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Welcome
COM welcomed the participants. The meeting objective is to finalise the Vigilance requirements. 
1. Agenda
All Vigilance reports will be addressed, the PSR being the most challenging one. In AOB the COM will explain at functional specification level its MVP (minimum viable product) intention for DTX (data exchange). 

The agenda was adopted.
2. Previous MoM

COM received comments from MedTech and AESGP, both taken into account. The previous meeting minutes are endorsed.
3. Planning – Roadmap
COM presented the state of play, the first Vigilance Playground (scheduled Q1 2022) scope and the delivery roadmap.
The first Vigilance Playground is expected to include the MIR, the FSCA, the NCAR, the PSUR (except the NB evaluation) and the basic search & view page. The PSR is not part of the Q1 Playground, it will come after in further Playgrounds like for FSN, Trend and PSUR NB evaluation. Data exchange (DTX) is not part of the Q1 Playground release.
The target remains to have the system developed and ready for audit by end 2022. COM encouraged the participants to give Playground feedback on time and even as soon as possible. 
COM reminded that the Playground is for all users supported by the present WG members, and additional users wishing to test Vigilance are welcome under the condition that they are  supported by WG members. The first purpose of the Playground is to make sure that the Vigilance requirements are correct. 
CAs will also be able to test with manufacturer profiles. The COM is creating test accounts for this purpose but it should be avoided that the same account is used by different persons at the same moment (it would cause issues). CAs will have access to everything.

The Playground will remain open and, after the audit, the Playground will be further opened to a much more large number of users. The COM intention is to maintain the Playground open even during the Audit and the time before EUDAMED is mandatory to use.
4. PSUR – Periodic Safety Update Report
COM presented the PSUR business process and specific rules on metadata, the PSUR form for the manufacturer, the form of the PSUR Evaluation by the NB and a demo. 
Business process

The PSURs reference Basic UDI-DI(s) and at least one needs to be referenced, but it will be possible to reference additionally Legacy devices (EUDAMED DI(s)). The main way to find a PSUR will be via the Basic UDI-DI.
There are two constraints to consider for linking a Basic UDI-DI to a PSUR: 
1) a Basic UDI-DI can be linked to only one PSUR at a given time;  
2) only Basic UDI-DIs for class III, implantable or class D can be linked to a PSUR (other device classes/types can only be referenced in the PSUR document). 
COM indicated that the period provided in a new PSUR version will not be checked with the period provided in the previous version of the PSUR and a new PSUR version for the same reporting period will be accepted.  
The PMSV TF is working on a guidance for the PSUR and several devices (Basic UDI-DIs) can be associated in one PSUR but there is the concept of the “leading device” to which the PSUR is associated and that cannot change for the entire lifetime of the PSUR.  The possible other devices will be considered as “secondary devices” and those could change for a PSUR. 
This notion of leading device was first considered as not relevant for EUDAMED, but with the rule that the leading device must be a class III, implantable or class D device to be linked in EUDAMED to a PSUR and that it cannot change, it is important that EUDAMED can identify it as such. Therefore, a leading device flag will be added in EUDAMED for a PSUR. 
For any PSUR submission or update the concerned NBs will be notified. In case of change of NB, the new one will have access also to all previous versions of the PSUR and their evaluations from previous NBs. Moreover, COM asked if all NBs that were referenced in a PSUR version that is not the current version will mantain access to all versions of the PSUR, not only the PSUR version(s) for the evaluation of which they were responsible. No objections were raised but MedTech asked for time for internal analysis and they will communicate their position to the COM before the PMSV WG meeting (17th March).  
COM asked for clarifications about when it would be mandatory for the NB to provide the evaluation document and/or free text.  Both NBO and PSMV WGs are discussing the matter (for PMSV normally in 17th March WG meeting).  
Manufacturer PSUR form
The details of the manufacturer (MF) and the authorised representative (AR) where applicable will be retrieved from EUDAMED, but the contact details will be editable for both MF and AR.
The CA refers to the CA responsible for Vigilance and the one where the MF or AR is established.
If two NBs are involved (i.e. when they have issued Certificates for the Device), the NB to be referenced is the one for the type examination.
After the transitional period, EUDAMED will be able to also auto-populate the certificate details (all certificates being then registered in EUDAMED). For the moment the Certificate information will be manually provided by the users.
COM underlined that the data will be entered in EUDAMED only via a web form, no PDF form or anything else, and the PSUR document to upload is mandatory to be provided as part of the form. The web form will contain any numbering. 
PSUR reference number and its leading device remain the same during the lifetime of the PSUR and cannot be changed. Participants agreed that the first Basic UDI-DI entered for a PSUR will be the “leading device” and identified as such and that this Basic UDI-DI cannot be removed afterwards.

