Submitted will be only the CA referenced inside the MIR Report.  


· When updating the MIR report, all the fields can be updated, with the exception of : the Country were the Incident took place, and the UDI-DI if a link has been made with a Device registered in EUDAMED;  the Competent Authority (CA) can be updated but only with a CA from the same country.

· CAs agreed on the device info being not mandatory even for follow-up, final and initial & final reports in case the device is unknown or some information remains unknown except for the device name and device description that are free text in which anything can be entered (like unknown if applicable).

· The Eudamed ID is only for legacy devices, EUDAMED will not generate IDs for the other than legacy devices that will not be registered in the UDI/Devices module. EUDAMED will not create a Vigilance devices registry, the info about such devices will only be in the vigilance reports. The information about those kind of devices will need to be provided with each report and all the info required in the current MIR will be required for other than legacy devices as the name and the nomenclature.

COM insisted on the importance of always using EMDN as this will be used for vigilance data analysis and signal detection. Other nomenclatures can be accepted only for older than legacy and custom made devices that will never be registered in the UDI/Devices module, EMDN will be the only nomenclature acceptable for Regulations and legacy devices. 

In the context of vigilance, only the most appropriate nomenclature code has to be quoted. As a device can have several nomenclature codes, the field will not be auto-populated when the device is registered in the UDI/Device module with several codes. 

Participants agreed on several MIR 7.3 points: 

· 1.3.1f new wording: Please provide the SIN (Single Identification Number) of that PMCF/PMPF investigation or the PMCF/PMPF investigation identifier". 

· 1.3.1f can be only for Internal market, incidents/adverse events that occurred outside the EU has not to be reported in vigilance module.


· If the device is not identified, the risk class would be optional

· Section 3 - “Patient information” will be changed into “Clinical Information” 

· Section 3 – fields 3 b) and d) - Keep the exact age or body weight will be kept as provided now;

· Section 3 – field 3 e) a new field “Height” will be added 

The NB indicated in the MIR will have access to all the info, EUDAMED will not check if this NB has certified the device. NB can download the information via XML and access the whole info in the user interface, there will be also M2M possibilities for NBs. For the other MIRs for which the NB is not specified the NB will have just access to the same info as the public.

IMDRF codes are part of the MIR.  COM must have the IMDRF codes and has to determine how to keep them in EUDAMED up to date.

COM presented the high level business process for FSCA and FSN registration. (both FSCA and FSN are set to registered only when the FSN is registered), the General Requirements for FSCA including updates, Linking FSCAs to FSNs (with the 3 possible scenarios), State transitions for FSCA (draft, submitted, registered) and Status transitions for FSCA (Initiated, in progress, closed).

For an FSCA the device needs to be known and, as for the MIR, Regulation and Legacy devices have to be previously registered in the UDI/Devices module whilst other devices will be provided with the vigilance data. 


The FSCA can reference other vigilance reports: MIR, Trend, PSUR, FSN and other FSCA. 

FSCA has the same principle as the MIR; the concerned CA should inform the MF or the AR about the local reference to enter in EUDAMED. The local reference number should be optional, mandatory if available. Under the MVP it will not be possible for the CAs to enter their local reference number, this possibility could be considered only later, under MVP only the MF or the AR will be able to provide this information. 

The FSCA & FSN registration should trigger a change in the Device status (sub-status FSCA initiated, recall). The details for this trigger are under discussion. COM needs clarity about when this sub-status can be lifted, and what happens when the FSCA is only for a limited scope of the device.  The PMSV WG task force on FSCA could address this issue. 

COM presented the FSN high level business process, General Requirements, updates, State transitions (draft, registered) and Status transitions (draft, final). The initial draft FSN is in only one language.

A FSN can be very urgent and might need to be issued before the 2 days consultation period. EUDAMD could have a disclaimer/flag for urgent FSN, skipping the review process and setting the FSN directly to final and available to the public. The CAs will still have the possibility to comment.

Submitter contact should be changed into local contact for specific country.


COM will consider the possibility of notifying the concerned AR when the FSCA & FSN are registered and the AR should have access to the full vigilance data in which they are specified.

5. PSUR

COM presented a proposal for PSUR implementation in the context of the MVP from what has been made by the PMSV PSUR TF. COM reminded that PSUR is not public, the SSCP can be considered as the equivalent for the public. 


The MF selects the CA, provides the metadata and the device data, selects the NB and uploads the PSUR document and the NB is notified. The PSUR document can reference other PSUR but such links will not be reflected in EUDAMED. 

Afterwards, the NB uploads the evaluation and the MF receives a notification. The MF can update the PSUR. A new version of the PSUR could be the PSUR of the next year, but it could happen in some circumstances that for the same reporting period an update would need to be submitted. The PSUR keeps the same reference number and has different version numbers.

The CA to be selected for the PSUR is the one of the MF, in case of non-EU the one of the AR. The data collection period has to be entered by the MF, the other dates are managed by EUDAMED.


AR should also be notified and have access to the PSUR of their MFs and therefore in which they are specified.


A very important constraint to consider, it will not be possible to have a same Basic UDI-DI/EUDAMED DI linked in EUDAMED to more than 1 PSUR. Therefore, a new Basic UDI-DI/EUDAMED DI can be added in the form/meta-data provided it is not already linked to another PSUR.   


EUDAMED allows a specific email address for notifications per module, it is the email address provided for vigilance that will be used for notifications on PSURs and their NB evaluation, a specific email for NB PSUR notifications could be considered but not for MVP yet (code put in subject should be enough).


6. NCAR

COM presented a proposal for PSUR implementation in the context of the MVP. 


The NCAR Metadata to be provided should be:


· MF SRN and AR SRN (if they are not registered in EUDAMED, there is the possibility to enter the MF and AR name and address)


· References to Vigilance Reports  - Type of report and the Report Number. In case the link cannot be made to a report already existing in EUDAMED, the reference will be stored;

· Coordinating CA;

· Devices; 

· Outcome/Message

· Categorisation (Proposal)

The COM proposal was welcome. CAs need to discuss internally about the new NCAR notifications to decide whether they will be always sent to all CAs and to COM or if there is the need for specifying affected countries allowing to determine which CAs should be notified.

7. PSR


COM stressed that the current proposal PSR is far from MVP approach and reminded that as the PSR is optional it has to very simple otherwise there is a risk that the delivery of a fully functional EUDAMED will be delayed because of a report that will not be used.
 

COM presented its proposal including the PSR Registration, the initial PSR approval by the coordinating CA, the MiniMIR Registration, the PSR update and the approval of closing PSR in relationship with a CA. 

The devices referenced in the PSR must always be registered in EUDAMED.


Only the coordinating CA should be the PSR manager in case several countries are concerned. CAs suggested to take out of EUDAMED the selection of the coordinating CA, just the confirmation by the coordinating CA should be done in EUDAMED.


COM needs clarifications about whether it will be possible to submit mini-MIRs gradually (indicating the related PSR ID) or submission will be possible only via bulk upload. As currently there in no chair for the PSR TF such clarifications might take time.  

COM reminded that although the Trend report is a low priority, it has to be available in the Vigilance module. MVP could consider something very basic like a document to upload with very limited metadata to identify the MF and the device scope (similar as for the PSUR). 


There will be a new PMSV TF dealing with Trend reports. 

8. Mock-up FSCA & FSN 


COM presented the FSCA & FSN registration process mock-ups.

9. AOB/Q & A


COM recapped the Vigilance module situation:

· MIR, FSCA and FSN are fixed

· PSUR is almost finalised

· The PSR needs simplification

· The NCAR proposal is welcome


· The Trend should be an easy solution (similar as PSUR)

· The MIR 7.3 & pdf form will be soon finalised. 

COM is working on the Vigilance planning. Vigilance is the first priority after the 1st set of modules and COM objective is to have the MIR in production as soon as possible. 


COM expects to have the next meeting in June/July. The work will continue remotely and COM will make use of privileged contacts with some MS to obtain answers to specific questions that would arise. 

COM closed the meeting thanking the participants.


Participants:


Member States: BE, DE, IE, IT, FR, FI, SE, CH

Stakeholders: MedTech, COCIR, EAAR, AESGP, EUROMCONTACT, TEAM NB, NB MED


Commission : SANTE.A4, SANTE.B6
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PSUR

1 - Introduction

This "PSUR" document contains the business process that drive the implementation of the PSUR functionality in the Vigilance module of EUDAMED.

2 - Purpose

The purpose of this document is to provide an overview of the scope and conditions required for the registration of PSUR inside EUDAMED .

3 - Scope

Scope of the current document is limited to PSUR functionality from Vigilance module of EUDAMED.

PSUR Business Process

Business Process PSUR Registration

EUDAMED

Business Process NB Evaluation

>
h=]

[=] Create a new Upload the

@ Search and select Evaluation report for Evaluation report and

= evaluation the latest PSUR complete the

= version resolution

= PSUR Report Generate Notificate
% submitted by MF to CA, MF and AR

Business Process PSUR Update





Manufacturer

Periodic Update of PSUR

N8 Evaluation
requires an update of the PSUR

Creale a new version
of the PSUR

Provide the
Reporting Period for
the PSUR version

Upload the updated
PSUR document

e
Generate Notification
for NB, AR (and CA)

NB Evaluation
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Triggering Device statuses from Vigilance

1 - Introduction

This document contains the business process, requirements, and limitations (business rules) that drive the triggering of the Device Sub-status change from
the Vigilance module of EUDAMED.

2 - Purpose

The purpose of this document is to provide a proposal for the triggering of Device Sub-statuses in EUDAMED from the changes performed in the
Vigilance Module.

3 - Scope

The scope of the current document is limited to Device Sub-status functionality.

When a Device is referenced in an FSCA report, then an update of the status of the Device is triggered.

Based on the Manufacturer action required (Corrective Action) set in the FSCA, the Sub-status of the Device is calculated.

Device Sub Status Corrective Action type in FSCA

Recall Product Removal - Partial Recall
Recall Product Removal - Full Recall
FSCA initiated IFU or labeling change
FSCA initiated Software Upgrade
FSCA initiated On-site modification/inspection by
FSCA initiated Customer information only
FSCA initiated Other

Rules :

® On Device there will be 2 computed sub-statuses: FSCA initiated and Recall;

® Triggering the display of sub-status in Device will be done when the FSN (having the Device referenced inside it) is Registered and is set to Final
state (is made publicly available on the Public website);

® Closing the sub-status of the Device is done when all Subactions/Country Specific Subactions from the FSCAs referenced in the FSN, which
refer to that Device, are closed;

Note : In the FSCA for Subaction/Country Specific Subaction, there will be the possibility for users to specify the Devices which are relevant for
that Subaction - from the list of devices attached to the FSCA. By default, all Devices are considered in scope.

® Several sub-statuses can exist for a Device at a moment in time - each Status referring to one FSN;
®* When sub-statuses are active for a Device, the sub-status together with the affected scope of Device is displayed within the Device. The Scope
can be the entire Device scope (all devices under the UDI-DI), or partially - defined by a subset of Pls or lots/batch numbers/etc. ;
® |n the UDI-DI only the active sub-statuses will be displayed. Access to the historical list of sub-statuses will be available on the Public/ Private site;
® |[f there are >1 sub-statuses, all active ones will be displayed.

Summary Status Description
BR-VGL-DEV-001 : Device Sub- DRAFT In EUDAMED will exist two sub-statuses which can be attached to a Device :
status

® FSCA Initiated;
® Recall;

Device Sub-statuses will be triggered (computed) based on the Vigilance data stored for that Device.



https://citnet.tech.ec.europa.eu/CITnet/jira/browse/EUDAMEDMDR-9624?src=confmacro

https://citnet.tech.ec.europa.eu/CITnet/jira/browse/EUDAMEDMDR-9624?src=confmacro



BR-VGL-DEV-002 : Several Sub-
Statuses can exist for a Device

DRAFT

BR-VGL-DEV-003 : Triggering a
new Sub-status for a Device

DRAFT

BR-VGL-DEV-004 : Triggering an
FSCA initiated Sub-status for a
Device

DRAFT

BR-VGL-DEV-005 : Triggering an
Recall Sub-status for a Device

DRAFT

BR-VGL-DEV-006 : Closing a
Sub-status for a Device

DRAFT

6 issues

Scenarios

Scenario

Scenario 1 - One FSCA containing
one Device, referring to one FSN

referencing one FSN, by which it is triggered and which reflects the Scope of Devices affected by that Substatus.
A subs-status will be triggered (visible) for a Device when a Final FSN Report referencing that Device is
registered in EUDAMED and is made Publically available.
An FSCA initiated Sub-status is triggered (visible) for a Device, when the Corrective Actions (Manufacturer
Action required) referenced in the FSN report (from the FSCA) for that Device are having one of the values :
® |FU or labeling change
® Software Upgrade
® On-site modification/inspection by
® Customer information only
® Other
A Recall Sub-status is triggered (visible) for a Device, when the Corrective Actions (Manufacturer Action
required) referenced in the FSN report (from the FSCA) for that Device are having one of the values :
® Product Removal - Partial Recall (Lot/Batch/Model)
® Product Removal - Full Recall
A subs-status will no longer be visible (will be closed) for a Device when all Sub-actions and Country Specific
Subactions from the FSCAs referenced in the FSN, triggering that sub-status and referencing that Device, are
closed (have an End-Date).

Description

O WNE

Several Device Sub-Statuses can exist at the same time for a Device in EUDAMED. Each Sub- status will be

Setting Device sub-status

. Manufacturer registers the FSCA providing Device details

. Manufacturer registers the FSN referencing the FSCA and Submits it for CA review;

. CA reviews submit comments

. Manufacturer registers the Final FSN and Submits it;

. In EUDAMED (Private/Public) when previewing the Device the Sub-status is visible (together with the

affected Scope of Device);

Closing Device sub-status

1.

2.

Manufacturer closes Corrective Actions and Country-Specific Subactions from the FSCA and submits the
FSCA;

When all Corrective Actions and Country specific actions are closed, in EUDAMED (Private/Public) when
previewing the Device, the Sub-status is not visible (has been terminated due to end of all Corrective
actions for the Device);



https://citnet.tech.ec.europa.eu/CITnet/jira/browse/EUDAMEDMDR-8808?src=confmacro

https://citnet.tech.ec.europa.eu/CITnet/jira/browse/EUDAMEDMDR-8808?src=confmacro

https://citnet.tech.ec.europa.eu/CITnet/jira/browse/EUDAMEDMDR-9625?src=confmacro

https://citnet.tech.ec.europa.eu/CITnet/jira/browse/EUDAMEDMDR-9625?src=confmacro

https://citnet.tech.ec.europa.eu/CITnet/jira/browse/EUDAMEDMDR-9626?src=confmacro

https://citnet.tech.ec.europa.eu/CITnet/jira/browse/EUDAMEDMDR-9626?src=confmacro

https://citnet.tech.ec.europa.eu/CITnet/jira/browse/EUDAMEDMDR-9626?src=confmacro

https://citnet.tech.ec.europa.eu/CITnet/jira/browse/EUDAMEDMDR-9627?src=confmacro

https://citnet.tech.ec.europa.eu/CITnet/jira/browse/EUDAMEDMDR-9627?src=confmacro

https://citnet.tech.ec.europa.eu/CITnet/jira/browse/EUDAMEDMDR-9628?src=confmacro

https://citnet.tech.ec.europa.eu/CITnet/jira/browse/EUDAMEDMDR-9628?src=confmacro

https://citnet.tech.ec.europa.eu/CITnet/jira/secure/IssueNavigator.jspa?reset=true&jqlQuery=project+%3D+EUDAMEDMDR+AND+component+%3D+VGL+AND+labels+%3D+BR+AND+labels+%3D+%22Dev_Sub_status%22++AND+status+not+in+%28Closed%29+ORDER+BY++summary+ASC%2C+key+ASC++++++&src=confmacro



Scenario 2 - Several FSCA
containing one Device, referring to
one FSN

Scenario 3 - Several FSCAs
containing several Devices
referenced in several FSNs

Setting Device sub-status

onrwNR

. Manufacturer registers the FSCA 1 providing Device details

Manufacturer registers the FSCA 2 providing Device details
Manufacturer registers the FSN referencing the FSCA 1 and 2 and Submits it for CA review;

. CA reviews and submits comments
. Manufacturer registers the Final FSN and Submits it;

In EUDAMED (Private/Public) when previewing the Device the Sub-status is visible (together with the
affected Scope of Device);

Closing Device sub-status

1.

Manufacturer closes Corrective Actions and Country-Specific Subactions from the FSCA1 and submits
the FSCAL1 (Corrective Actions still open for FSCA 2);

. SubsStatus is still visible for the Device
. Manufacturer closes Corrective Actions from the FSCA2 or Country-Specific Subactions and submits the

FSCA2;

. When all Corrective Actions and Country specific actions are closed, in EUDAMED (Private/Public) when

previewing the Device, the Sub-status is not visible (has been terminated due to end of all Corrective
actions for the Device);

Setting Device sub-status

1. Manufacturer registers the FSCA 1 providing 2 Device (Device 1 and 2) details
2.
3. Manufacturer registers the FSN 1 referencing the FSCA 1 and 2 - Only Device 1 and Submits it for CA

Manufacturer registers the FSCA 2 providing Device (Device 1) details

review (FSCA 1 state Submitted, FSCA 2 state Registered as its scope is covered completely);

4. CA reviews and submits comments
5.
6. In EUDAMED (Private/Public) when previewing the Devices - Device 1 has a Sub-status visible (together

Manufacturer registers the Final FSN 1 and Submits it;

with the affected Scope of Device), whereas no sub-status is visible for Device 2;

Note : For Device 2 to have the sub-status visible - a new FSN (FSN 2) - referencing the FSCA 1 and Device 2
needs to be Submitted in Final state .

