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1. [bookmark: _Toc114050185]Introduction

An essential starting point within the European legal framework is that the responsibility for safe medical devices rests mainly with the manufacturers, who bring the devices to the market. Safety here means that the clinical benefits of a product outweigh the potential risks associated with its use.	Comment by Eerens, (Sietske) NL: team-NB NB5  line 44-45: Consider revising the sentence to include reference to acceptability taking into consideration the state of the art	Comment by Eerens, (Sietske) NL: COCIR  general: clarify what state of the art is and how PMS can have an impact	Comment by Eerens, (Sietske) NL: need a definition? state of the art. later in the guidance, somewere in the guidance 
Not in the introduction	Comment by Eerens, (Sietske) NL: from TR20416:
Post-market surveillance can also identify if the medical
device is not current state of the art, based on the information from medical devices used for similar
purposes, the evolution to the state of the art, or alternative medical treatment procedures.
The legal system is twofold, which must ensure safe aids:
A medical device or an in-vitro diagnostic medical device may only be placed on the European market as a medical device if it meets the specific requirements of Union legislation. Once placed on the market, European regulations oblige the manufacturer to perform post-market surveillance. The manufacturer must check whether the medical device continues to meet the regulatory requirements. The manufacturer needs to monitor whether the performance and safety of the medical device in practice corresponds to the quality, performance and safety previously determined. 
Post-market surveillance (“PMS”). means all activities carried out by manufacturers in cooperation with other economic operators to institute and keep up to date a systematic procedure to proactively collect and review experience gained from devices they place on the market, make available on the market or put into service for the purpose of identifying any need to immediately apply any necessary corrective or preventive actions[footnoteRef:1]. [1:  MDR Art 2 (60) IVDR Art. 2 (63)] 

In simpler terms, PMS are the systematic, planned activities carried out by a manufacturer to monitor the safety, quality and performance of a medical device. These activities include the collection, evaluation, and reaction to data gained in the post-production phase related to the safety, quality and performance of a medical device once it has been launched onto the market.
The result is up-to-date information on the  safety and performance of a medical device to provide a basis for improving the product or its safe usage wherever necessary.
2. [bookmark: _Toc114050186]Scope and Objective

This guidance covers all medical devices, including in vitro diagnostic medical devices (IVDs), without prejudice to national legislation. The PMS requirements in the MDR and the IVDR apply to MDR/IVDR devices as well as “legacy devices” certified under the Medical Device Directive (MDD) (93/42/EEC), the Active Implantable Medical Directive (AIMDD) (90/385/EEC) or the In Vitro Medical Directive (IVDD) (98/97/EEC) according to Article 120(3) MDR and Article 110(3) IVDR. Requirements for IVD Legacy devices have been detailed in MDCG 2022-8 
The objective of this guidance is:
· To describe the PMS system and processes required by Article 83 MDR / Article 78 IVDR
· To clarify the interactions of the PMS processes with other key processes of the quality management system (QMS).
· To identify the actions to be taken based on the assessment of the  data collected as part of the post-market surveillance activities.  
Article 10 of the Medical Device Regulation (EU) 2017/745 (MDR) and Article 10 of the In Vitro Diagnostics Regulation (EU) 2017/746 (IVDR) lay down the general obligations of medical device manufacturers. In particular, Article 10, (9) MDR and Article 10, (8) IVDR require manufacturer to establish, document, implement, maintain, keep up to date and continually improve a quality management system that shall ensure compliance with this Regulation in the most effective manner and in a manner that is proportionate to the risk class and the type of device. The quality management system shall cover all parts and elements of a manufacturer's organisation dealing with the quality of processes, procedures and devices and shall address amongst others risk management as set out in in Section 3 of Annex I MDR, clinical evaluation in accordance with Article 61 and Annex XIV MDR, including PMCF and setting-up, implementation and maintenance of a post-market surveillance system, in accordance with Article 83 MDR. 
IVDR requirements for the risk management to be found in section 3 of Annex I, Performance evaluation and clinical evidence in accordance to Article 56 and Annex XIII for the performance evaluation, performance studies and post-market performance follow-up and Article 78 for the obligations for a post-market system,
The post-market surveillance system shall be an integral part of the manufacturer's quality management system referred to in Article 10(9) MDR and Article 10(8) IVDR. The post-market surveillance system shall be suited to proactively and systematically gather, record and analyse relevant data on the quality, performance and safety of a device throughout its entire lifetime. A manufacturer  needs  to draw the necessary conclusions and to determine, implement and monitor any preventive and corrective actions.
The MDR and IVDR make clear that a PMS system must be in place as part of the manufacturer's quality management system. Both regulations  describe what the PMS plan should contain and that there will be on a regular basis a summary about the results and conclusions of the analyses together with a rationale and description of any preventive and corrective actions taken.
The objective of this  guidance is to explain what a Post Market Surveillance system is, how to use the gathered and analysed information as input for all relevant processes for the improvement of the medical device and its safe usage. 
3. [bookmark: _Toc114050187]Terms and Definitions
For the purpose of this document, the definitions of de MDR and IVDR Article 2 apply. For terms and definitions used not in the MDR and IVDR and not jet explained in existing guidance’s the following definitions apply:
· Medical devices: medical devices and medical devices for in-vitro diagnostics
· Proactive (active)
· Reactive
· Complaint: written, electronic, or oral communication that alleges deficiencies” in a medical device's identity, quality, durability, reliability, usability, or safety or performance [footnoteRef:2] [2:  ISO 13485] 