NB evaluation form
The NB evaluation is not an additional report but it complements the MF PSUR form and most of its data will be auto-populated. The only information for the NB to provide is: contact details, a reference number for the evaluation (must be unique for the NB), if it “agrees” or “does not agree” with PSUR conclusions, additional information and/or actions taken (free text) and the PSUR evaluation document (for the time being at least a free text or the document has to be provided). COM needs the final decision on whether a free text and/or a document is/are mandatory to provide (NBO and PMSV WGs decision) as soon as possible and in any case before end of March. 

Demo

COM went through the EUDAMED web forms for the PSUR and the NB evaluation. Beside the MF PSUR reference number, EUDAMED generates a PSUR reference number at creation as well (structure: PSUR-YYYY (year)-MM (month)-XXXXXX (6 digits sequence number with leading 0)). The EUDAMED PSUR reference number will not change, EUDAMED will have also its own version number assigned (sequential number) for each PSUR version submitted in EUDAMED. The report primary details are core data (report type, MF PSUR reference number and manufacturer details) that will not be updatable once the PSUR is created. There is no system limitation of the number of Basic UDI-DIs in a same PSUR. 
The labels will be changed to reflect that the PSUR is a post-market surveillance report, not a Vigilance report.
5. Trend Report 
COM presented the business process, the general Trend report requirements, the requirements depending on the device scope type (EMDN, device model, device or product) and the Trend report form.
The Trend report template (as well as the document to upload among other information to provide in the EUDAMED Trend report web form) is developed by the PMSV WG. EUDAMED will require uploading one document (or several documents if necessary) as a PDF or a CSV file (Excel format is excluded for security reasons).

Participants said that a change of AR could happen during the Trend report lifetime. In this case the same rules as in the MIR will apply: the MF will be able to take over the ownership of the reports entered by a former AR. Only one AR may be associated to a Trend report like for all Vigilance/post-market surveillance reports. 
NBs ireferenced n the Trend report will have access to it. As a general rule, when a NB is referenced in a Vigilance report or a PSUR, this NB will have access to it.
In the context of MVP data-exchange upload of the Trend report is not considered nor extracting reports in a PDF format (only XML will be available), but this will be considered at a later stage after MVP. 
The system will send notifications to the related actors and such notifications could be used as evidence of data entered.

Trend report form

EUDAMED will assign a reference number, as for all reports. When the devices referenced in Trend  are registered in the EUDAMED UID/Devices module (regulation and legacy devices), device details will be automatically displayed. When devices are not registered (only for old devices), all the information will need to be provided manually. 
COM explained that submitter information will be harmonised, as it is in the MIR (MF/AR/Other, please specify [free text] and details under 1.3.4). 
For the Vigilance module, COM clarified that only a user with  EUDAMED access with confirmer profile) , associated to the MF or its AR registered in EUDAMED, can enter Vigilance data on behalf of this MF. Users that are sub-contractors of a MF/AR are identified as such in the actor module and their organisation details are known. EUDAMED has all the data about the submitter.
The countries where the incidents occurred and where the manufacturer or AR is established will define the NCAs who are available to receive the report.
The root cause and actions to be taken are free-text but mandatory fields. For new versions, only the new/changed information needs to be entered.
COM will always provide user guides and the user interface will also show when a field is mandatory. Tool tips to help the user to enter data correctly will also be available where considered necessary. 
The Trend form is expected to be endorsed during the next PMSV meeting (17/18 March). 
6. PSR – Periodic Summary Report
COM reminded the different types of reports related to a PSR:

· MPSR (Manufacturer Periodic Summary Report) – for approval of a new PSR; 
· PSR Periodic Analysis update (new version of the PSR, related to the last past period to specify, allowing updates on the analysis part only);
· PSR Update (new version of the PSR that will apply for the following period(s) and which requires CA approval - allows scope updates and addition/removal of countries); 
· (Mini)MIR (related serious incidents reports (MIR) for a given period in relationship with a PSR Periodic Analysis update). 
COM presented the PSR general business process, timeline, submission, evaluation by CA, PSR submission and metadata, the MiniMIR registration, the CA termination of PSR participation, MiniMIR metadata and PSR requirements.

If a CA does not confirm participation in time, this means that this CA rejects the PSR. If the MF adds a CA, this CA also needs to confirm its participation. (Mini)MIRs need to be registered before the related PSR Periodic analysis update is submitted.

The MiniMIR is to be considered as a kind of MIR (a MIR referencing a PSR ID), the fields are the same but for the MiniMIR information is auto-populated from PSR content and not all fields which are mandatory in a MIR are mandatory in a MiniMIR. COM thought MIR and MiniMIR should be treated as 2 different types of reports and therefore, use different templates at creation. However, it seems that this approach is a problem if a MiniMIR should later become a full MIR even if related to a PSR. 
CAs would like to keep only the MIR as type of report related to the PSR, while ensuring  that the rules would change depending if there is a reference to a PSR or not because a CA may always still ask for a full MIR from the MF, even in the context of a PSR. Indeed, the type of report could change from a period to another, without the need for the MF to enter data already entered in the MiniMIR, which would be a problem to handle in the system if there would 2 different types of reports. CAs would like to do data analysis on all MIRs, both Full MIRs and MiniMIRs.
COM reminded that it should be avoided having two different types of reports for a same event, and therefore, to have only a MIR as type of reports associated to a PSR. However, EUDAMED will not be able to do any check (at least for MVP) for MIR referencing a PSR on extra mandatory fields in case a “Full” MIR is required instead of a “Mini” MIR. The extra mandatory fields would then remain optional and the MF should provide the information when applicable. On the other hand, for any MIR referencing a PSR, EUDAMED should check that the MIR country where the incident occurred/NCA is identified among the participating countries/NCAs for the referenced PSR. If the country where the incident occurred is not part of the countries within the PSR, then EUDAMED would not allow the Manufacturer to reference the PSR within the MIR (a reference to the PSR can be given only if the country of the incident is part of the countries of the PSR)
There will be the possibility to upload MIR referencing a PSR using M2M (machine to machine) DTX but it will be important that it is done successfully before the related PSR Periodic analysis update will be manually submitted or uploaded using DTX. 

The rules on PSR device scope types will be the same as for the Trend reports (EMDN, device model, device or product and only one type may be selected). 

Any submission by the MF/AR of PSR Periodic analysis update and PSR update will be notified to the participating CAs. 

If a CA wants to terminate its participation, particularly if the device scope is extended, the CA can reject a PSR update or just not confirm it (CA will be then be out for following periods). If there is no PSR update, the CA should also be able to indicate its willingness to terminate its participation for the following periods (but not for the current one). The manufacturer can terminate a PSR or exclude a CA from a PSR for the following periods at the end of each period without approval by CAs. 
PSR Form
The coordinating CA is supposed to be the one of the MF’s or the AR’s place of establishment.
Process: First agree on PSR scope with the CA(s) (the system generates the PSR ID, after approval by the CA(s), that is to be indicated in the concerned MIRs), then the period starts and MIRs may be registered referencing the PSR ID, and, at the end of the period, the MF provides the Periodic analysis update. The related (Mini)MIRS should be normally referenced in the Periodic analysis update but COM needs to analyse further how to best ensure that the link is solid and that it concerns the correct period. 
PSRs can only be related to the countries participating in the PSR.