Closing Device sub-status

1.

Manufacturer closes Corrective Actions and Country-Specific Subactions from the FSCA1 and submits
the FSCA1 (Corrective Actions still open for FSCA 2);

. Sub-status is still visible for the Device 1
. Manufacturer closes Corrective Actions and Country-Specific Subactions from the FSCA 2 and submits

the FSCA 2;

. When all Corrective Actions and Country specific actions are closed, in EUDAMED (Private/Public) when

previewing the Device 1, the Sub-status is not visible (has been terminated due to end of all Corrective
actions for the Device);

Process for triggering the Sub-status

Wanufacturer

EUDAMED

Closing the Sub-status
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MIR MGCK Up screenshots:

MIR data entry form:
v Vigilance Form Entry Submit

Administrative Information
-suws & <= green open lock: publicly available data (TBD with the transpoarency group)

Initial

Device Information

Incident Information

urer's ref ber for this incid

Iysi
Manufacturer Analysis Reference_123

General Comments * Country where the incident occured &

Belgium

Recieving National Competent Authority &

SRN: BE-CA-001

Organisation name: Agence Fédérale des Medicaments et des Produits de SanteFederaal Agentschap voor
Ger ddelen en G dheidsproducten

Address:
B-1060 Brussels
Belgium

Reference number assigned by NCA for this incident

NCA_123

Date of incident

* Exact date of incident is known? & ©
Yes

* Exact date of the incident

14:29
)] C
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Vigilance Form Entry

Device Information
Incident Information
Manufacturer Analysis

General Comments

Submit

Reference number assigned by NCA for this incident

Belgium

NCA_123

Date of incident

* Exact date of incidentis known? & @
Yes

* Exact date of the incident
2021-07-01

“ Expected date of the next report
2021-07-15

* Classification of Incident & @

Serious public health threat

Submitter information

Manufacturer Information

In case the Manufaciures inf ion is updated after Device inf jon has been p

Actor ID/ SRN &

SRN: BE-MF-000000001

Organisation name: Belgium MFA V4_test

Address: Avenue des arbre 1040 Brussels
Brussels

ided Device details will be reset

% da

14:30
08 07 2021
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Vigilance Form Entry

Device Information
Incident Information
Manufacturer Analysis

General Comments

P e

References to other Vigilance reports
References to other MIR Reports

Reference numbers of other MIR forms available: &
® Yes O Nos

Enter details of other related MIR forms &

Manufacturer’s reference number EUDAMED's Ref Number

11224557 I EUD_1212121

1122455333 EUD_1212223

References to other FSCA Reports

Reference numbers of F SCA forms available &
Yes e No

Periodic Summary Report (PSR)
PSRID: &

PMCF/PMPF Investigation

FHone nutiogl

NCA's local reference number

NCA_23232

NCA_23434355

Remave

Remove

% da
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08 07 2021
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Vigilance Form Entry
1122455333 EUD_1212223 NCA_23434355
Device Information 4545454

Incident Information

Manufacturer Analysis References to other FSCA Reports

Remove

General Comments Reference numbers of FSCA forms available &
Yes ¢ No

Periodic Summary Report (PSR)
DY

PSRID: &

PMCF/PMPF Investigation

Has the incident occured during 8 PMCF/PMPF investigation ? &
Yes e No
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Vigilance Form Entry

Administrative Information

Incident Information
Manufacturer Analysis

General Comments

Device Information

*Is the Device tdentifier known?

Yes
Device

uDt-Ol:

Applicable legislation:
Risk Class:

Basic UDI-DVEudamed-DI:
Unit of use UDL.DI:

Modet:

Device trade name::

Reference/Catalogue number:

Medical Device terminology @

EMDN

Device Nomenclature Code &

A01010101

123454vdi-class-C-A-2S-ud-A B Device detail
applicable-legisiation ivdr

risk-class dass-i

12345-ivdi-class-C-A-2S (issuing-agency gs 1]

12345-fvds-class-C-A-2S

12345-ivds-class-C-A-2S

* Nomenclature text/ Description of the device and its intended use

Hypodermic needles for syringe

or
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Vigilance Form Entry

Administrative Infornnation

Incident Intormation
Manufacturer Analysis

General Comments

UDI Production ldentifier

ubDI Pl
$1212112

Seriat number
$1212112
Lot/batch number
Software version
Firmware version

Device manufacturing date

Device expiry date

Certificate identification
Cettificate identification details fg

Notified body (NB) ID number

Notified body (NB) cerlficate number

or
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Vigilance Form Entry

Administrative Infarmation

Incident Information
Manufacturer Analysis

General Comments

Submit
Notified body (NB) ID number

NB1288121

NB1288121

Device dates

Please indicate the date of one of the following

fFirst declaration of conformity

Implanted Device Information

implanted Device?

#Yes No

Date when the device was implanted
Exact date

Date

2020-05-21

implant facility

Device was explanted ?
Yes # No

Notified body {NB) certificate number

1213334343
5455456435
Start date End date
2019-07-04 2019.07-04

or
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Vigilance Form Entry

Administrative Information

Incident Information
Manufacturer Analysis

General Comments

I

Implanted Device Information

Implanted Device?

¢« Yes No
Date when the device was implanted

Exact date

Date

2020.05-21

implant facility

Device was explanted?

Yes & No

Market Distribution

Country were the Device is placed inthe market &

Ausbtia
Belgium

Croatia

Associated Devices or Device Accessories

Use of accessories &

or

Remove
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Vigilance Form Entry

Administrative Information

Incident Information
Manufacturer Analysis

General Comments

Submit

Yes % No

Market Distribution

Country were the Device is placed in the market &

Austria Cloar

Belgium Clear

Croatia

Agsociated Devices or Device Accessories

Use of accessories &

Use of associated devices or other devices &

or

Remove

Remove

Remove
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Vigilance Form Entry

Administrative Infonmation

Device Information

Manufacturer Analysis

General Comments

* IMDRF “Medical Device problem” codes (Annex
A),applicable &

Yes

IMDRF “Medical Device problem” codes (Annex A) &

A010203

Number of patients involved @

25

What is the current location of the Device

In transit to manufacturer

Operator of device at the time of the incident

Healthcare professional

Usage of device (as intended)

Initial use

Remedial actions taken by healthcare facility, patient or user
subsequent to the incident

¥ dx

14:47
08-07 2021

O
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Vigilance Form Entry

Administrative Information

Device Information

Manufacturer Analysis

General Comments

Submit
* IMDRF "Medical Device problem” codes (Annex A) &

A010203

Number of patients involved @

25

* What s the current location of the Device

[y In transit to manufacturer

Operator of device at the time of the incident

Healthcare professional

Usage of device (as intended)

Initial use

Remedial actions taken by healthcare facility, patient or user
subsequent to the incident

£ dx

14.52
08-07 2021
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Vigilance Form Entry

Administrative Information

Device Information

Manufacturer Analysis

General Comments

Incident Information
Medical device problem information

Clinical Information

IMDRF “Clinical Information™ Code Applicable {Annex E,F) &

Please select

Age of patient at the time of the incident

Patient is older than 1 year old @
Yes

Patient Age (Years) @
56

Gender

Male

Body weight (kg)

Patient height (cm)

£ dx

14.53
08-07 2021
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Vigilance Form Entry Submit

4+ Clinical Information
Administrative Information

Device Information - Initial Reporter

* Role of initial reporter

Manufacturer Analysis Healthcare professional

General Comments

Healthcare facility information applicable

Yes

Name of healthcare facility

Test Center Avenue

Healthcare facility report number

— New Contact Details of Initial Reporter

Contact first name Contact last name

Address Postal Code

) 1453
L 0 9 ™ 2 dx o507 20





@) EUDAMED: VIGILANCE x —+

() https//intragate.dvelopment.ec.europa.eu/eudamed-vig/*/applications/656
9 9

CURRENT ACTOR: actor-type manufacturer, BE-MF-000000001, Belgium MF A [Belgium] ®Natifications

Vigilance Form Entry

o . i — Manufacturer’s preliminary comments
Administrative Information

Device Information Preliminary results and conclusions of manufacturer's

investigation

Incident Information
Preliminary Analysis

General Comments

Initial a&'lons (corrective and/or preventive) implemented by
the manufacturer

What further investigations do you intend in view of reaching
final conclusions?

3 14.53
2 h 9 e M » ¥ A 08-07 2021
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CURRENT ACTOR: actor-type.manufacturer. BE-MF-000000001, Belgium MF A [Belgium] @ Notifications

Vigilance Form Entry

- . X + Manufacturer’s preliminary comments
Administrative Information

Device Information — Cause investigation and condlusion

Incident Information
Is root cause confirmed?

Yes

General Comments
Has the risk assessment been reviewed

Yes

Risk assessr&nl is it still adequate?

Yes * No

* Assesement Result Comments

No previous assesement

Cause Investigtion details

{IMDRF Cause investigation: Type of investigation (Annex B)
applicable

L O 9 € ™ ¥ s 0&1047-523021 .
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Vigilance Form Entry

Administrative Information
Device Information

Incident Information

General Comments

Risk assessment is it still adequate?

Yes * No

" Assesement Result Comments

No previous assesement

Cause Investigtion details

IIMDRF Cause investigation: Type of investigation (Annex B)
applicable

Yes - | Clear

* IMDRF Cause investigation: Type of investigatiok(Annex B)
&

8122112

Add

IMDRF Cause investigation: Investigation findings (Annex C)
applicable

Yes - | Clear

IMDRF Cause investigation: Investigation findings {Annex C)

&
c121121

£ dx

14.53
08-07 2021
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Vigilance Form Entry Submit

Yes

Administrative Information
* IMDRF Cause investigation: Investigation conclusion (Annex

Device Information D) &

D121121
Incident Information

General Comments
IMDRF Component Codes

IMDRF Component codes (Annex G), applicable
Yes
* IMDRF ‘Component’ codes (Annex G) &

G121

Description of remedial action/corrective action/preventive
action/field safety corrective action (FSCA)

Time schedule for the implementation of the identified actions

JelN n) e i ™ D "2 O
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Vigilance Form Entry
a IMDRF code relating to most relevant 'Medical device

blem’ (Annex A
Administrative Information problem’ (Annex A)

& IMDRF code relating to most relevant ‘Investigation
Device Information finding' (Annex C, ‘Cause investigation')

Incident Information

Number of similar incidents and devices on the market

Indicate on which basis similar incidents were identified
General Comments regarding the device or device variant

Model
Details of the selection made

Selection details

tndicate to what criteria the number of devices on the market
{also known as denominator data) is based on

Number of tests performed

Details of the selection made

Number of similar incidents and devices on the market for the indicated time
periods (Max. 4 periods)

Number of Incidents in period
Number of Incident in Number of Number of

Period Start the country of the Incidents in EEA+  Incidents in the
Date Period End Date  incident CH+TR world
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Vigilance Form Entry

Administrative Information
Device Information

Incident Information

General Comments

Number of similar incidents and devices on the market for the indicated time
periods (Max. 4 periods)

Number of Incidents in period

Number of Incident in Number of Number of
Period Start the country of the Incidents in EEA + Incidents in the
Date Period End Date  incident CH+TR world

2020-07- @ 2019-07- @ 7 75 120 Remove
201907 2018-07- 6 34 79 Remove

Comments on how similar incidents and associated number
of devices on the market were determined
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Vigilance Form Entry Submit

General comments
Administrative Information

General General Comments
Device Information

Incident Information

Manufacturer Analysis

English

CURRENT ACTOR: actor-type manufacturer BE-MF-000000001, Belgium MF A [Belgium) @Notifications
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Commission EUDAMED

CURRENT ACTOR: actor-type manufacturer BE-MF-000000001 Belgium MF A [Belgium) @Notifications

Vigilance Form Entry Create new version

Administrative Information

Device information

08/07/2021 °

Incident Information 1454

Manufacturer Analysis "Submit" MIR results in closed form, with status “registered” and date when submitted:
There will be additional information about report type in that view (not yet developed)

General Comments
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After submission: the content of submitted report is visible, but locked for any change

m European
Commission EUDAMED

VIGILANCE

Vigilance Form Entry Creale new version

Device Information

Report history overview

i i 2
Administrative Information Is the Device Identifier known?

Yes

Device

Incident Information UDL.DI:

Manufacturer Analysis

General Comments Applicable legislation:
Risk Class:
Basic UDI-DVEudamed-Dl:
Unit of use UDI-DI:
Model:

Device trade name::

Reference/Catalogue number:
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“ Status &
Initial
Manufacturer's reference number for this incident
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Belgium
Recieving National Competent Authority &

SRN: BE-CA-001
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Geneesmiddelen en Gezondheidsproducten

Address:
B-1060 Brussels
Belgium

Reference number assigned by NCA for this incident
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PSR

1 - Introduction

This "PSR" document contains the business process that drive the implementation of the PSR
functionality in the Vigilance module of EUDAMED.

2 - Purpose

The purpose of this document is to provide an overview of the scope and conditions required for
the registration of PSR inside EUDAMED .

3 - Scope

Scope of the current document is limited to PSR functionality from Vigilance module of
EUDAMED.

PSR Report Types

Report Description

PSR (MPSR) | Manufacturer Periodic Summary Report

PSR Periodic | New version of the PSR report allowing updates on the Analysis part of the
Analysis PSR report

New version of the PSR report allowing updates Scope of the Report

PSR Update (Countries/CAs part of the PSR)

Incident information submitted in relationship with a PSR - reported in a

MiniMIR specific PSR Period






PSR Process Overview

Register MiniMIRs Submit PSR Periodic

Registration of a PSR @

-
g with refrence to PSR ? Analysis
= e
g Start of Repfiing Period Periodic Updates End of reporting No
‘S for the|PSR? period
c
=
Submit PSR Update Yes ————¥
1 week before PSR Closed in Close PSR

end of reporting period relation with all CAs?

— Nﬂ_’@

Approve PSR

Yes - at least one
CAreferenced in the PSR
Approves the PSR

Confirm participation
on PSR

Competent Authority






Timeline diagram

MF Registers a new
PSR Update
[Close the PSR in
relationship with all
Countries

MF Redgisters a ne
——»| PSR Update CA asses the PSR
[Adding new Country’

New Country added
to PSR PSR set to Closed

(Optional)

1wesk

Reporting Period

i
|
. Incidents (Optionaly Incidents
|
! Incident incicent
! (MInIMIR) (WiniMI
|
|
M registers
i MF registers
CAasses the PSR Incident | — PSR Periodic Incident " PSR Ps:lmudn:
(MiniMIR) Analysis (MInIMIR) Analysis

End of Reporting
eriod

PSR Period Start 1 week before

MF Initiate PSR PSR is approved 1weekbefore  End of Reporting
eriod end of reporting

'
| (PSR st to Registered) end of reporting

PSR Period Start
! Incident eriod Incident period
! (MiniMIR) (MiniMIR
1 week X
!
N J
Initiating PSR

3/9 menths 3/9 months

Reporting Period PSR Reporting Period PSR

Timeline






PSR Registration

Business Process PSR Registration

Select all Device
(UDI-DI) details from
the one’s previously
defined in EUDAMED

Complete PSR Form
Details

Innitiate a PSR Request
in EUDAMED

Submitter
(Manufacturer/Authorised
Representative)

Generate Notification to
CAs, NBs, MF and AR (if applicable)

B
>

PSR Form having Report Type
Status [Initial]
State [Submitted]






Competent Authorities confirm participation in PSR

Business Process CA Confirm participation in PSR

If no decision is faken within a week

is considered CA rejected the participation within PSR l
Reject pariicipating Provide reason for
Asses PSR in PSR * decision
Naotification of being 1 week Decisign take CAis not seen as part
referenced in a PSR assesement period of the PSR

Accept participating
in PSR

Generate Nofification
to NBs, MF and AR. (if the case) in
regards to the CA joining the PSR

Competent Authority referenced in PSR

’ Set the PSR State to
= Registerad ©

CAis seen as
part of the PSR

EUDAMED






Registration of MiniMIRs

Business Process Registration of MiniMIR referencing a PSR

MNew incidents
covered by
a PSR

Submitter(Manufacturer/Authorise
d Representative)

Dwuring portin a
period of a
PSR

Register a new MIR
Report

Provide a PSR
Reference to an
existing PSR

Select the affected
Device from the
one's defined in the
PSR

Provide Incident
details

Submit the MiniMIR

Mini MIR Registered






Submit PSR update

Business Process Submit a PSR Periodic Analysis

Create a new version
of the report
End of Reporting

Period

Provide the reporting
period for the No
PSR Periodic
Analysis Incident occlired during

Reporting period
referencing furrent PSR

System populates all
incidents referencing
the PSR in the
mentioned period

Yas ———p

Submitter (Manufacturer/ Authorised
Representative)

Submit PSR Periodic

‘ Notification to all
CAs attached fo the PSR
regarding the new version

Analysis

@

PSR version in state
Registerad

Note : Incidents (MiniMIRs) need to be submitted in EUDAMED before the registration of the PSR Periodic Analysis update






Business Process Submit a PSR Update

Submitter (Manufacturer/ Authorised Representative)

1 week before End
of Reporting Period

Create a new version
of the report - PSR Add new Countries

to PSR

Update (for the next
perioud)

Changes performed

Manufacturer closes

Cloze the PSR in relationship
with other Countries

the PSR in

relationship with one
or several Countries

Manufacturer adds
new Countries to the
PSR

Submit PSR Update

Submit PSR Update

CA aszes joining the PSR

the new Countries added process

=)

Motification to the CAs
for which PSR is closed

PSR is closed|n relationship
to all Copiniries?