· Threshold( see Q&A trend)
· State of the Art: highest level of general development, as of a device, technique, or scientific field achieved at a particular time (wiki)
· ……

4. [bookmark: _Toc98254633][bookmark: _Toc114050188]PMS System required by the MDR and the IVDR

PMS for in vitro diagnostic medical devices (IVDR) is in principal equal to PMS for medical devices (MDR). This guidance is attended to be as generic as possible and will cover the requirements of both regulations on this process unless specifically indicated as applicable to the medical devices or in vitro diagnostics (IVD).

The requirements for an integrated PMS system can be found in the following articles of Regulations (EU) 2017/745 and (EU)2017/746.
	Requirement
	MDR
	IVDR

	General obligation of manufacturers: 
setting-up, implementation and maintenance of a post-market surveillance system, in accordance with Article 83
	Article 10(9)
	Article 10(8)

	Person Responsible for Regulatory Compliance: 
ensure that the post-market surveillance obligations are complied with in accordance with Article 10(9)
	Article 15(3)(c)
	Article 15(3)(c)

	Post-market surveillance system for the manufacturer
	Article 83
	Article 78

	Post-market surveillance plan
	Article 84
	Article 79

	Post-market surveillance report
	Article 85
	Article 80

	Periodic safety update report
	Article 86
	Article 81

	Technical Documentation on Post-Market Surveillance 
	Annex III
	Annex III

	Clinical Evaluation and Post-Market Clinical Follow-Up
	Annex XIV
	

	Performance evaluation, performance studies and post-market performance follow-up
	
	Annex XIII



According Article 83 MDR and Article 78 IVDR,  manufacturers shall plan, establish, document, implement, maintain, and update a post-market surveillance system in a manner that is proportionate to the risk class and appropriate for the type of device.
[image: ]Article 84 MDR and  Article 79 IVDR requires that the PMS System is based on a PMS plan for which the requirements , are laid out in Annex III, 1. The PMS plan is part of the technical documentation[footnoteRef:3].  [3:  For Custom Made Devices see chapter 8: ] 
Figure 1cyclle of Post-Market Surveillance


The PMS System shall be an integral part of the manufacturer's quality management system referred to in Article 10(9). (IVDR 10(8))
The regulations require that the PMS system is proportionate to the risk class for the device, substantiated by a sound, well-supported methodology.
This means that a manufacturer:
· must identify potential sources of PMS data and the amount of data to be collected as inputs for the PMS processes (e.g. (serious) incidents, databases, literature, sales etc.);
· shall perform an assessment of the collected data (e.g. trending with defined cut off points, trigger values related to certain characteristics, usability issues etc.) and triggers for certain actions (e.g. starting a field safety corrective action, issue a design change etc.).