It was agreed that for a PSR Periodic analysis update the concerned reporting period (start-end dates) must be provided.  The system could identify the links with all the MIRs belonging to a PSR Periodic analysis update depending on when the MIRs referencing the PSR ID are submitted in EUDAMED. MIRs entered after the Periodic analysis update  will be related to the subsequent Periodic analysis update.  However, it should be clarified if such behaviour is acceptable compared to the listing of MIR in the PSR Periodic analysis update and if it should only consider the MIR submission date to be between the start and end date of the concerned period or if the submission date of the PSR Periodic analysis update should be considered as well.  
Further work is still necessary to close the requirements for the PSR. COM will create documents to specify clearly what information is required to be entered or displayed and what can be updated where applicable for: 

1) a new PSR request, 
2) a PSR Periodic analysis update, 
3) a PSR update (including the PSR closure)  and 
4) a MIR referencing a PSR ID (4 different documents).
These documents will be disseminated to the EUDAMED Vigilance WG members for their review/feedback and depending on the feedback, another WG meeting may need to be organised to close the PSR requirements for EUDAMED. 
7. MIR, FSCA, NCAR  
COM presented the remaining issues for MIR, FSCA, NCAR.

COM presented a demo of the Vigilance module starting with the MIR and reminded that the MIR will be partially available to the public only for final reportable incidents (Final reportable incident and Combined initial and final). The fields available to the public have been defined by the PMSV WG transparency task force but will need to be confirmed before end of March. 
The GMDN can be indicated for old devices only but then it will be free text, the nomenclature available in EUDAMED is exclusively EMDN. 
It is possible to submit a MIR (in any status) without details about the device (unknown) except for the nomenclature, and even for the nomenclature it can be set to N/A.
DTX is not considered in the Q1 Playground. 
COM presented a demo of the FSCA. Once a country is selected, a country-specific details section will be generated for the selected country.
After submission,  the FSCA is in Submitted state and it will only be set to Registered state when it will be linked to FSN(s) covering the entire FSCA device(s) scope. FSCA and FSN are a package.
COM made an NCAR demo. NCARs are only accessible to CAs and EC. In case of a NCAR for coordinating CA, the MF (and AR) is also notified beside the CAs. 
NCARs will be available in Q1 Playground. 
COM invited the participants to provide feedback as soon as possible.
8. AOB/Q & A
COM presented the DTX MVP approach for the Vigilance module. The DTX features for the Vigilance module will be wide. The general rule is that CAs will be able to download (both bulk XML download and M2M) everything and setting The delta will be possible. However, COM intends to exclude the NCAR download (and upload) from the MVP as it is not strictly required by the MDRs yet. 
NBs will be able to download any report in which they are referenced. COM will further analyse the possibility for MF/AR to download their Vigilance reports. 

COM intends to offer the possibility for MF/AR to upload (both bulk upload and M2M) all their reports except for Trend reports and PSURs.

Before the summer there will be a EUDAMED DTX WG meeting to define the details on the services for the last 3 modules.  

COM recapped:
The coming PMSV meeting is expected to close most remaining issues – see above.

Otherwise, only the PSR requirements need to be finalised and an agreement on the DTX features (COM will  send documents for review by WG members). 

Only the FSNs and part of the MIR final reportable reports will be available to the public (confirmation from transparency TF/PMSV on MIR parts to be publicly available still to be received). 
The WG will be informed about the Q1 Playground details and practical information in due time. 

The data dictionary will be available at a further stage, in the context of DTX. Relevant user guides, business rules, enumerations will be available for Q1 Playground. 

COM closed the meeting thanking the participants for their valuable input. 

The next steps will take place end of March 2022 with the first EUDAMED Playground for PMSV.  
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