.

PSR is closed for the|
marked Countries

Set the State of the PSR to

If the PSR is closed in relationship

with a Country - that Country will

no lenger have the possibility to

action on the PSR, but they can
sfill see the PSR updates






Scenario Description

SCENDARIO
DESCRIPTION DESCRIPTION
1. Manufacturer completes the PSR (MPSR) information
a.  Completes administrative information (providing initial CAs
participating in the PSR and Coordinating CA)
b.  Completes PSR Information Rationale
First .
Registration of c.  Completes Device Scope
PSR (MPSR)

d. Completes PSR Analysis and Similar Incidents section;
2. Manufacturer submits the PSR (MPSR);
3. Notification is submitted to CAs (referenced in PSR), NB, AR

4.  EUDAMED sets the PSR to SUBMITTED State

First Validation
of the PSR

Within one week after the submission of the PSR
1.  CArreferenced in the PSR (MPSR) access the PSR

2. CA approves participation in the PSR and submits

At the end of the 1 week period if the Coordinating CA has not approved
participation, then the PSR is set to Rejected. If the Coordinating CA participates
(sets the flag to true), PSR is set to Registered state.

All Countries where the CAs have marked the flag of participating to true are seen as
part of the PSR

The first reporting period starts when the PSR is set to Registered State






Submission of

During the Reporting period the Manufacturer can submit MiniMIRs - either all at
once (end of the reporting period), either anytime during the reporting period,;

MIniMIRs All MiniMlrs for a certain period need to be submitted in EUDAMED before
the PSR Periodic Analysis (for the current reporting period) is registered in
EUDAMED
PSR Update is optional to be submitted and needs to be submitted at least 1 week
before the end of the current reporting period for the next period.
1.  Manufacturer access the PSR and triggers a PSR Update;
2. Manufacturer performs updates for the CAs referenced in the PSR — adding
new CAs or closing the PSR with a CA ;

PSR

UPDATE** 3. Manufacturer submits the PSR Update;
4.  Notification is submitted to CAs (referenced in PSR), NB, AR;
If the CA with which the Manufacturer closed the PSR is the last CA on the PSR,
EUDAMED will set the state to CLOSED for the entire PSR.
The current reporting period will be the last reporting period for the PSR.
PSR Periodic Analysis Update is submitted at the end of the reporting period
1.  Manufacturer access the PSR and triggers a PSR Periodic Analysis;

PSR Periodic 2. Manufacturer completes the Manufacturer analysis update;

Analysis*

3. Manufacturer performs potential updates on the Similar Incidents section;
4.  Manufacturer submits the PSR Periodic Analysis;

5. Notification is submitted to CAs (referenced in PSR), NB, AR;






e PSR Periodic Analysis - New version of the PSR. In a PSR Analysis Update the
Submitter (Manufacturer/AR) can be updated only the Analysis part of the PSR
(Manufacturer Analysis/ Similar Incidents);

o PSR UPDATE - New version of the PSR, which amends the scope of an already existing
PSR. PSR Periodic Update allows the Submitter (Manufacturer /AR) to update the list of
CAs part of the PSR, or to mark the closing of the PSR in relationship with the CA. PSR
Update can only be initiated in the context of a specific PSR (is triggered from the PSR
report).

PSR State Diagram

Submitting the PSR

Submitted

PSR is accepted e Pan
by coordinating CA approving the

Reqgistered ©
Rejected

PSR closed in relafionship
with all Countrries

Drgft

Coordinating CA is not

@

Closed

State Description
Draft Initial State of the PSR (not yet Submitted by the Submitter)
. PSR has been submitted and waits for confirmation from the Coordinating CA and
Submitted

the other CAs attached to the PSR (1 week);

Registered

PSR has been approved by the Coordinating CA and is an ongoing PSR






Closed

PSR has been closed in relationship with all Countries from PSR

Rejected

Initiation of PSR has been rejected by the Coordinating CA

PSR Report Requirements

1. Manufacturer PSR (MPSR) Metadata






Administrative information

summary report

Updatable
Fields required fields Updatable
Section Field ID Field in the Initial fields PSR | Description
Application PSR Update
Periodic
Analysis
Administrative ..
information 1.1a Coordinating CA
Participating Member
2.2
states
Competent Authorities
EUDAMED Reference
1318 Number (PSR ID)
Date type and Date of
Classification of 1.2.a submission
Trend
19b Type of PSR periodic






Submitter
information

1.3.2

Manufacturer SRN

Determined
from the user
logged in
EUDAMED
and
registering the
PSR (if MF)
or provided
by the AR in
case the AR
registers the
PSR

1.3.2.c

Contact’s first name

1.3.2d

Contact’s last name

1.3.2.e

Email

1.3.2.f

Phone

1.3.3

Authorized
Representative SRN

Determined
from the user
logged in
EUDAMED
and
registering the
PSR (if AR)
or provided
by the MF in
case a Non
EU MF
registers the
PSR






1.3.3.c

Contact’s first name

1.3.3.d Contact’s last name
1.3.3.e Email
1.3.3.f Phone
PS_R information, 24 PSR Type
rationale
22 References to other
h FSCAs (if it is the case)
2h Based on - Specific
o Device
If possible not
to be treated
as part of the
MVP. It
Based on - Device increases the
2.b.

Group amount of
data required
to be provided
in
the MiniMIR

Please provide the

2.1 IMDREF code(s) on which

this specific PSR is based






Assessment

from CA for
. . the change of
PSR Investigation Requested frequency of period - what
update report other ing if other than 3 hould h
than the standard 2.3.a. reporting If other than snoulld happen
months default, e.g. 6,9 if the CA
frequency of months rejects?
reporting (Approval of
Coordinating
CA)
Requested frequency of
23h reporting if other than 3

months default, e.g. 6,9
months

Note : Fields marked with Red require confirmation/ answer to the question placed

Fields marked in green mark the fields which can updated in the specified context

Device information Section MPSR

Field

Section D

Fields required
Field in the Initial
Application

Updatable
fields

PSR
Periodic
Analysis

Updatable
fields PSR
Update

Description






List of UDI-DIs in the
scope of PSR. All the
Device information will
be provided for each

. UDI-DI apart
Medical UDI-DIs (Issuing Entity)/ ?Sélfﬁl )
. -Dls (Issuing Entity -Dls :
glewce _ 3.1la EUDAMED IDs could be The device need§
information removed? always to be registered
' in EUDAMED
Device scope limited to
Regulation and Legacy
Devices.
31D Basic UDI-DI (Issuing

Entity)

3.4 | Applicable Legislation

3.4 Risk Class

3.4 | Device Type

324 Med!cal device
terminology

320 Medical device
nomenclature code
Medical device

334 name(s) (brand / trade /

proprietary or common
name)






3.3.b

Nomenclature
text(s)/Description of the
device(s) and its/their
intended use

3.3.c

Model

3.3.d

Catalogue/reference
number

2.3.e

Notified body (NB) 1D
number(s)

2.3.f

Notified body (NB)
certificate number(s)

Applicable for the

3.5 | Market Distribution entire list of Devices in
the Scope of PSR
Note : Fields marked with Red require confirmation/ answer to the question placed
Fields marked in green mark the fields which can updated in the specified context
Manufacturer Analysis Section MPSR
Updatable
Fields fields
MIR Field Field required in #cflzgtggg Description
section/Subsection ID the Initial PSR P
o . Update
Application Periodic
Analysis






Manufacturer PSR
analysis

4.1a

Preliminary results and
conclusions of manufacturer’s
investigation

41D

What further investigations do
you intend in view of reaching
final conclusions?

Initial cause
investigation and
conclusion /outcome

4.2.a

Description of the
manufacturer’s evaluation
concerning possible root
causes/causative factors and
conclusion/outcome

4.2.b

Is root cause confirmed?

4.2.c

Has the risk assessment been
reviewed?

4.2.c

If the risk assessment has been
reviewed, is it still adequate?

Periodic PSR
analysis update

4.3.a

Any important change which
could affect or modify the
manufacturer’s initial risk
assessment

4.3.b

Please highlight the changes in
the manufacturer analysis
since the last PSR e.g.
threshold, trends, investigation
update, corrective/preventive
action (CAPA)






4.3.c

Relevant documentation
attached to this PSR-form e.g.
FSCA, Risk assessment, HHE,
PSUR

PSR related incidents

During the periodic analysis
update PSR related incidents
per period should be uploaded
aggregated on default or if
preferable individually in
Eudamed

Link to
MiniMIRs
inside the PSR
Periodic
Analysis
update.

Similar incidents

44.1a

Use of IMDRF terms and
codes for identifying similar
incidents -

Identification of similar
incidents using IMDRF
Adverse Event Reporting
terms and codes

Tick-mark which code or
combination of codes were
used for identifying similar
incidents






4.4.2.a

Use of in-house terms/codes
for identifying similar
incidents (only for transition
period) -

If similar incident were not
identified by IMDRF codes
but by in-house codes, please
provide the codes and terms
below.

443a

Number of similar incidents
and devices on the market -
Indicate on which basis similar
incidents were identified
regarding the device or device
variant

4.4.3.b

Indicate what criteria the
number of devices on the
market (also known as
denominator data) is based on.
(Tick the most appropriate

4.43.c

Enter the number of similar
incidents and devices on the
market for the indicated time
periods

4.4.3.d

Comments on how similar
incidents and associated
number of devices on the
market were determined






Note : Fields marked in green mark the fields which can updated in the specified context

2. MIniIMIR Metadata

When registering a new Incindent Report (MIR), if a PSR ID is provide , then the MIR is
MiniMIR (LightMIR) .

MiniMIIR is stored linked to a PSR and part of the details presented in the MIR are displayed
from the MPSR to which it is linked.

Administrative information section MiniMIR

MIR sect_lon/ Field ID Field Description
Subsection
Administrative Name of receiving national
. X 11a ;
information competent authority
Country of the Incident
Reference number assigned The Reference number assigned by
1.1d by EUDAMED for this EUDAMED for this incident is
incident auto populated by EUDAMED
Date, type,
and L
e - o The Date of Submission is auto
classification |1.2a Date of submission
of incident populated by EUDAMED
report
1.2b Date of incident (Start Date)
1.2b Date of incident (End Date)
12c Manufacturer awareness date






Which is the process of managing
the MiniMIRs? Impact on the

12d Type of Report generation of the Reference
number by EUDAMED.
In the case of initial and Not applicable for MiniMIR ?
126 foll_ow-up reports, please
' indicate the expected date of
the next report
1.2f Classification of incident
Submitter Manufacturer’s reference for
. . 1.3.1b N
information this incident
131c Related MIRs (NCA's local
e MIR reference number)
131¢ Related MIRs (EUDAMED's
e MIR reference number)
131¢ Related MIRs (Manufacturer's
e MIR reference number)
1314 Related FSCAs (NCA's local
e FSCA reference number)
Related FSCAs
1.3.1d (EUDAMED's FSCA
reference number)
Related FSCAs
1.3.1d (Manufacturer's FSCA

reference number)






In case of MiniMIR it is required
information. Several can be
provided?
When providing the PSR ID -
information will be filtered based
on the PSRs (MPSR) opened for
131e Periodic Summary Report the current Manufacturer and being
e (PSR) ID Approved.
Note - Only the MPSRs registered
for the currently logged in
Manufacturer can be provided as a
reference in this field;
THe MPSR must be in status
Registered in order to be selectable
inside an Incident (MIR);
If the incident occurred within
a PMCF/ PMPF investigation; | Is it possible to have references to
1.3.1f please provide the Eudamed | PMCF/PMPF investigations in
ID of that PMCF/PMPF case of a MiniMIR?
investigation
1.3.2a Manufacturer SRN Displayed from the selected MPSR
1.3.3a é\g:\r}orlsed representative Displayed from the selected MPSR

Note : Fields marked with Red require confirmation/ answer to the question placed






Device information section MiniMIR

information

MIR Field Field MPSR contains the list of UDI-
section/Subsection ID Dls/Basic UDIs
Medical device 21a UDI device identifier (UDI- ;Rirgfjtv?/gtﬁfxécgigysnll‘ rtc))e;n the
information ' DI/EUDAMED ID)

MPSR
Medlcal plewce 2.1 b [UDI production identifier
information
Medical device 2.3 e | Serial number(s)

Medical device

information

. . 2.3 | Lot/batch number(s)
information

Medlcal FIewce 2.3 g | Software version
information

Medlcal FIewce 2.3 h | Firmware version
information

Medlcal FIewce 2.3 1 | Device manufacturing date
information

Medical device 2.3 | Device expiry date

Note : Inside the Incident the PI affected for the Device needs to be provided (by specifying one
or several of the Production identifier fields).






Incident Information section MiniMIR

MIR section/Subsection F;E)Id Field Description
. . IMDRF Medical
:\:fodr'r%jt%er:nce problem 3.2. | device problem
codes (Annex A)
Initial reporter (can be -
healthcare professional of 34.a Role of initial
- . reporter
facility, patient, lay user)
Name of healthcare
3.4.b | facility where
incident occurred
Manufacturer Analysis Section MiniMIR
MIR Field : .
section/Subsection | ID Field Description

4.2.c

Is root cause confirmed?






4.2

IMDRF ‘Cause Investigation'
terms and codes (Annex B, C,
D)

= |IMDRF Cause
investigation: Type of
investigation (Annex B)

= |IMDRF Cause
investigation:
Investigation findings
(Annex C)

= |IMDRF Cause
investigation:
Investigation conclusion
(Annex D)

If you think the incident is
unique and a suitable IMDRF
term is missing, briefly explain

4.2.f

IMDRF Component codes
(Annex G)

= |IMDRF 'Component’
codes (Annex G)

If you think the incident is
unique and a suitable IMDRF
term is missing, briefly explain

43.3.c

Enter the number of similar
incidents and devices on the
market for the indicated time
periods

Seems to be information that
could be part of the PSR
Periodic Analysis update
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COMMISSION IMPLEMENTING REGULATION (EU) .../...
of XXX

laying down rules for the application of Regulation (EU) 2017/745 of the European
Parliament and of the Council as regards the European Database on Medical Devices
(Eudamed)

This draft has not been adopted or endorsed by the European Commission. Any
views expressed are the preliminary views of the Commission services and may not
in any circumstances be regarded as stating an official position of the Commission.
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COMMISSION IMPLEMENTING REGULATION (EU) .../ ..
of XXX

laying down rules for the application of Regulation (EU) 2017/745 of the European
Parliament and of the Council as regards the European Database on Medical Devices
(Eudamed)

THE EUROPEAN COMMISSION,
Having regard to the Treaty on the Functioning of the European Union,

Having regard to Regulation (EU) 2017/745 of the European Parliament and of the Council of 5
April 2017 on medical devices, amending Directive 2001/83/EC, Regulation (EC) No 178/2002
and Regulation (EC) No 1223/2009 and repealing Council Directives 90/385/EEC and
93/42/EEC, in particular Article 33(8) thereof:

Whereas:

(1) Regulation (EU) 2017/745 requires the Commission to lay down the detailed
arrangements necessary for the setting up and maintenance of the European database on
medical devices (‘Eudamed’).

2 Regulation (EU) 2017/746 of the European Parliament and of the Council® requires the
Commission to set up, maintain and manage Eudamed, in accordance with the conditions
and detailed arrangements established by Regulation (EU) 2017/745.

(3)  As provided for in Regulations (EU) 2017/745 and (EU) 2017/746, the Commission,
competent authorities, authorities responsible for notified bodies, notified bodies,
manufacturers, authorised representatives, importers, producers of systems and procedure
packs and sponsors of clinical investigations and performance studies should have access
to and use Eudamed for the purpose of complying with their obligations and carrying out
their tasks under those Regulations. It is, therefore, necessary to provide for the
accessibility of Eudamed via a restricted website. In addition, Eudamed should provide
the public with adequate information about devices placed on the market, the
corresponding certificates issued by notified bodies, the relevant economic operators and
clinical investigations. It is, therefore, also necessary to make Eudamed accessible via a
public website. Moreover, in order to allow for the exchange of data between Eudamed
and national databases, it is necessary to make Eudamed accessible through machine-to-
machine data exchange services.

4 As regards natural and legal persons that need to be able to access Eudamed via the
restricted website, it is necessary to specify the conditions and the procedure for granting
such access.

(5)  The Commission has established the European Medical Device Nomenclature (EMDN)
as provided for in Regulations (EU) 2017/745 and (EU) 2017/746. The EMDN should

! 0J L 117,5.5.2017, p. 1.