The regulations stipulate that a proactive review and assessment of a manufacturer´s own medical devices and those of competitors must be demonstrably carried out and appropriate measures initiated if the medical device no longer meets the state of the art in terms of safety and performance as well as the risk-benefit ratio. 	Comment by Eerens, (Sietske) NL: line 170-171 The example of no longer meeting the state of the art is the worst extreme. Appropriate measure should be initiated even in cases where the device continues to be state of the art	Comment by Eerens, (Sietske) NL: rewrite the last  wording,  make it more general 
The PMS plan describes the activities to proactively collect and review experience gained from the market relevant to the type of device or group of devices and which methods are to be used to achieve the declared goal of tracking.	Comment by Eerens, (Sietske) NL: more clear text needed	Comment by Eerens, (Sietske) NL: relevant to the type of device or group of devices 	Comment by Eerens, (Sietske) NL: rewrite 1 develop plan,2  relevant methods how to collect (relevant to that what you want to collect. 	Comment by Eerens, (Sietske) NL: Line 172-173 I think this section is highlighting that the PMS plan should written on a device basis however if this is the case the sentence could be clearer Consider replacing “medical device-specific basis” with “on a product specific basis….
It is important to understand that both, the proactive activity of data collection and analysis and the reactive activity of collection and analysis of market data via customer complaints, incidents are coordinated and combined to create, as far as possible, a holistic view  of the safety and performance of the medical device as well as any residual risks and clinical benefits of the medical device for the patient.
The PMS system is intended to continually re-verify and re-validate the results of the development phase with (real world) data and experience gained from devices placed on the market, to continually monitor the safety and performance of the device  according to the intended use and act when needed.

PMS needs to be set up as a system that provides continuous and proactive provide feedback about a device on the market in order to maintain a high standard of product quality.	Comment by Eerens, (Sietske) NL: line185 /186 rewrite more in line with art 83	Comment by Eerens, (Sietske) NL: take out  high standard: use more words as in the MDR IVDR, perhaps maintain state of the art? ( ANNEX I (1)


5. [bookmark: _Toc114050189]The interactions of the PMS processes with other key processes of the quality management system (QMS)

Article 83 MDR and Article 78 IVDR specifically requests that information generated from post-market surveillance activities should be used as input into other processes within the quality management system. In particular, data gathered by the manufacturer's post-market surveillance system shall be used in the connected processes to:

contribute to the PMS of other devices



· MDR Art 83.3 (a) IVDR Art. 78.3(a) Update the benefit-risk determination and to improve the risk management 
The utilisation of the gathered post-market surveillance data should continually be assessed to ensure that the benefit-risk determination of the medical device remains acceptable. 
This means for manufacturers that risk management procedures to evaluate the impact of data collected by the post-market surveillance system on the frequency and the severity of the existing risks or the identification of new risks thereof, on estimates of their associated risks, as well as on the overall risk, benefit-risk ratio, and risk acceptability need to be established. Information obtained through the post-market surveillance processes should be documented and used to update the benefit-risk determination/risk analysis and to improve the risk management documentation to verify the frequency of occurrence of harm and the severity of harm, or in identification of new risks. The indicators and threshold values used in the continuous reassessment of the benefit-risk profile of the device should be detailed in the PMS Plan and risk management documentation. Changes to the risk-benefit profile of the product as a result of post-market information should be identified, documented and evaluated for acceptability and the need for appropriate measures, including corrective and preventive action should be considered.	Comment by Eerens, (Sietske) NL: line 205-209 consider breaking up the sentence

· MDR Art 83. 3 (b) IVDR Art 78.3 (b) Updates to the design and manufacturing including instructions for use and labelling 
Information obtained through the post-market surveillance process  should be used to update design and manufacturing information, the instructions for use and the labelling. A manufacturer should establish procedures to ensure that post-market surveillance data provides an input for design and development of the medical device and provides input for necessary changes to the device, due to the occurrence of incidents. When new or emerging risks are identified, appropriate action should be taken, and this could include changes to the device, updates to the labelling and IFU.  

· Art 83.3 (c) IVDR Art 78. 3 (c) Update the clinical evaluation (Article 61 MDR ) and Performance evaluation/Article 56 IVDR) 
Under the MDR and IVDR post-market surveillance data is considered “clinical data” and “performance data”.  The outputs of any relevant data associated with post-market surveillance should be considered and updating the manufacturer’s clinical evaluation, in order to verify the benefit-risk determination continues to remain favourable. This for example includes the outputs of screening of scientific literature to identify any new or emerging risks. This data should be considered in perspective of the overall benefit-risk assessment of the device and should be considered with all existing clinical data or performance data from the medical device’s previous clinical evaluation. 