2 Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on in vitro
diagnostic medical devices and repealing Directive 98/79/EC and Commission Decision 2010/227/EU
(OJ L 117,5.5.2017, p. 176).
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(6)

(")

(8)

9)

(10)

(11)

therefore be made available in Eudamed free of charge and used for providing
information on medical devices in Eudamed.

In order to ensure that users of Eudamed receive the support needed when using the
database, the Commission should provide them with timely technical and administrative
assistance on Eudamed.

In case of technical unavailability or malfunction of Eudamed, authorised users should
still be able to fulfil their obligations. It is therefore necessary to specify alternative
mechanisms to be used to exchange data in such events and to lay down contingency
rules for such mechanisms.

Rules on IT security set out in Commission Decision (EU, Euratom) 2017/46° apply to
Eudamed. In order for Eudamed to function in a secure manner, protected against threats
to the availability, integrity and confidentiality of its functions and data, additional
security rules should be laid down.

In order to mitigate risks and address potential fraudulent use of Eudamed, specific
provisions on fraudulent user activity in Eudamed should be laid down.

[The European Data Protection Supervisor was consulted in accordance with Article
42(1) of Regulation (EU) 2018/1725 of the European Parliament and of the Council® [and
delivered an opinion on (...)].]

The measures provided for in this Regulation are in accordance with the opinion of the
Committee on Medical Devices,

HAS ADOPTED THIS REGULATION:

Article 1
Definitions

For the purposes of this Regulation, the following definitions apply:

(1)

)

©)

(4)

‘actor’ means the Commission, a competent authority, an authority responsible for
notified bodies, a notified body, a manufacturer, an authorised representative, an
importer, a system or procedure pack producer or a sponsor, who has been registered in
Eudamed in accordance with Article 3 of this Regulation in order to fulfil its obligations
set out in Regulations (EU) 2017/745 and (EU) 2017/746;

‘authorised user’ means a natural person who has been granted access to Eudamed via
the restricted website to act on behalf of an actor;

‘local actor administrator’ (LAA) means an authorised user who has the right to manage
certain information regarding the details of the actor and to grant access to Eudamed via
the restricted website to other natural persons to act on behalf of that actor;

‘local user administrator’ (LUA) means an authorised user who has the right to grant
access to Eudamed via the restricted website to other natural persons to act on behalf of
an actor;

EN

Commission Decision (EU, Euratom) 2017/46 of 10 January 2017 on the security of communication and
information systems in the European Commission (OJ L 6, 11.1.2017, p. 40).

Regulation (EU) 2018/1725 of the European Parliament and of the Council of 23 October 2018 on the
protection of natural persons with regard to the processing of personal data by the Union institutions,
bodies, offices and agencies and on the free movement of such data, and repealing Regulation (EC) No
45/2001 and Decision No 1247/2002/EC (OJ L 295, 21.11.2018, p. 39).
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(®)

‘malfunction” means a significant failure of the functioning of Eudamed, including any
failure caused by unforeseeable circumstances or by force majeure, that could adversely
affect the IT security or hinder the availability of any of the functionalities of
Eudamed’s electronic systems referred to in Article 33(2) of Regulation (EU) 2017/745.

Article 2
Modes of access

Eudamed shall be accessible for authorised users via a restricted website (‘the restricted
website”) and for non-identified users via a public website (‘the public website”).

Eudamed shall be accessible through machine-to-machine data exchange services to
competent authorities as referred to in Article 101 of Regulation (EU) 2017/745
(‘competent authorities’) and notified bodies registered in Eudamed in accordance with
Article 3 of this Regulation. The Commission shall provide each Member State and
notified body with one data exchange access point enabling them to use such data
exchange services upon their request.

Article 3
Registration in Eudamed and access to Eudamed via the restricted website

In order to be granted access to Eudamed via the restricted website, a natural person
shall create an account on the Commission authentication service website.

The Commission shall register the competent authorities and the authorities responsible
for the notified bodies and shall grant access to the restricted website to a first natural
person to act on their behalf. For that purpose, the Member States shall provide to the
Commission information on their competent authorities, the authorities responsible for
notified bodies and the natural persons to become the first authorised users of those
authorities.

The Commission shall register the notified bodies in Eudamed on the basis of the
information in the database of notified bodies developed and managed by the
Commission (NANDO).

In order to be granted access to Eudamed via the restricted website, the first natural
person acting on behalf of an actor that is a notified body shall submit an access request
via the restricted website. The authority responsible for the notified body shall approve
the request.

In order for other entities than the ones mentioned in paragraphs 2 and 3 to be registered
in Eudamed, a natural person acting on behalf of the prospective actor shall submit an
actor registration request, via the restricted website. The actor registration request shall
include the signed declaration on information security responsibilities referred to in
Article 10(1). A national competent authority shall approve the actor registration
request, except when the request concerns a sponsor of a clinical investigation or a
performance study.

Upon approval of the actor registration request or, in case of a sponsor, when the actor
registration request has been submitted, the natural person who submitted that request as
referred to in the first subparagraph shall be automatically granted access to the
restricted website and become the first authorised user, provided that the conditions in
paragraph 6 are fulfilled.
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For the purposes of this paragraph, the national competent authority shall be the
authority of the place of establishment of the prospective actor. As regards
manufacturers established outside of the Union, the national competent authority shall
be the authority responsible for the authorised representative mentioned in the actor
registration request.

In order for a natural person to be granted access to the restricted website to act on
behalf of an actor, he or she shall submit an access request via the restricted website. A
LAA or LUA of that actor shall approve the access request.

In order to become authorised users, natural persons shall accept the user rights and
obligations as set out in the document referred to in Article 10(1), point (a), and consult
the privacy statement referred to in point (c) of that Article.

The first authorised user of an actor shall automatically be the first LAA of that actor.

A LAA may via the restricted website make a request to the Commission for a machine-
to-machine connection for performing data exchanges between the actor’s database and
Eudamed.

The Commission shall approve the request referred to in the first subparagraph provided
that the LAA has confirmed that the actor complies with the information security
requirements for data exchange referred to in Article 10(1).

Article 4
Nomenclature

Authorised users shall use the codes of the European Medical Device Nomenclature (EMDN)

when providing information on medical devices in Eudamed.
The Commission shall make the EMDN available in Eudamed free of charge.

Article 5
Technical and administrative support

The Commission shall set up an application support team to provide timely assistance to
users of Eudamed, reachable via a dedicated functional mailbox.

The Commission shall make available to the users of Eudamed the relevant technical
documentation on Eudamed, Frequently Asked Questions regarding Eudamed and the
documentation in support of machine-to-machine data exchange services.

Article 6
Ownership

The Commission shall be the owner of Eudamed and shall have full administration rights.

Article 7
Functioning rules

The submission of data in Eudamed shall be deemed executed at the date and time when
the data is successfully registered in Eudamed. The date and time of submission shall be
determined based on Central European Time (CET) or Central European Summer Time
(CEST), as applicable.
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Eudamed shall be accessible at all times, except during necessary and previously
announced downtime periods due to maintenance activities, including new releases. The
Commission shall display in advance a notice to that regard on the restricted website or
the public website, as applicable.

Article 8
Malfunction

The Commission shall take all necessary measures to prevent any malfunction and to
identify it, without undue delay, when it occurs.

Where an actor or an authorised user suspects a malfunction, it shall immediately
inform the Commission thereof.

Where the Commission identifies a malfunction, it shall take the following measures:

(@) display, without delay, a notice to that regard (‘malfunction notice’) on the
restricted website or the public website, as applicable, unless the nature of the
malfunction prevents the Commission from doing so, in which case it shall, to the
extent possible, display the notice on the Commission’s dedicated website for
medical devices;

(b) suspend the periods for submission of data in Eudamed set out in Regulations
(EU) 2017/745 and (EU) 2017/746, where the malfunction hinders entering of the
relevant data.

Where the Commission suspends the periods for submission of data to Eudamed as
provided for in the first subparagraph, point (b), the malfunction notice shall specify the
time of the display of that notice and the likely duration of the suspension.

In addition to the suspension of periods referred to in paragraph 3, first subparagraph,
point (b), of this Article, where a malfunction hinders compliance with any of the
obligations referred to in Article 80, Article 87(1), Article 89(5), (7), (8) and (9), Article
95(2), (4) and (6), or Article 98(2) of Regulation (EU) 2017/745, or in Article 76,
Acrticle 82(1), Article 84(5), (7), (8) and (9), Article 90(2), (4) and (6) or Article 93(2) of
Regulation (EU) 2017/746, either of the following procedure shall apply:

(@) where the malfunction lasts more than 12 hours following the display of the
malfunction notice, the actor shall without delay provide general information
about the relevant data and an indication that the submission of data is pending
due to the malfunction to the Commission, to the national competent authorities
concerned and to the notified body that issued the certificate of conformity
referred to in Article 56 of Regulation (EU) 2017/745 or Article 51 of Regulation
(EU) 2017/746, as applicable;

(b) where the malfunction lasts more than 24 hours following the display of the
malfunction notice, or where the malfunction lasts less than 24 hours and it is
requested by the national competent authorities concerned after receiving the
information referred to in point (a) of this paragraph, the actor shall without delay
provide the relevant data to those authorities, in the manner prescribed by them.

In addition to the suspension of periods referred to in paragraph 3, first subparagraph,
point (b) of this Article, in the event of a malfunction that hinders compliance with one
of the obligations set out in Regulation (EU) 2017/745 or Regulation (EU) 2017/746
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other than the obligations referred to in paragraph 4 of this Article, the following
procedure shall apply:

(@) where the malfunction lasts more than 36 hours following the display of the
malfunction notice, the actor shall without delay provide general information
about those data and an indication that the submission of data is pending due to
the malfunction to the Commission, to the national competent authorities
concerned and to the notified body that issued the certificate of conformity
referred to in Article 56 of Regulation (EU) 2017/745 or Article 51 of Regulation
(EU) 2017/746, as applicable;

(b) where the malfunction lasts more than five days following the display of the
malfunction notice, the actor shall inform the national competent authorities
concerned thereof and shall, if they so request, provide them with the relevant
data, in the manner prescribed by them.

When the Commission has established that the malfunction has ceased, it shall
communicate that information to the competent authorities. In addition, the Commission
shall display a notice to that regard on the restricted website and/or the public website,
as applicable. Both the communication and the notice shall indicate the duration of the
malfunction and of the suspension of periods referred to in paragraph 3, point (b).

When the Commission has displayed the notice referred to in paragraph (6), actors shall
without delay enter the data that they were hindered to submit during the malfunction in
Eudamed.

Article 9
Websites for testing and training purposes

The Commission shall make available to the actors websites for the purposes of testing
and training with regard to using Eudamed (‘websites for testing and training’).

Data entered in the websites for testing and training shall be considered fictitious and
shall not be made available to the public.

Before submitting data for the first time in Eudamed through machine-to-machine data
exchange services, an actor shall make at least one successful attempt of such
submission using a website for testing and training.

Any changes that the Commission intends to introduce to the Eudamed machine-to-
machine data exchange services shall first be introduced by it in the websites for testing
and training and shall be available on those websites for a period to be defined in
advance by the Commission in collaboration with the Medical Device Coordination
Group established under Article 103 of Regulation (EU) 2017/745.

The Commission shall inform the concerned actors via Eudamed in advance of the
envisaged changes and of the period of their availability on the websites for testing and
training.

Article 10
IT Security

The Commission shall make the following documents available on the restricted
website:
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(@) adocument on user rights and obligations;

(b) the declaration on information and security responsibilities;
(c) the privacy statement;

(d) the information security requirements for data exchange.

Actors shall comply with the terms and conditions set out in the documents referred to
in paragraph 1, point (b), and, where applicable, point (d) of that paragraph.

Where the Commission suspects that an IT security incident, IT security threat or IT
security risk, as defined in Article 2, points (15), (22) and (25), of Decision (EU,
Euratom) 2017/46, which it considers as potentially harmful for Eudamed, its data or
their confidentiality (‘IT security incident, IT security threat or IT security risk”) has
occurred or is present, the Commission may suspend all access to Eudamed.

The Commission may suspend all or part of the functionalities of Eudamed’s electronic
systems, where it identifies an IT security incident, IT security threat or IT security risk.

If the suspension referred to in the first subparagraph hinders the entering of data in
Eudamed, Article 7(3), (4) and (5) shall apply mutatis mutandis.

Any actor or authorised user who becomes aware of or suspects an IT security incident,
IT security threat or IT security risk, shall immediately inform the Commission and the
concerned Member States thereof.

Article 11
Fraudulent user activity within Eudamed

Where a competent authority, an LAA or an LUA suspects a fraudulent request for
access to Eudamed, they shall refuse the request and immediately inform the
Commission of such refusal via the application support team referred to in Article 5(1),
specifying that it concerns a suspected fraudulent access request.

Where the Commission has a reasonable suspicion of fraudulent activity by an
authorised user affecting the IT security of Eudamed, it shall temporarily suspend that
authorised user’s access to Eudamed. In that case, the Commission shall without delay
inform all Member States and the concerned actors of the suspension and its
justification.

Any actor or authorised user who suspects a fraudulent activity by an authorised user
shall without delay inform the Commission and the Member States of the suspected
fraudulent activity via the application support team referred to in Article 5(1).

Where the Commission establishes a fraudulent activity in Eudamed, it shall
immediately terminate the relevant authorised users’ access to Eudamed and prevent
any future access to Eudamed from the related accounts created on the Commission
authentication service website. The Commission shall without delay inform the relevant
national competent authorities and the concerned actors of any measures taken pursuant
to this paragraph.

Article 12

Entry into force
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This Regulation shall enter into force on the twentieth day following that of its publication in the
Official Journal of the European Union.

This Regulation shall be binding in its entirety and directly applicable in all Member States.
Done at Brussels,

For the Commission
The President
Ursula VON DER LEYEN
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Trend Report

1 - Introduction

This "Trend Report" document contains the business process, requirements, and limitations (business rules) that drive the implementation of the Trend
functionality in the Vigilance module of EUDAMED.

2 - Purpose

The purpose of this document is to provide an overview of the scope and conditions required for the registration of Trend Report inside EUDAMED .

3 - Scope

Scope of the current document is limited to Trend Report functionality from Vigilance module of EUDAMED.
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Trend Report Requirements

1. Metadata of Trend Report

Metadata collected for Trend Report:

Section Field Field Description
ID
Administrative l1la To which NCA(s) is this report being sent? List of CAs associated to the Trend report

inforamtion





1.1d
1.3.1B

Date type and 1l2.a

Classification of
Trend

l2e

1.2b

l2c

Submitter 132

information
1.3.2.c
1.3.2d
13.2.e
1.3.2f

133

1.3.3.c
1.3.3d
1.33e
1.3.3f

Medical device 2.1
information

22a
2.2b

23.a

2.3b

2.3.c

2.3d

2.3k

2.3l
Description of 3A
Trend

3B
General Comments

Trend report
upload

2. Competent Authorities

EUDAMED Reference Number
Manufacturer reference Number for Trend

Date of submission

Date the trend was identified
Time period of trend analysis
Type of report

In case of initial and follow-up reports, please indicate
the expected date of the next report

Does this trend represent a serious public health threat?
What is the trend based on ?

Manufacturer SRN

Contact’s first name
Contact’s last name
Email

Phone

Authorized Representative SRN

Contact's first name
Contact's last name
Email

Phone

UDI-DIs

Basic UDI-DI

Applicable Legislation

Risk Class

Device Type

Medical device terminology
Medical device nomenclature code

Medical device name(s) (brand / trade / proprietary or
common name)

Nomenclature text(s)/Description of the device(s) and its
/their intended use

Model

Catalogue/reference number

Notified body (NB) ID number(s)

Notified body (NB) certificate number(s)

Background information on the trend, including
probability of problem arising and the predicted risk to

users

Established trigger level

A Trend can be registered in relationship with several CAs.

Determined from the user logged in EUDAMED and registering the Trend (if
MF) or provided by the AR in case the AR registers the Trend

Determined from the user logged in EUDAMED and registering the Trend (if
AR) or provided by the MF in case a Non EU MF registers the Trend

List of UDI-DlIs in scope of Trend. All the Device information will be provided
for each UDI-DI apart

Should be always EMDN

Document Upload





3. Submitter of Trend Report

The submitter of Trend Report can be the Manufacturer of Devices or the Authorised Representative empowered to submit Vigilance Data in case the
Manufacturer is a NonEU Manufacturer.

4. Device Scope

Device Scope can be defined as a list of Devices (Basic UDIs / UDI-DIs; EUDAMED DI/EUDAMED ID) or as a Device Scope (the Device Nomenclature
Code will define the Device scope).

When scope is given as a List of Devices (Basic UDIs/ UDI-DIs ; EUDAMED DI/EUDAMED ID), several Devices can be referenced inside the Trend report.
Devices need to be previously registered in EUDAMED and are identified by the UDI-DI or Basic UDI-DI.

Trend reports can reference in their device scope : Regulation and Legacy Devices (no Custom- made or Older than Legacy Devices).
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PSUR Evaluation Report by Notified Body

		1

		NB Information



		a

		NB Organization Number

                                                                           



		b

		NB Organization Name



		c

		Contact’s first name	Comment by Author: To specify in PSUR evaluation (not coming from actor data)

     

		d

		Contact’s last name

     



		e

		Email	Comment by Author: To specify in PSUR evaluation (not coming from actor data)

     

		f

		Phone

     



		g

		Country

     



		h

		Street

     

		i

		Street number

     



		j

		Address complement

     

		k

		PO Box

     



		l

		City name

     

		m

		Postal code

     



		2

		Designating Authority of the NB



		a

		Name of national competent authority (NCA)



		b

		EUDAMED number of NCA



		3

		Identification of the PSUR 



		a

		Manufacturer’s Single registration number      



		b

		Manufacturer’s name



		d

		PSUR Reference number       



		e

		Time period of the PSUR report



YYYY   MM    DD - YYYY   MM    DD



		f

		 PSUR Version Number  



		g

		Certificate number(s)            	Comment by Author: Only for purpose to check the Basic-UDI(s) has a valid certificate 



		4

		Identification of the Evaluation Report 



		a

		Date of submission          Scheduled date                              NB Evaluation Timeliness

   YYYY   MM    DD          YYYY   MM    DD                                 |_|                                                            



		b 

		

  Evaluation report reference number                                                



		c

		[bookmark: _Hlk532977281]  Duration of the whole process               Days 

                                                                   



		5

		PSUR resolution



		

		|_|  WET, no evaluation report for current PSUR

|_|  Additional 180 day required                 

|_|  Accepted                    

|_| Rejected                                         

|_|  Actions requested by the Notify Body (Free text field)                                        



		6

		Upload the PSUR evaluation report
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NCAR

1 - Introduction

This "NCAR" document contains the business process, requirements, and limitations (business rules) that drive the implementation of the NCAR
functionality in the Vigilance module of EUDAMED.

2 - Purpose

The purpose of this document is to provide an overview of the scope and conditions required for the registration of NCAR's inside EUDAMED .

3 - Scope

Scope of the current document is limited to NCAR functionality from Vigilance module of EUDAMED.

NCAR Registration Process

Competent Authority

Wireframes

Current wireframes are purely informative: https://xd.adobe.com/view/1e53c676-4e88-439¢-9501-1441a2dc2027-4b00/?fullscreen

NCAR wireframes - Scenarios

Scenario 1

1. Select ‘General’ in ‘Categorisation of the NCAR’
2. Manufacturer information: Click on ‘Check registry’
3. ARdentification: Click on ‘Check registry’
The system brings automatically the list of AR with which the MF has a mandate
The CA can select one on more AR in the list or add a new one if the AR he is looking for is not in the list.
4. Vigilance report information: Click YES on the question “This NCAR is related to a vigilance report’
5. Vigilance report information: Select ‘MIR’ in ‘Vigilance report type’
6. Device information: Click NO on the question “Do you want to specify a Device scope?’

7. Click on ‘NCAR registration’ link on the breadcrumbs to come back to the initial screen



https://xd.adobe.com/view/1e53c676-4e88-439c-9501-1441a2dc2027-4b00/?fullscreen



Scenario 2 *

Select ‘Device’ in ‘Categorisation of the NCAR’

2. Manufacturer information: Click on ‘Check registry’

3. Manufacturer identification: Click on ‘Country’ field

Because the Manufacturer is a non-EU MF, the system gives the possibility to add an AR to this NCAR.

4. Device information: Click on ‘Check registry’

5. Device information: Click on ‘Add a new device’ button

6. Device information: Click again on ‘Check registry’

7. Click on ‘NCAR registration’ link on the breadcrumbs to come back to the initial screen

Scenario 3

1. Select ‘Coordinating CA'’ in ‘Categorisation of the NCAR’

2. Manufacturer information: Click on ‘Check registry’

3. Vigilance report information: Select ‘MIR’ in ‘Vigilance report type’

4. Vigilance report information: Click on ‘Add a new report’ button

5. Vigilance report information: Select ‘PSR’ in ‘Vigilance report type’

6. Click on ‘NCAR registration’ link on the breadcrumbs to come back to the initial screen

NCAR Requirements

1. Categorisation of NCARs.
Following NCAR categorisation are proposed :
® Device related NCAR;

® Coordinating CA NCAR;
® General

Based on the selected NCAR Categorisation , different details can be provided :

NCAR Categorisation Manufacturer details
Device related NCAR Required to be provided
Coordinating CA NCAR Required to be provided

Vigilance report-specific NCAR ' Required to be provided

General Required to be provided

2. Manufacturer details

Authorised Representative details Device details Vigilance form details
Optional Required to be provided
(possible to be provided only for NonEU MF)
Optional Required to be provided
(possible to be provided only for NonEU MF)
Optional Required to be provided
(possible to be provided only for NonEU MF)
Optional Optional Optional

(possible to be provided only for NonEU MF)

Manufacturer referenced in the report can be a Manufacturer existing in EUDAMED (identified in the system either by SRN or by the Name).

If the Manufacturer is not existing in EUDAMED, the following information will be provided:

® Organisation Name;
® Address
® Country;
® Street;
® Street Number;





® Address complement;
® City Name;
® PostalCode;

3. Authorised representative
Authorised Representative referenced in the report can be an AR existing in EUDAMED (identified in the system either by SRN or by the Name).
If the AR is not existing in EUDAMED, the following information will be provided:

® Organisation Name;
® Address

® Country;

® Street;
Street Number;
Address complement;
City Name;
PostalCode;

If the provided Manufacturer is a Non EU Manufacturer which exists in EUDAMED, then system will automatically populate the list of ARs with who the MF
has Mandates (Active or Inactive mandates). User has the possibility to select the ARs which are important for the current NCAR, and also can attach a
new AR;

If the provided Manufacturer is a Non EU Manufacturer - not existing in EUDAMED, AR details can be provided.

4. Device information
Devices referenced in the report can be existing in EUDAMED (identified in the system either by UDI) or not existing in EUDAMED.
The following information can be provided for a Device when the Device is not in EUDAMED:

Applicable Legislation;

Risk Class (can be provided only with the Applicable Legislation);
Device Trade Name;

Device Nomenclature Code;

Device Description (mandatory);

6. Vigilance reports details
When providing information about the Vigilance items, the user will select the Type (MIR, FSCA, NCAR , etc.) and the reference.

Vigilance items referenced can be existing in EUDAMED(identified in the system either by the Report Reference - NCA reference / EUDAMED reference
IMF reference) or not.

7. Vigilance items referenced when the Categorisation of the NCAR is Coordinating CA NCAR
When the NCAR categorization selected is Coordinating CA, then the types of Vigilance reports that can be referenced are :
* MIR;

® FSCA,
® PSR;

8. Providing Comments

Comments for the NCAR are required to be provided.

Business Rules

Summary Status Description





BR-VGL-821 : VGL- NCAR Category -
ENUM_VGL_NCARcategory

BR-VGL-822 : VGL- Type of vigilance
item - ENUM_VGL_VIGType

BR-VGL-823 : NCAR - MF details are
mandatory (non-registered MF)

BR-VGL-824 : NCAR - Display and
validation rule for 'AR exists?'

BR-VGL-825 : NCAR - Display and
validation rule for 'ls AR registered?'

BR-VGL-826 : NCAR - AR SRN is
mandatory and must be valid

BR-VGL-827 : NCAR - Display and
validation rule for 'related vigilance item?"'

BR-VGL-828 : NCAR - Vigilance item
reference must be valid and respect
conditions

BR-VGL-829 : NCAR - UDI-DI reference
must be valid and respect conditions

DRAFT

DRAFT

DRAFT

DRAFT

DRAFT

DRAFT

DRAFT

DRAFT

DRAFT

Label Value = Notes
General NCAR GEN
Device-related NCAR DEV
Coordinating CA NCAR CCA

Vigilance items related NCAR ' VIG

Label Value Notes

MIR MIR
FSCA  FSCA
FSN FSN
PSUR  PSUR
PSR PSR

TREND  TREND

NCAR ' NCAR

If the value of the field Is the manufacturer registered in EUDAMED? is 'No', the following fields
become mandatory for the manufacturer:

® Organisation name
® Address

® Postal code

® Country

The field Does the manufacturer have an Authorised representative? must appear and become
mandatory if one of the following conditions is respected:

® The MF is a non-EU manufacturer registered in EUDAMED or

® The value provided by the user in the Country of the non-registered manufacturer is not identified
as 'isEuropean’

The field Is the Authorised representative registered in EUDAMED? must appear and become
mandatory if

the value selected by the user in the field Does the manufacturer have an Authorised representative?
is'Yes'.

The field SRN becomes mandatory if the value for Is the Authorised representative registered in
EUDAMED? is 'Yes'.

The SRN provided must be valid in EUDAMED as a 'Authorised representative’.

The field Is the NCAR related to a vigilance item? must be displayed and becomes mandatory if the
value for Category of the NCAR is 'General'

The value selected by the user in the EUDAMED reference field must respect the following condition:

® it must be an existing Vigilance report reference in EUDAMED and
*® the type of the Vigilance report must be the one selected in Related vigilance item type

The value selected by the user in the UDI-DI field must respect the following conditions:

® it must be an existing device reference in EUDAMED and
® it must be a UDI-DI linked to a Device
® it must be linked to the MF's SRN reference, if provided



https://citnet.tech.ec.europa.eu/CITnet/jira/browse/EUDAMEDMDR-8812?src=confmacro

https://citnet.tech.ec.europa.eu/CITnet/jira/browse/EUDAMEDMDR-8812?src=confmacro

https://citnet.tech.ec.europa.eu/CITnet/jira/browse/EUDAMEDMDR-8813?src=confmacro

https://citnet.tech.ec.europa.eu/CITnet/jira/browse/EUDAMEDMDR-8813?src=confmacro

https://citnet.tech.ec.europa.eu/CITnet/jira/browse/EUDAMEDMDR-8978?src=confmacro

https://citnet.tech.ec.europa.eu/CITnet/jira/browse/EUDAMEDMDR-8978?src=confmacro

https://citnet.tech.ec.europa.eu/CITnet/jira/browse/EUDAMEDMDR-8980?src=confmacro

https://citnet.tech.ec.europa.eu/CITnet/jira/browse/EUDAMEDMDR-8980?src=confmacro

https://citnet.tech.ec.europa.eu/CITnet/jira/browse/EUDAMEDMDR-8981?src=confmacro

https://citnet.tech.ec.europa.eu/CITnet/jira/browse/EUDAMEDMDR-8981?src=confmacro

https://citnet.tech.ec.europa.eu/CITnet/jira/browse/EUDAMEDMDR-8982?src=confmacro

https://citnet.tech.ec.europa.eu/CITnet/jira/browse/EUDAMEDMDR-8982?src=confmacro

https://citnet.tech.ec.europa.eu/CITnet/jira/browse/EUDAMEDMDR-8983?src=confmacro

https://citnet.tech.ec.europa.eu/CITnet/jira/browse/EUDAMEDMDR-8983?src=confmacro

https://citnet.tech.ec.europa.eu/CITnet/jira/browse/EUDAMEDMDR-8984?src=confmacro

https://citnet.tech.ec.europa.eu/CITnet/jira/browse/EUDAMEDMDR-8984?src=confmacro

https://citnet.tech.ec.europa.eu/CITnet/jira/browse/EUDAMEDMDR-8984?src=confmacro

https://citnet.tech.ec.europa.eu/CITnet/jira/browse/EUDAMEDMDR-9004?src=confmacro

https://citnet.tech.ec.europa.eu/CITnet/jira/browse/EUDAMEDMDR-9004?src=confmacro



BR-VGL-830 : NCAR - AR details are
mandatory (non-registered AR)

BR-VGL-831 : NCAR - Mandatory data
for related vigilance item information

BR-VGL-832 : NCAR - Logic to retrieve
vigilance item reference numbers

BR-VGL-833 : NCAR - Display and
validation rule for 'related device?"

BR-VGL-834 : NCAR - Mandatory data
for non-registered device

BR-VGL-835 : NCAR - Mandatory data
for submission

BR-VGL-836 : NCAR - MF SRN is
mandatory and must be valid

16 issues

DRAFT

DRAFT

DRAFT

DRAFT

OPEN

RESOLVED

RESOLVED

The following fields must be completed when the value selected by the user for the field Is the
Authorised representative registered in EUDAMED? is 'No":

® Organisation name
® Address

® Postal code

* Country

The following fields must be completed in the Vigilance item information section when the section
applies:

® Related vigilance item type
® Manufacturer's reference number OR National CA's reference number OR EUDAMED reference

When the user completes either the Manufacturer's reference number OR National CA's reference
number, the system must verify if it is found in any other Vigilance item in the system based on the
following logic:

Depending on the reference provided (MF's or CA's), it is checked against the value for Manufacturer
's reference or National CA's reference respectively of the vigilance items with the same Related
vigilance item type

If such a match is found, the other field and the EUDAMED reference must be populated by the
system. If not, the reference fields act as free-text fields.

The field Is the NCAR related to a device? must appear and become mandatory if the value for Cate
gory of the NCAR is 'General'

The field Device description is mandatory if the value selected for the field Is the device registered in
EUDAMED? is 'No'

Before submission can be confirmed, the following fields of the NCAR must be completed and pass
the relevant validation tests:

® Category of the NCAR

® |s the manufacturer registered in EUDAMED?
¢ Comments

The field SRN becomes mandatory if the value for Is the manufacturer registered in EUDAMED? is
'Yes'.

The SRN provided must be valid in EUDAMED as a ‘Manufacturer'.
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		NCAR




Periodic Safety Update Report by Manufacturer

		1

		Manufacturer information



		a

		 Manufacturer SRN        



		b

		Manufacturer organisation name



		c

		Contact’s first name	Comment by Author: To specify in PSUR (not coming from actor data)

     

		d

		Contact’s last name

     

		

		



		e

		Email	Comment by Author: To specify in PSUR (not coming from actor data)

     

		f

		Phone

     

		

		



		g

		Country

     



		h

		Street

     

		i

		Street number

     

		

		



		j

		Address complement

     

		k

		PO Box

     

		

		



		l

		City name

     

		m

		Postal code

     

		

		



		2

		Authorised representative information



		a

		SRN        



		b

		Authorised representative organisation name



		c

		Contact’s first name	Comment by Author: To specify in PSUR (not coming from actor data)

     

		d

		Contact’s last name

     



		e

		Email	Comment by Author: To specify in PSUR (not coming from actor data)

     

		f

		Phone

     



		g

		Country

     



		h

		Street

     

		i

		Street number

     



		j

		Address complement

     

		k

		PO Box





		l

		City name

     

		m

		Postal code

     



		3

		Corresponding Competent Authority 



		a

		Name of national competent authority (NCA)



		b

		EUDAMED number of NCA



		
4

		Medical Device Information



		a

		Basic UDI (s)-                    



		b

		Eudamed DI (s)      	Comment by Author: PSUR could be not applicable for Legacy devices (under discussion)



		c	Comment by Author: No PSUR on custom-made devices (information only available in custom-made device documentation from guidance MDCG 2021-3. 

		Custom Made Device Model       



		d

		Well Established Technology

  Y/N    



		5

		PSUR Submission in Eudamed



		a

		[bookmark: _Hlk532977051][bookmark: _Hlk532977327]Date of submission                 Scheduled    date                          Timeliness

   YYYY   MM    DD                 YYYY   MM    DD                                Days



		b

		PSUR Reference number



		c

		Data collection period

YYYY   MM    DD - YYYY   MM    DD 



		d

		Version Number  



		e

		Exceptional data collection period	Comment by Author: The field is used in cases the PSUR is prepared  ahead  during the data collection time

YYYY   MM    DD - YYYY   MM    DD



		[bookmark: _Hlk18585355]6

		Notified Body



		a

		NB organisation name and number

                                                                                     



		b

		Email      



		[bookmark: _GoBack]7

		Upload the PSUR completes check sheet and PSUR document
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Manufacturer Incident Report (MIR) for

Serious Incidents (MDR/IVDR)

and Incidents (AIMDD/MDD/IVDD)



DRAFT Reporting Template Version 7.3



European Union Medical Devices Vigilance System





		To enter/provide/select	Comment by Jana Moravcova: In general: the MNF or AR registered in Eudamed. Most of the information required in the form should be autopopulated or should be made optional. Clarification needed from the COM as to what the expectation is in terms of manual entry.

		New for EUDAMED

		Always auto-populated by EUDAMED	Comment by Jana Moravcova: •	General – yellow fields “auto-populated” by EUDAMED: How is any of the EUDAMED parts relevant if what we are doing is either transiting an xml or uploading a pdf file? Will submitters need to complete them in the xml or send it blank?	Comment by Jana Moravcova: Need clear advice which fields are auto populated. Also information required, where the auto populated information is fed from (Eudamed source field , e.g. in help text)  This is required as in case if there is incorrect information detected, it need to be known where to request change (company-intern) as function responsible for vigilance reporting could be different from product registration.	Comment by Jana Moravcova: Can it override information that’s there? Our systems are designed to populate; if not, how can we provide evidence that it was populated (audits)
What is the purpose of this field? No purpose if we have eudamed ID number

		Auto-populated if device is registered in EUDAMED

		Generated by EUDAMED

		Irrelevant for EUDAMED



		

		

		

		

		

		











		Section 1: Administrative information



		

1.1

		

Corresponding competent authority	Comment by Jana Moravcova: 1.1.a/1.3.2/1.3.3/2.1/2.2.3 I assume this will be automatically filled by EUDAMED when they received the MIR based on the country of occurrence selected in 3.4.h. Will the complete report be available to the manufacturer to send it to their Notified Body ? 



		a

		Name of receiving national competent authority (NCA)	Comment by Jana Moravcova: How does EUDAMED “know” to which CA the report needs to be provided?
Will this be linked to 1.1.a “EUDAMED number of NCA”?



		b

		EUDAMED number of NCA



		c

		Reference number assigned by NCA for this incident	Comment by Jana Moravcova: Will this not disappear after transition period?



		d

		Reference number assigned by EUDAMED for this incident	Comment by Jana Moravcova: How does mfr obtain this? what’s the time lag? Is it possible that different mfr/ legal entity get the same number? Will there be ack 1 2 3 like FDA?



		

1.2

		

Date, type, and classification of incident report



		

a	Comment by Jana Moravcova: 1.2.a Date of submission: will the complete report be available to the manufacturer to send it to their Notified Body ?

		Date of submission 	Comment by Jana Moravcova: What happens if there is already a date in the uploaded xml file?  Which date is finally used?
Refer also to “General comments’’	Comment by Jana Moravcova: Date that we send or date that eudamed receives?

(e.g. 2012-10-23)

		b

		 Date of incident 

 From/To (e.g. 2012-10-23) 

		c

		Manufacturer awareness date 

(e.g. 2012-10-23)



		d

		Type of report 

     Initial 

     Follow up 

     Combined initial and final

     Final (Reportable incident) 

     Final (Non-reportable incident)



		e

		In case of initial and follow-up reports, please indicate the expected date of the next report? YYYY  MM   DD



		f

		Classification of incident

Serious public health threat            

Death                                                                                                                                                  

Unanticipated serious deterioration in state of health  

All other reportable incidents                                                                                                              







		1.3

		Submitter information



		1.3.1

		Submitter of the report



		a

		     Manufacturer	        Authorised representative	           Other, please specify	Comment by Jana Moravcova: We understood this was for subcontractors performing this task on behalf of the manufacturer. Will this be removed since it is seen as irrelevant for Eudamed? Please clarify.	Comment by Jana Moravcova: What happens, when this field is selected in the XML used for upload? Will this create a error message?
Will the xml not be accepted?
There might be the situation that this field is still required, e.g. IVDR application date is moved 1 further year comparably to MDR application date and EUDAMED is going life before IVVDR application date?	Comment by Jana Moravcova: It seems quite some members use this option. Some use it for ‘distributor . Are internal distributors also considered subcontractors?	Comment by Jana Moravcova: How do we complete the field if we are not the Legal Manufacturer?
Does completion of the field become optional?



		b

		Manufacturer's reference number for this incident



		c

		  If this incident involves multiple devices from the same manufacturer, please list the respective reference

  numbers of the other MIR forms you have submitted

    

    - NCA's local reference number

    - EUDAMED's reference number

- Manufacturer's reference number



		d

		  If this incident is covered under an FSCA, please provide the relevant numbers:

    

    - NCA's local FSCA reference number

    - EUDAMED's FSCA reference number

    - Manufacturer's FSCA reference number



		e

		  Periodic Summary Report (PSR) ID



		f

		  If the incident occurred within a PMCF/PMPF investigation; please provide the Eudamed ID of that PMCF/PMPF

  investigation



		1.3.2

		  Manufacturer information	Comment by Jana Moravcova: Confirm that MF information is based on information provided in conjunction with SRN of MF
Question: Does the PRRC have to be included here as contact name? 
What is the source of the contact name?
When auto populated there need to be considerations that function responsible for vigilance reporting could be different from product registration within the reporting company and also can have different contact/e-mail addresses required for effective communication between incident reporter and competent authority



		a

		  Manufacturer organisation name



		b

		  Single registration number	Comment by Jana Moravcova: If section 1.3.2 is auto populated with SRN, report can be submitted to EUDAMED with only SRN. As consequence mandatory/not mandatory field of the Helptext must be updated accordingly. Same for 1.3.3. 
SRN to default from the UDI? if we put SRN, then all the yellow fields are not needed.



		c

		  Contact’s first name 

(auto-populated if MF actor contact in general)	Comment by Jana Moravcova: Does Eudamed provide contact per module? 

		d

		  Contact’s last name 

(auto-populated if MF actor contact in general)



		e	Comment by Jana Moravcova: Does this means actor contact registered in EUDAMED?
What source is used for auto population? Confirm if source is information in 1.3.3. b). Same question for the AR 1.3.3 c, d, e, f. Are these the PRRC details? 

		  Email 

(auto-populated if MF actor contact in general)	Comment by Jana Moravcova: Should be vigilance process owner and not manfr contact; generic email address for vigilance at mfr level. Eudamed should accept more than 1 contact per module

		f

		  Phone 

(auto-populated if MF actor contact in general)



		g

		  Country



		h

		  Street

		i

		  Street number



		j

		  Address complement

		k

		  PO Box



		l

		  City name

		m

		  Postal code









		1.3.3

		Authorised representative information	Comment by Jana Moravcova: Confirm that AR information is based on information provided in conjunction with SRN of AR
Are there any cross references to 1.3.2 b? 
What is the source of the AR contact name?
When auto populated there need to be considerations that function responsible for vigilance reporting could be different from AR details provided during registration and responsible for other regulatory aspects within the reporting company and also can have different contact/e-mail addresses required for effective communication between incident reporter and competent authority.



		a

		  Authorised representative organisation name



		b

		  Single registration number



		c

		  Contact’s first name 

(auto-populated if AR actor contact in general)

		d

		  Contact’s last name 

(auto-populated if AR actor contact in general)

		d

		  Contact’s last name



		e

		  Email 

(auto-populated if AR actor contact in general)

		f

		  Phone 

(auto-populated if AR actor contact in general)

		f

		  Phone



		g

		  Country

		

		



		h

		  Street

		i

		  Street number

		i

		  Street number



		j

		  Address complement

		k

		  PO Box

		k

		  PO Box



		l

		  City name

		m

		  Postal code

		



m

		  Postal code





		

1.3.4

		

Submitter’s details if not manufacturer or authorised representative 

If user is a sub-contractor (can change for any update submission) it is known by EUDAMED (company name, address and contact details)	Comment by Jana Moravcova: Will this be removed since it is irrelevant for Eudamed? Please clarify. How should subcontractors submit if this is removed?            Or does completion become optional?	Comment by Jana Moravcova: What does irrelevant for Eudamed actually mean?	Comment by Jana Moravcova: Please clarify what “If user is a sub‐contractor (can change for any update submission) it is known by EUDAMED (company name, address and contact details)” means? 	Comment by Jana Moravcova: As some companies plan to use a) subcontractors for reporting and competent authorities communicate via these subcontractors 
or b) function responsible for vigilance reporting could be different from AR/MF details provided during registration and responsible for other regulatory aspects within the reporting company
=> this information could not be irrelevant 
Different contacts/e-mail addresses compared to available data in EUDAMED for SRN MF/AR AER required for effective communication between incident reporter and competent authority.	Comment by Jana Moravcova: Is there help text available for this new form? How is the sub contractor defined?





		a

		Registered commercial name of company



		b

		Contact’s first name

		c

		Contact’s last name



		d

		Email

		e

		Phone



		f

		Country



		g

		Street

		h

		Street number



		i

		Address complement

		j

		PO Box



		k

		City name

		l

		Postal code





















		Section 2: Medical device information



			Comment by Jana Moravcova: ‘’issuing entity” – why is this required? This doesn’t seems relevant and why 3x?. 
According UDI Format guidance: Issuing entity that will provide MFs with UDI numbers have each a specific format depending on the issuing entity.
The concept of UDI-DI, UDI-PI, Basic UDI-DI for all is comparable, but the number of letters or numbers is unique to issuing entity. Therefore, this should be common knowledge (which letter or number combination is originated from which issuing entity) and not be entered each time by the reporter. 

2.1

		

Unique Device Identification (UDI)



		a

		UDI-DI/EUDAMED ID

		Issuing entity	Comment by Jana Moravcova: If UDI -DI is the linkage between other EUDAMED modules- why do we need to complete MFG/ AR details?

		b

		UDI-PI





		c

		Basic UDI-DI/EUDAMED DI 	Comment by Jana Moravcova: If sections 2.1d,2.2 and 2.3 abc are auto-populated with the Basic UDI-DI when product is registered in EUDAMED, report can be submitted with only Basic UDI-DI. Helptext must be updated to reflect this possibility   

		Issuing entity

		d

		Unit of use UDI-DI 	Comment by Jana Moravcova: 2.1.d Unit of use UDI-DI: will this be a mandatory field ? I understand we do not have this info for IVD devices.

		 Issuing entity



		

2.2

		

Categorisation of device



		a

		Medical device terminology 

EMDN	GMDN	UMDNS(ECRI)	GIVD/EDMS	Other	Comment by Jana Moravcova: Legacy Devices – Discontinuted deivices that do not have EMDN assigned and we received a EUDAMED DI

Is intent that we assign EMDN or can legacy GMDN be used in this case	Comment by Jana Moravcova: What will be the content of EMDN field?	Comment by Jana Moravcova: These (highlighted) do not exist in current iTrack form in 7.2v.Why is GMDN not relevant?



		b

		Medical device nomenclature code(s) 



		

2.3

		

Description of device and commercial information- (Single device)



		a

		Medical device name(s) (brand / trade / proprietary or common name)



		b

		Nomenclature text(s)/Description of the device(s) and its/their intended use



		c

		Model





		d

		Catalogue/reference number	Comment by Jana Moravcova: There needs to be some consideration given to impact of EUDMED ON Mfg. complaint management systems and internally mapping that has been performed. 

In theory, MFG will have MIR form that is populated from internal complaint management system data  but form sent to EUDAMED will be auto populated by EUDAMED- Does this mean that MDV analysts will be deleting pre populated data – structures put in place for cost to deal with increased volume reporting under EUMDR 








		e

		Serial number







		f

		Lot/batch number









		g

		Software version





		h

		Firmware version







		i

		Device manufacturing date

YYYY  MM   DD

		j

		Device expiry date

YYYY  MM   DD



		k

		Date when device was implanted (e.g. 2012-10-23)

From date / To date

		l

		Date when device was explanted (e.g. 2012-10-23)

From date / To date



		m

		If precise implant/explant dates are unknown, provide the duration of implantation 

Number of years / Number of months / Number of days



		n

		Implant facility

		o

		Explant facility



		p

		Notified body (NB) ID number(s) (if applicable)        Notified body (NB) certificate number(s) of device (if applicable)

 1

 2

    



		q

		Please indicate the date of one of the following: First declaration of conformity

The device first CE marked First placed on the market First put into service

If software, date first made available

YYYY  MM







		

2.3

			Comment by Jana Moravcova: Duplication of the 2.3. section numbering.

Risk class of device when placed on market



		a

		· This device has been placed on the market before the implementation of the MDD/AIMDD/IVDD



		b

		MDD/AIMDD 

· active implant

· class III

· class IIb

· class IIa

· class I

· class Is

· class Ism

· class Im

· custom-made

		IVDD 

· IVD Annex II List A

· IVD Annex II List B

· IVD devices for self-testing

· IVD general



		c	Comment by Jana Moravcova: Our understanding was that only minor changes should take place in this MIR at this point. These should be strictly limited to changes which are absolutely necessary.

		MDR 	Comment by Jana Moravcova: Procedure packs for MDs removed and ‘professional use’ for IVDs removed. Why?

· class III

· class IIb

· class IIa

· class I

		Type (Multiple choice) 

· implantable

· active device 

· intended to administer and/or remove a medicinal product

· sterile conditions

· measuring function

· reusable surgical instruments

· software

· systems

· custom-made

· non-medical purpose

		IVDR 

· class D

· class C

· class B

· class A

		Type (Multiple choice) 

· self-testing

· near-patient testing

· companion diagnostic

· reagent

· software

· instrument

· sterile conditions















		

2.5

		

Market distribution of device (region / country)	Comment by Jana Moravcova: GB removed from here & not included alongside Switzerland/Turkey. 
What will be the case for when incident occurs in Northern Ireland?.  (GB doesn’t include Northern Ireland). Please clarify	Comment by Jana Moravcova: To prevent a recalculation of similar incidents/sales data with implementation of MIR ver 7.3, note indicated that previous information contains GB must be accepted

(according to the best knowledge of the manufacturer)



		



a

		







		

		AT

		

		BE

		

		BG

		

		CH

		

		CY

		

		CZ

		



		

		DE

		

		DK

		

		EE

		

		ES

		

		FI

		

		FR

		



		

		GR

		

		HR

		

		HU

		

		IE

		

		IS

		

		IT

		



		

		LI

		

		LT

		

		LU

		

		LV

		

		MT

		

		NL

		



		

		NO

		

		PL

		

		PT

		

		RO

		

		SE

		

		SI

		



		

		SK

		

		TR

		 

		

		

		

		

		

		

		

		



		

		

		

		

		

		

		

		

		

		

		



		

		

All EEA, Switzerland and Turkey	Comment by Jana Moravcova: For similar incidents calculation, will the table be updated to state ‘EEA + CH + TR + UK’?



Others:	Comment by Jana Moravcova: Has there been a decision regarding management of Candidate countries ?- These are not included in list above (e.g. Albania, N. Macedonia, Montenegro, Serbia)





		2.6

		Use of accessories, associated devices or other devices	Comment by Jana Moravcova: Request confirmation that other sections of the MIR were not modified (similar to ver 7.2.1)



		a

		Relevant accessories used with the device being reported on (please list with corresponding Manufacturer if

different from device being reported on)



		b

		Relevant associated devices used with the device being reported on (please list with corresponding Manufacturer

if different from device being reported on)











…
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% MedTech Europe

from diagnosis to cure

Public consultation: draft Commission Implementing
Regulation on EUDAMED

MedTech Europe’s key points
22 June 2021

MedTech Europe - the European trade association for the medical technology industry including

diagnostics, medical devices and digital health - is pleased to submit input to this public consultation.

The consolidated technical comments are enclosed as a single document.

Below we highlight some key points:

1.

The completion of the data submission depends on notified bodies in case of devices with product
certificates (status change from ‘submitted’ to ‘registered') therefore its execution cannot be controlled
by manufacturers. The date of submission (when acknowledgement received) should be relevant for
determining when the manufacturers complied with their legal obligations instead of the date of
registration.

Technical documentation for envisaged changes should be made available with sufficient time (i.e. 6
months) before taking effect. This provides sufficient time for Eudamed authorised users to adapt, test
and validate/verify systems, processes, policies and procedures prior to submitting any information or
records to EUDAMED. All changes shall be made available in a “playground” well in advance of
launching in production, so the impacted stakeholders have adequate time to test. The Commission
shall provide a change history document (Release Notes) to make user aware of the changes.

Industry highly disagrees with the described “malfunction mode” and supports having no fallback
manual option in case of system downtime. The system is the only way to perform any necessary
submissions in a meaningful way also supporting data integrity. The creation of a complex shadow
system leads to the duplication of data, efforts, legal requirements, and unsynchronised data between
the Competent Authority and Eudamed. Therefore, we request Commission to develop and implement
an overall disaster recovery plan and the availability of backup processes and systems. The
responsibility of system failures and malfunctions should be with the EU system owner and not the
users of the system. Eudamed should provide “high availability services” to keep downtime to an
absolute minimum. When the Commission has established that the malfunction has ceased, it should
communicate that information not only to the national competent authorities concerned and to the
notified body but to all authorised users.

Notifications for all planned downtimes should be provided at least one week in advance unless there
is a security or data integrity risk. The notifications by the European Commission about announced
downtime or malfunctions need to be proactive in nature (notification to all authorised users e.g LAAs
and providers with established access points to EUDAMED) and should go beyond just announcing on
the restricted website or on the public website which would require constant monitoring of the sites.
The suspension of submission periods should be automatically effective when malfunction declared by
the European Commission occurs.

When the Commission has displayed the notice, and actors are informed, they shall without undue
delay enter the data that they were hindered to submit during the malfunction in Eudamed.

www.medtecheurope.org Page 1 of 2
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7. We suggest that the Commission not only detects fraudulent activity but also investigates the data
impacted associated with the fraudulent activity.

8. Eudamed shall be accessible through machine-to-machine data exchange services for all actors
including Economic Operators. Please add them under Article 2.

9. The time frame for approval of actor registration requests is not defined. To create predictability, please
define timeframe.

10. Please define “timely assistance” for providing support. E.g. Eudamed support acknowledgement to be
performed within a specified time period (targeting 48 / 72 hours) and not be automated.

www.medtecheurope.org Page 2 of 2
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% MedTech Europe

)( from diagnosis to cure

Public consultation: draft Commission Implementing Regulation on EUDAMED

MedTech Europe’s technical comments
22 June 2021

Thank you for providing the opportunity for submitting the feedback on behalf of MedTech Europe on the draft Eudamed Implementing

Regulation. MedTech Europe is the European trade association for the medical technology industry including diagnostics, medical devices and

digital health.

Reference Copy-paste text in concern Type of | Description of the issue Proposed solution (either text

(Article/Paragrap comme proposal OR rational for a change)

h)e.g.7.3 nt

Title laying down rules for the application of ED While it is the MDR Reg (EU) 2017/745 Add reference to title: “Regulation
Regulation (EU) 2017/745 of the European that lays down the detailed (EU) 2017/746 of the European
Parliament and of the Council as regards the arrangements necessary for the setting Parliament and of the Council
European Database on Medical Devices up and maintenance of Eudamed, the
(Eudamed) content of the Implementing Regulation

equally applies to IVDR. This we suggest
being reflected in the title of the
Regulation otherwise it is misleading.

Preamble (3) In addition, Eudamed should provide the ED According to MDR Art.92.3: The “In addition, Eudamed should provide
public with adequate information about Commission shall ensure that healthcare | the public with adequate information
devices placed on the market, the professionals and the public have about devices placed on the market,
corresponding certificates issued by notified appropriate levels of access to the the corresponding certificates issued by
bodies, the relevant economic operators and electronic system on vigilance and post- | notified bodies, the relevant economic
clinical investigations and vigilance. It is, market surveillance. operators, clinical investigations and
therefore, also necessary to make Eudamed vigilance. “
accessible via a public website.

Preamble (3) Moreover, in order to allow for the exchange | ED Please clarify that national databases of | Add “national databases of the EU
of data between Eudamed and national the EU member states are meant here member states ...”
databases, it is necessary to make Eudamed and not e.g. UK MHRA or e.g. FDA
accessible through machine-to-machine data GUDID.
exchange services.

Preamble (6) In order to ensure that users of Eudamed ED Does this mean assistance in a minimum | Please clarify in Article 5.1

receive the support needed when using the

of 48 hours or 72 hours?
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database, the Commission should provide
them with timely technical and administrative
assistance on Eudamed.

Preamble (7) In case of technical unavailability or ED Suggest specifying and including
malfunction of Eudamed, authorised users alternative mechanisms (the
should still be able to fulfil their obligations. It contingency rules) in the part on the
is therefore necessary to specify alternative technical and administrative support
mechanisms to be used to exchange data in (article 5.2)
such events and to lay down contingency
rules for such mechanisms.
Article 1.5. ..that could adversely affect the IT security or | ED Referencing IVDR Art. 30.2 would be “... any of the functionalities of
Definition of hinder the availability of any of the equally important. Eudamed’s electronic systems referred
malfunction functionalities of Eudamed’s electronic to in Article 33(2) of Regulation (EU)
systems referred to in Article 33(2) of 2017/745 and Article 30(2) of
Regulation (EU) 2017/745. Regulation (EU) 2017/746"
Article 2(2) - Eudamed shall be accessible through TE Not all Actors are identified with Identification of all Actor types for
Mode of Access, machine-to-machine data exchange services accessibility of machine-to-machine M2M capability needs to be
to competent authorities as referred to in (M2M) capability. Furthermore, incorporated into the Implementing
Article 101 of Regulation (EU) 2017/745 accessibility of M2M capability needs to | Regulation. Economic Operators are
(‘competent authorities’) and notified bodies include both ‘add’ and ‘edit’ capabilities. | missing.
registered in Eudamed in accordance with In addition, the accessibility of M2M
Article 3 of this Regulation. The Commission needs to specify required functionality
shall provide each Member State and notified of “add” and “edit” that is required by
body with one data exchange access point Actors.
enabling them to use such data exchange “The Commission shall enable
services upon their request. economic operators to establish data
exchange access point upon their
request to use such data exchange
services for machine-to-machine
communication with EUDAMED.
The machine-to-machine data
exchange services shall enable
authorised users to add or edit
already submitted data. ”
Article 3.1 - a natural person shall create an account on ED A specification is missing that the “natural person acting on behalf of an

Registration in
Eudamed and

access to

the Commission authentication service
website

natural person who applies for
“authorised user” status, should act on
behalf of an Economic Operator.

Economic Operator”
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Eudamed via the

restricted

website

Article 3. 4 - A national competent authority shall approve | ED There is no indication of the time frame | Suggested indicating a timeframe:

Registration in the actor registration request, except when for approval of actor registration “Requests shall be approved or

Eudamed and the request concerns a sponsor of a clinical requests. rejected within 15 business days.”

access to investigation or a performance study.

Eudamed via the

restricted

website

Article 5.1 - 5.1 The Commission shall set up an TE The Commission should provide support | Eudamed support should include all

Technical and application support team to provide timely for all aspects: technical, quality, aspects related to authorized users’

administrative assistance to users of Eudamed, reachable via regulatory, policy and administrative compliance and database function.

support a dedicated functional mailbox. support. This support, including the helpdesk,
should provide assistance for technical,
regulatory/policy enquiries, and for
ensuring data quality.

Article 5.1 - 5.1 The Commission shall set up an ED Please clarify the Commission’s We suggest a Eudamed support

Technical and application support team to provide timely perspective of “timely assistance.” Does | acknowledgement should be

administrative assistance to users of Eudamed, reachable via this mean assistance in a minimum of 48 | performed within a specified time

support a dedicated functional mailbox. hours or 72 hours? period (e.g. targeting 48 / 72 hours)
and should not be automated.
NOTE: The support responses should
acknowledge the receipt of each query
with a unique reference number to be
utilized with all follow-up
communications (current system
creates a new reference number with
each follow-up communication).

Article 5.1 - 5.1 The Commission shall set up an TE What criteria will be relevant to the As the Regulations do not specify the

Technical and
administrative
support

application support team to provide timely
assistance to users of Eudamed, reachable via
a dedicated functional mailbox.

application support team? For example,
with respect to Article 7.1, time stamps
will be applied to data submissions with
CET or CEST:
o  Will these criteria also apply to
receipt of technical or
administrative inquiries?

level of technical and administrative
assistance, the expectation is that an
implementing guidance would detail or
identify issuance of a document
specifying the criteria needed for user
assistance.
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o  Will there be specific
hours for monitoring
this mailbox?

o  Off-hour support (for
specific modules or
all?) for non-EU
manufacturers

e  Other support team criteria:

o Language support

o Triage

Art. 5.2 Technical | 5.2 The Commission shall make available to TE Technical documentation for envisaged “All technical documentation shall be
and the users of Eudamed the relevant technical changes should be made available with made available at least 6 months
administrative documentation on Eudamed, Frequently sufficient time before taking effect. Only | before its use becomes mandatory in
support Asked Questions regarding Eudamed and the sufficient time allows the manufacturers | order to allow all authorized users to
And documentation in support of machine-to- or other affected actors to modify their adapt their systems accordingly.”
Art9.3 machine data exchange services. systems reliably in time.
Websites for 9.3. Any changes that the Commission
testing and intends to introduce to the Eudamed
training purposes | machine-to-machine data exchange services

shall first be introduced by it in the websites

for testing and training and shall be available

on those websites for a period to be defined

in advance by the Commission in

collaboration with the Medical Device

Coordination Group established under Article

103 of Regulation (EU) 2017/745.

The Commission shall inform the concerned

actors via Eudamed in advance of the

envisaged changes and of the period of their

availability on the websites for testing and

training.
Article 7.1 — 1. The submission of data in Eudamed shall TE The completion of the data submission “The submission of data in Eudamed

Functioning Rules

be deemed executed at the date and time
when the data is successfully registered in
Eudamed.

depends on notified bodies in case of
devices with product certification (status
change from ‘submitted’ to ‘registered')
therefore its execution cannot be
controlled by manufacturers. The date
of submission (when acknowledgement

shall be deemed executed at the date
and time when the data is successfully

registered submitted (with

acknowledgement) in Eudamed.
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received) should be relevant for
determining when the manufacturers
complied with their legal obligations.
Article 7.2 — Eudamed shall be accessible at all times, ED If not all Actors will have access to the “Eudamed shall be accessible at all
Functioning Rules | except during necessary and previously restricted website, (M2M) notification times, except during necessary and
announced downtime periods due to should be provided to both restricted previously announced downtime
maintenance activities, including new and public websites regardless of its periods due to maintenance activities,
releases. The Commission shall display in applicability. including new releases, which shall be
advance a notice to that regard on the limited to the necessary minimum. The
restricted website or the public website, as Commission shall display in advance a
applicable. notice on the restricted website er and
the public website-as-applicable. “
Article 7.2 — Eudamed shall be accessible at all times, TE The Commission should provide clarity “The Commission shall display at least
Functioning Rules | except during necessary and previously on the notification on expected a week in advance of the planned
announced downtime periods due to downtimes — both planned and downtime a notice, including its
maintenance activities, including new unplanned. planned duration, content, ...”
releases. The Commission shall display in Further delineation of notifications
advance a notice to that regard on the (based on module) to better enable
restricted website or the public website, as actors to either prepare or refrain from
applicable. submitting/registering in EUDAMED.
Notifications for all planned downtimes
should be provided at least one week in
advance unless there is security or data
integrity risk.
Article 7.2 — Eudamed shall be accessible at all times, TE The Commission notifications need to “The Commission shall send a

Functioning Rules

except during necessary and previously
announced downtime periods due to
maintenance activities, including new
releases. The Commission shall display in
advance a notice to that regard on the
restricted website or the public website, as
applicable.

be proactive in nature (notification to all
authorised users inlc. LAAs and those
who established access points for
automated data exchange) and should
go beyond announcing just on the
restricted website or on the public
website. This approach would require
constant monitoring of the website by
users.

The implementing act should consider
defining notifications and notification
timing based on Eudamed module.

notification to the authorised users
including LAAs and those who
established access points with
Eudamed about the planned
downtime including its planned
duration, content, ..”
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Article 8.1 — 1. The Commission shall take all necessary ED The ownership of the database by the “1. The Commission shall take all
Malfunction measures to prevent any malfunction and to European Commission supposes to have | necessary measures to prevent any
identify it, without undue delay, when it a permanent monitoring function malfunction and to identify it, without
occurs. implemented that enables malfunction undue delay, when it occurs.
detection/identification immediately. These measures are (but not limited
The description of the active measures to)..”
taken by the European Commission is
absent from the Implementing
Regulation that we suggest to include.
Article 8 - 1. The Commission shall take all necessary TE Article 8, Paragraph (1), (2) & (3): The following should be further
Malfunction measures to prevent any malfunction and to identify the actions the Commission will | identified within this document, a
(8.1,8.2.) identify it, without delay, when it occurs. take with the identification and supplementary document, or
2. Where an actor or an authorised user notification of a defined malfunction guidance:
suspects a malfunction, it shall immediately however the appropriate steps and e How does an authorized user
inform the Commission thereof. timing of these activities need to be communicate a suspected
considered to perhaps avoid a more malfunction (e.g the Eudamed
serious malfunction or minimize data Help Desk)?
corruption & resolution. e  What is the Commission
expectation about reporting?
e  What is the timing around the

Commission taking action:

- Verification of malfunction
communicated by actor or
authorized user?

- Dispute resolution (is it a
malfunction per definition)?

Article 8.2 — 2. Where an actor or an authorised user ED The authorized user always acts on “Where an-aeteror an authorised user
Malfunction suspects a malfunction, it shall immediately behalf of an actor. of an actor suspects a malfunction “
notification inform the Commission thereof.

Article 8.3 - 3. Where the Commission identifies a TE Similar to Article 7 such Malfunction “8.3a bis:

Malfunction malfunction, it shall take the following notifications need to be proactive in - shall send a notification to the
notification measures: nature in addition to the suggested authorised users including LAAs and

(a) display, without delay, a notice to that
regard (‘malfunction notice’) on the restricted
website or the public website, as applicable,
unless the nature of the malfunction prevents
the Commission from doing so, in which case
it shall, to the extent possible, display the

notification on the restricted and public
websites.

These notifications need to be proactive
in nature (notification to all authorised
users inlc. LAAs and extended to those
who established access points for

those who established access points
with Eudamed about the malfunction,
its likely duration and its impact i.e.
suspension the data submission to
Eudamed, ...”
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notice on the Commission’s dedicated
website for medical devices;

(b) suspend the periods for submission of
data in Eudamed set out in Regulations (EU)
2017/745 and (EU) 2017/746, where the
malfunction hinders entering of the relevant
data.

Where the Commission suspends the periods
for submission of data to Eudamed as
provided for in the first subparagraph, point
(b), the malfunction notice shall specify the
time of the display of that notice and the
likely duration of the suspension.

automated data exchange) and should
go beyond announcing just on the
restricted website or the public website.

Article 8 - 3. Where the Commission identifies a ED Add another topic to paragraph 3. “8.3c bis

Malfunction malfunction, it shall take the following Eudamed should also display - display, with the notice, the contact
measures: Commission, national competent details of the Commission, national
(a) display, without delay, a notice to that authorities and notified body contact competent authorities and notified
regard (‘malfunction notice’) on the restricted details in case of malfunction. It could body in case the economic operators
website or the public website, as applicable, be a link referring to a list of contacts on | need to provide general information
unless the nature of the malfunction prevents the Commission’s dedicated website for | about those data and an indication
the Commission from doing so, in which case medical devices. This would be another that the submission of data is pending
it shall, to the extent possible, display the measure to help mitigate the risk of due to the malfunction of Eudamed.”
notice on the Commission’s dedicated Eudamed malfunction, e.g. if there is an
website for medical devices; adverse event that should be reported
(b) suspend the periods for submission of to several countries and the system is
data in Eudamed set out in Regulations (EU) not working, there should be
2017/745 and (EU) 2017/746, where the transparency on what the alternative
malfunction hinders entering of the relevant contact details are.
data.

Article 8.3b - suspend the periods for submission of datain | TE With current draft text it would mean Zsuspend the periods for submission of

Malfunction Eudamed set out in Regulations (EU) that the Commission need every time to | data in Eudamed set out in Regulations

2017/745 and (EU) 2017/746, where the
malfunction hinders entering of the relevant
data.

write up a statement, that the periods
for submission of data in Eudamed set
out in Regulations (EU) 2017/745 and
(EU) 2017/746 are suspended.

What if that statement is not available?
The suspension of submission periods
should be automatically effective when

(EU) 2017/745 and (EU) 2017/746 are
suspended automatically when
malfunction is declared by the
European Commission. hinders

:  the relevant-date
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malfunction is declared by the European
Commission. Reword legislation text.

Article 8 -

Malfunction

(8.4 &8.5)

4. In addition to the suspension of periods
referred to in paragraph 3, first
subparagraph, point (b), of this Article, where
a malfunction hinders compliance with any of
the obligations referred to in Article 80,
Article 87(1), Article 89(5), (7), (8) and (9),
Article 95(2), (4) and (6), or Article 98(2) of
Regulation (EU) 2017/745, or in Article 76,
Article 82(1), Article 84(5), (7), (8) and (9),
Article 90(2), (4) and (6) or Article 93(2) of
Regulation (EU) 2017/746, either of the
following procedure shall apply: ...a, b

5. In addition to the suspension of periods
referred to in paragraph 3, first
subparagraph, point (b) of this Article, in the
event of a malfunction that hinders
compliance with one of the obligations set
out in Regulation (EU) 2017/745 or
Regulation (EU) 2017/746 other than the
obligations referred to in paragraph 4 of this
Article, the following procedure shall
apply:...a, b

TE

Article 8, Paragraph (4) and (5) are
requiring the set-up of a separate
system outside of Eudamed should a
malfunction occur that would disrupt
the submission of data. Requirements
developed in the absence of a functional
EUDAMED would create a complex
shadow system. As a result, the
following consequences should be
considered prior to implementing such a
scheme:
e  Duplication of data
e Duplication of efforts
e Duplication of legal requirements
e Data becomes unsynchronised
between CA and EUDAMED
The “malfunction mode” will become
burdensome for industry (and CAs and
NBs) if economic operators need to
switch within 12 hours to a manual
mode which requires a different set of
information (general), in a different
format to different recipients using a
different communication layer. A
manual process should not become a
backup system to bridge the gap.

Industry highly disagrees with the
described “malfunction mode” and
supports having no fallback manual
option in case of system downtime.
The system is the only way to perform
any necessary submissions in a
meaningful way also supporting data
integrity.

The draft implementing regulation
proposes to develop a parallel system
that appears will need to be
maintained by authorised users. The
Commission should develop and
implement an overall disaster recovery
plan and the availability of backup
processes and systems. The
responsibility of system failures and
malfunctions should be with the EU
system owner group and not the users
of the system. Eudamed should
provide “high availability services” to
keep downtime to an absolute
minimum.

In lieu of a comprehensive disaster
recovery plan and system, the
proposed parallel (manual) system
being an alternative submission path
will create compliance gaps, source of
truth complexities, data conflict
management/resolution, confusion
amongst Eudamed stakeholders, and
confusion by the public.

We also want to emphasize that with
different malfunction timeframes
there is further complexity created
with each identifying specific criteria to
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be met. This further complicates
requirements created in the absence
of a functional Eudamed system.

Art.8.4b - (..)the actor shall without delay provide the TE It is not clear what this would look like “(..) the actor shall without undue
Malfunction relevant data to those authorities, in the specific to MIRs. Reports are due in 15 delay provide the relevant data to
manner prescribed by them days and some reports may be those authorities using the reporting
considered late if they are not in forms published at the Commission
Eudamed within that time frame due to | website (i.e. up-to-date version of
a malfunction with the Eudamed Manufacturer Incident Reporting form
system. in PDF and XML) and submit them to
Is the expectation that the report will the relevant parties on the agreed,
need to be submitted to Eudamed once | harmonised way.”
the system malfunction is corrected?
The draft Implementing Act allows each
authorities to demand a format and
means suiting their internal IT structure;
in the worst case for manufacturers 27
different ways for submitting reports.
With the potentially high volume of
MIRs, suggest providing a harmonized
way to notify national competent
authorities and notified bodies. We
propose that MIRs can be sent by email
to the Competent Authorities.
Article 8.5 - the actor shall without delay provide general ED/ TE | Confirms that this article does not cover | “the actor shall without undue delay
Malfunction information about those data and an UDI registration function, if it is for provide general information about
indication that the submission of data is devices where a certificate has been those data and an indication that the
pending due to the malfunction to the issued. As some devices do not have yet | submission of data is pending due to
Commission, to the national competent or at all a product certificate: what is the malfunction to the Commission, to
authorities concerned and to the notified applicable to them? Wording should be | the national competent authorities
body that issued the certificate of conformity clearer, if UDI registration is also concerned and to the responsible
covered by this article. notified body thaetissued-thecertificate
of-conformity”
Article 8.6 — When the Commission has established that TE All authorised users including LAAs and | “When the Commission has established
Malfunction the malfunction has ceased, it shall those parties who established access | that the malfunction has ceased, it

communicate that information to the
competent authorities.

points with Eudamed should be actively
informed that the malfunction is ceased.

shall communicate that information to
the national competent authorities
concerned and to the notified body
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Particularly as 8.7 is requesting upload
“without delay”.

The requirement to check frequently by
the actors if the malfunction has been
solved is overly burdensome.

As alternative there could be a feature
for an “information request” where actor
can enter their address for that
notification.

that issued the certificate of
conformity referred to in Article 56 of
Regulation (EU) 2017/745 or Article 51
of Regulation (EU) 2017/746, and to
the authorised users including LAA
and those who established access
points with Eudamed.”

Article 8.7 - When the Commission has displayed the TE Depending on the duration of the “When the Commission has displayed
Malfunction notice referred to in paragraph (6), actors malfunction and the already required the notice referred to in paragraph (6)
shall without delay enter the data that they parallel notification (according to 8.4) to | and informed authorized users, actors
were hindered to submit during the the relevant parties (national shall without undue delay enter the
malfunction in Eudamed authorities, notified bodies) it should be | data that they were hindered to submit
given the reporters more time to upload | during the malfunction in Eudamed.”
the required files. Suggest to use:
without undue delay.
Article 9.3 - 3. Any changes that the Commission intends TE Article 9, Paragraph 3 identifies if the The established time periods to
Websites for to introduce to the Eudamed machine-to- Commission will introduce any changes introduce ANY changes to Eudamed
testing and machine data exchange services shall first be to Eudamed M2M data exchange should be at a minimum of 6 months.
training introduced by it in the websites for testing services that shall be introduced by the This will provide sufficient time for
and training and shall be available on those Commission in the testing and training Eudamed actors to make necessary
websites for a period to be defined in websites, and be available for a period changes, test and validate/verify
advance by the Commission in collaboration defined by the Commission in systems, processes, policies and
with the Medical Device Coordination Group collaboration with the established procedures, prior to submitting any
established under Article 103 of Regulation MDCG. This implementation regulation information or records to EUDAMED.
(EU) 2017/745. needs to provide or establish reasonable | Changes should be bundled together
The Commission shall inform the concerned time periods necessary for the actors to | and released on a periodic basis no
actors via Eudamed in advance of the fully test and implement. more than 3 times a year. All changes
envisaged changes and of the period of their shall be made available in a
availability on the websites for testing and “playground” well in advance of
training. launching in production, so the
impacted stakeholders have adequate
time to test.
Article 9.3 — 3. Any changes that the Commission intends TE This Paragraph only identifies The Commission should support
Websites for to introduce to the Eudamed machine-to- Commission notifications of M2M Eudamed actors by providing a change
testing and machine data exchange services shall first be changes, and that there will be a period history document (Release Notes) to
training introduced by it in the websites for testing defined, but it does not identify any type | make user aware of the changes. This

www.medtecheurope.org

Page 10 of 12






X

% MedTech Europe

from diagnosis to cure

and training and shall be available on those
websites for a period to be defined in
advance by the Commission in collaboration
with the Medical Device Coordination Group
established under Article 103 of Regulation
(EU) 2017/745.

of notification for changes in the normal
testing environment.

has been noted in the Actor module
and will become more of an issue as
future modules are released as
changes could have an impact across
multiple modules and workflows.

Article 9.3 — The Commission shall inform the concerned TE We would like to understand what is We believe direct and more proactive
Websites for actors via Eudamed in advance of the meant by the implementation language | notifications should be implemented
testing and envisaged changes and of the period of their that states the Commission shall inform | for the concerned actors (authorised
training availability on the websites for testing and the concerned actors via EUDAMED. Is it | users as well as those who established
training. just the restricted website and public access points with Eudamed) to ensure
website as identified in Article 7? Will necessary information is
there be a direct notification to each communicated to the effected
registered actor? What about actors Eudamed actors.
who are in process of registration i.e. As there will be a need to register new
submitted request but not yet Actors at any time the Commission
approved? needs to consider if other
As manufacturers use third-party communication tools are necessary to
solution provides for M2M data appropriately communicate to this
submission to EUDAMED, the group. Eudamed should maintain a
notification should also include them as | distribution list of emails to be
users. notified.
Article 10.4-1IT 4. The Commission may suspend all or part of | ED Article 10, Paragraph 4 identifies that This should be revised to reflect the
Security the functionalities of Eudamed’s electronic Article 7 Paragraph (3), (4) and (5) shall correct which is Article 8 (3), (4) and
systems, where it identifies an IT security apply. (5).
incident, IT security threat or IT security risk.
If the suspension referred to in the first
subparagraph hinders the entering of data in
Eudamed, Article 7(3), (4) and (5) shall apply
mutatis mutandis.
Article 10(5) - IT Any actor or authorized user who becomes ED What is the method of immediately Suggest clarifying the information

Security

aware of or suspects an IT security incident,
IT security threat or IT security risk, shall
immediately inform the Commission and the
concerned Member States thereof.

informing the Commission? Per the
“Declaration on Information Security
Responsibilities” from DG SANTE, it
states in Section IV. INFORMATION
SECURITY MANAGEMENT (3) any
information security incidents or

method to the Commission and
Member States by describing the
method and by indicating the
appropriate contact details (functional
mailbox to contact the Commission
and also the Member States).

www.medtecheurope.org

Page 11 of 12






X

% MedTech Europe

from diagnosis to cure

security weaknesses related to
EUDAMED, should be reported
immediately by the EO ACTOR LAA to
the following functional mailbox:
SANTE-EUDAMED-
ADMINISTRATOR@ec.europa.eu s this
the one we should use instead of the
Eudamed Helpdesk SANTE-EUDAMED-
SUPPORT@ec.europa.eu?

Article 11.4 Where the Commission establishes a ED Change wording “Where the Commission establishes
Fraudulent user fraudulent activity in Eudamed, it shall detects a fraudulent activity in
activity within immediately terminate the relevant Eudamed”
Eudamed authorised users’ access to Eudamed and

prevent any future access to Eudamed from

the related accounts created on the

Commission authentication service website.
Article 11.4 The Commission shall without delay inform TE In addition to informing stakeholders of | Suggest that the Commission

Fraudulent user

activity within
Eudamed

the relevant national competent authorities
and the concerned actors of any measures
taken pursuant to this paragraph.

fraudulent activities, Commission should
investigate or have someone investigate
the data impacted associated with the
fraudulent activity.

investigates the data impacted
associated with the fraudulent activity
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30 June 2021



FINAL DRAFT for APPROVAL



MedTech Europe would like to express its views on a foreseen transition – from an industry perspective – to start using EUDAMED mandatorily once it is completed with all modules and declared to be fully functional as well as our standpoint on use of EUDAMED under the voluntary regime.

In summary, we call for a consistent transitional regime principle that will not require retrospective submission into EUDAMED of reports that have already been provided to relevant parties following the provisions of MDCG 2021-1 Rev.1 guidance utilizing harmonised administrative practices and alternative technical solutions until EUDAMED is fully functional. 

The smooth transition to EUDAMED shall provide a pragmatic approach from the national regime to the new central system by respecting the legal registration timelines laid down in Regulation (EU) 2017/745 (MDR) and Regulation (EU) 2017/746 (IVDR). 



Planned MDCG Guidance on Use of EUDAMED during voluntary regime



We support that EUDAMED may be used as a single central database by manufacturers, authorized representative and importers to fulfil their MDR/IVDR legal obligations during the transition period without a fully functional EUDAMED if that is accepted by the National Competent Authorities in lieu of the registration/ data submission in their national databases or in lieu of the methods included in the MDCG 2021-1 Rev.1  - similar to the application of MDR Article 120(8) and IVDR Article 110(8).



In particular, a correction feature during a grace period that facilitates the update of the submitted information (including data elements that are normally not updatable) will be a prerequisite to gain support among industry members to start using a non-validated, non-fully functional database . Unlocking a record and correcting it through a ‘Machine to Machine’ push update should be possible. See FDA GUDID User manual on Unlocking Device Records for Editing https://www.fda.gov/media/112138/download 

Another important criterion to enable manufacturers to fulfil MDR/IVDR obligations through EUDAMED is to implement ‘Machine to Machine’ communication from the launch of the registration module.






Start using EUDAMED once it is completed with all modules and declared fully functional (mandatory regime)



As a general principle: retrospective upload (re-submission) or update of ad-hoc and recurring reports (see below) - that have been provided to national databases during the period of unavailability of a fully-functional EUDAMED – should not be required upon EUDAMED mandatory application, i.e. after it is declared fully functional. To ensure a smooth transition between processes without and with EUDAMED, the ongoing/follow-up of reports that were already submitted outside of EUDAMED shall be followed up outside of the database (e.g. in national databases). The mandatory use of the database should start with the submission of initial reports or new versions in case of annual/bi-annual reports.



Reporting and registration obligations should be differentiated for clarity: 

I. Registration of actors and devices/UDI-DIs (as well as certificates) to be required along the applicable legal timelines upon EUDAMED completion, with all modules verified as fully functional, at latest by the transitional period per MDR Art. 123.3(e) IVDR Art. 113 (f), i.e. registration of actors under the MDR and IVDR should be made within 6 months after EUDAMED is declared fully functional. The registration of devices/UDI-DIs and certificates shall be completed by 18+6 months after EUDAMED is declared fully functional.

“Double registration requirements for actors should be avoided as much as possible” as stated in the MDCG 2020-15 Position Paper on the use of the EUDAMED actor registration module and of the Single Registration Number (SRN) in the Member States. As a guiding principle, the same should be applicable for the registration of devices.

However, industry understands that registration activity might be duplicate due to national requirements requiring device registration in a national system in the absence of a fully functional EUDAMED. Timelines as provided by MDR Article 123.3 (d)/(e) and IVDR Article 113.3(f) shall apply unless when a serious incident occurs after EUDAMED is officially noticed to be fully functional which triggers a device registration – see: MDCG 2019-5 Registration of legacy devices in EUDAMED - latest by the submission of the final Manufacturer Incident Report (MIR).



II. Ad-hoc reports (e.g. Reporting of Serious Incidents) and recurring reports as required by the MDR (e.g. SSCP, PSUR) will be generated and submitted following the national provisions as per MDCG 2021-1 Rev.1 guidance utilizing harmonised administrative practices and alternative technical solutions during the interim period without EUDAMED. The transitioning to start using EUDAMED once fully functional shall not include the retrospective submission/updates of reports already submitted to national competent authorities or notified bodies or were prepared for publication upon request.

Respecting the legal timelines for registration of devices and certificates as set by the MDR/IVDR, submission of reports (e.g. SSCP or PSUR except for MIR – see: MDCG 2019-5) that are due before the product registration is completed, should continue using the practices described in MDCG 2021-1 Rev.1 guidance and shall not trigger a pre-mature device and certificate registration and thereby shorten the legally available transition timelines.



Thank you for considering the above view of the industry in the development of the respective MDCG Guidance on the transitional provisions as regards the use of EUDAMED. We are looking forward to contributing to the upcoming consultation. 



About MedTech Europe



MedTech Europe is the European trade association for the medical technology industry including diagnostics, medical devices and digital health. Our members are national, European and multinational companies as well as a network of national medical technology associations who research, develop, manufacture, distribute and supply health-related technologies, services and solutions. 



For more information, visit www.medtecheurope.org.

For more information, please contact: 



Oliver Bisazza

General Director Industrial Policies

MedTech Europe

o.bisazza@medtecheurope.org 
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2021-08-07 - Vigilance WG Module Action Points
(Questions)

Question
Nr Report

15 MIR
17 FSCA
18 FSCA
21 PSUR
25 Trend
26 Trend

Question

Taking into account that the MIR has one Country where the incident occurred, shouldn't it be reflected as a MiniMIR only in the PSR in
which this country participates - only one PSR ID should be accepted?

When registering the MIR Report, it is possible to provide several references to PSR ID (practically - reflect the current incident inside

several PSRs). It would be appropriate only to reflect the PSR in which the current country (affected country by the incident) participates.

In the Sub-actions and Country specific sub-actions for FSCA, we recommend adding the possibility of reflecting which Devices (if
several on the FSCA) are linked to that Sub-action/ Country specific action. By default all are considered affected.

The impact generated by this change is that when the sub-action/ country-specific sub-action is closed, then the Sub-statuses for the
Devices attached can be closed;

The Manufacturer action required from the FSCA section should be radio or multi-select.

D Manufacturer Action Required:
[]Produ st Removal:

[ Partial Recall (Lot/Batch/Model)
[1lull Recall
[1IFU or labelling change
[ Softw: re Upgrade
[[]On-sit : modification/inspection by
[]Custoiner information only

[1Other, which:

E User Action Required:
[} Identify Device

["]Quarantine Device

[ Return Device

["] Destroy Device

[] On-site modification/inspection

[] Take note of amendment/reinforcement of instructions for use
[] Patient follow-up

[JReview of patients’ previous results

[] Other, which:

[]None

PSUR Registration and NB Evaluation
MF registers a PSUR specifying its metadata (CA, Devices , NB, Period) and providing the PSUR document (pdf).

NB provides evaluation for the PSUR.

New PSUR versions can be submitted for new periods or the same period.
MVP proposal approach :
®* New PSUR version can be added for the current period if it is still open (no new PSUR have been registered for the current
period) or for a new period;

® NB Evaluation can be provided for the last version of the PSUR Submitted - no possibility of versioning the NB Evaluation (if a
change is made - the NB Evaluation is updated)

Proposal (based on the initial shared TREND form)- Remove the NCA Reference Number as it could challenging for Manufacturers to
obtain it from all the different CAs
Device information

Trend report can be registered for Regulation Device. Can it be registered also for Legacy Devices?

Answer





27 Trend Device information (Device Scope) inside the Trend report

When defining the Device Scope inside the Trend report, always the Basic UDI/ UDI-DI (or EUDAMED DI/ EUDAMED ID for Legacy
Devices) is are required to be provided? Is it possible to define the Device Scope in the Trend just by specifying Nomenclature Code(s)
(Device Group)?

In this case (if the Scope is defined by Nomenclature Code(s)) then the user can specify additional information: Applicable Legislation,
Risk Class, Device type in order to define better the Devices that are taken into consideration.
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· What is the purpose of the 7.3. version?



· How it is planned to implement MIR 7.3 form for usage? 

When will it finally be published? There need to be a transition period as this new form also requires implementation/validation into software systems of manufacturers.

When it is voluntary to be used?

When is it required to be used?

What is happening, when e.g. IVDR application date is moved 1 further year comparably to MDR application date?



· Whats about the (missing) sections 3 and 4? Will this be shifted in the responsibility the national authorities?





· What will happen with data provided via xml and conflicting with EUDAMED data already in the system or with data created by auto population (e.g. 1.2 a Date of submission).

For the reporter conflicting information needs to be clearly indicated 

Not clear if conflicting information create error message and it will not be entered into Eudamed. 

· Option 1: If error message for conflicting information is planned it must be clearly indicated which field have conflicting information and need to be resolved

OR

· Option 2: EUDAMED will just overwrite information given my reporter. -> will there be indication what has been different?

Finally it is a “must have” functionality, that the reporter can download the data which are finally documented in the EUDAMED report for documentation/audit purpose in MFs QA system



· Is auto population based on login data of reporter and product UDI? (which would define also MF respectively AR and NB)

If not, clarify in detail what is planned to be used for autopopulation of fields





· If medical device/IVD not registered under IVDR/MDR data is not available in EUDAMED (e.g. legacy devices /IVDD/MDD device) what happens? Can information be uploaded manually?

Suggest to include instruction in the helptext. 



· Why is information on NB not planned for auto-population? (not yet in form reviewed)

Some fields are auto populated if device is registered in EUDAMED. Which information is used to determine if product is already registered? Cat number, UDI code,… 

Which fields in MIR 7.3 are mandatory to be filled out?



Will a MIR form which is submitted to EUDAMED be sent via the system to the NB as well or is a separate submission to NB (by e-mail) necessary?



· How submit to Eudamed, in case we have an unknown product code?



· For fields that are generated/autopopulated by EUDAMED: how is the info looped back to the manufacturer? Should these be left blank by the manufacturer? leave these fields blank when submitting an initial MIR?



· For the final report: will the manufacturer only fill in  the new info (that has not been part of the initial report)?



· What if we are filing an MIR for another legal manufacturer that is based in Europe,  will not need to provide an EAR, but how will Eudamed know this? 