· [bookmark: _Hlk108788689]Art 83.3 (d) IVDR Art 78. 3 (d)  Update the summary of safety and (clinical) performance (SS(C)P) (Article 32 MDR/Article 29 IVDR)	Comment by Eerens, (Sietske) NL: PMS guidance regarding SSCP  should be in line with the SSCP guidance
[bookmark: _Hlk108789840]The SS(C)P is applicable to class III and implantable devices (MDR) and Class C and Class D (IVDR) only. The purpose of the SS(C)P is to provide transparency of the clinical data held on the device including aspects of safety and performance to the health care professional and, where applicable, patients. It is therefore expected that any new information that is being generated from the post-market surveillance system which impacts the benefit-risk-profile (safety/performance profile) of the medical device (e.g new risks, safety/performance information obtained from PMCF/PMPF, increased occurrence of known risks) will require an update to the SS(C)P. Such updates should  be aligned with the information presented in the clinical evaluation report. post-market surveillance system  should describe how the PMS data are use to update of the SS(C)P, when applicable. 	Comment by Eerens, (Sietske) NL: line 251-254 The PMS Plan may refer to the related procedure of the QMS of the manufacturer.Referring to MDCG 2019-9: “If the PSUR contains information rendering any information in the SSCP incorrect or incomplete, the SSCP shall be updated to be in line with the information in the most recent PSUR.”
Team-NB NB5PMS guidance regarding SSCP  should be in line with the SSCP guidance

· Art 83.3 (e) IVDR Art 78. 3 (e) Identify needs for preventative, corrective, or field safety corrective actions
Manufacturers should set up their PMS system to actively not only collect but also analyse and utilize relevant data in a (pro)active way. As part of the manufacturer´s quality management system, processes and procedures should be established to initiate and document corrective and preventive actions (CAPA) as well as conducting of field safety corrective actions (FSCAs) to reduce a risk of death or serious deterioration in the state of health associated with the use of medical devices that are already placed on the market.

· Art 83.3 (f) IVDR Art 78. 3 (f) Identify options to improve usability, performance, and safety of the device
As part of the quality management system, manufacturers should establish the requirements for receiving, reviewing and evaluating information, including feedback and complaints, provided by users, distributors and importers. Sources for information may also include correspondence from suppliers, customers, competitors, or other third parties. The information should be considered to identify if there any options to improve the safety or performance of the device and the feedback could be used to improve., the use of the medical device. 	Comment by Eerens, (Sietske) NL: The information should be considered to identify any usability issues with the devices including user errors/ergonomic issues experienced by the costumers using the device. The data collected should be used  to improve the use ,the safety or performance of the device .	Comment by Eerens, (Sietske) NL: it is not only the usability. is usability AND performance AND safety 
	Comment by Eerens, (Sietske) NL: do we need more explaining, is this additional guidance? usability is a new item, 

· Art 83.3 (g) IVDR Art 78. 3 (g)  Contribute to the post-market surveillance of other devices

The overall information should be considered in view of other medical devices that share the same intended purpose or potentially similar design characteristics.  Any new or emerging risk identified should be considered by the manufacturer as to whether it is likely that other medical devices that share the same intended purpose or design characteristics could be impacted by this new information. The manufacturer should demonstrate that where this could happen, appropriate actions can be taken to limit the impact to other users of the device. 	Comment by Eerens, (Sietske) NL: line 276-282 align with MDCG 2020-6


· Art 83.3 (h) IVDR Art 78. 3 (h)  Detect and report trends (Article 88 MDR /Article 83 IVDR) 

ALL gathered information on non-serious incidents ,expected undesirable side- effects,  or expected erroneous results (IVDR), should be analysed for any statistically significant increase in their frequency or severity within the quality management system of the manufacturer. The manufacturer shall specify how to manage the incidents referred to in the first subparagraph and the methodology used for determining any statistically significant increase in the frequency or severity of such incidents, as well as the observation period, in the post-market surveillance plan referred to in Article 84. 	Comment by Eerens, (Sietske) NL:  this is literally 2nd subparagraph of art 88 MDR. need to be adjusted conform trend rapport guidance


6. [bookmark: _Toc114050190]Main activities within a PMS system: 
This chapter is to explain the different steps in the circle of Post Market surveillance (figure 1) the bold lines are the literal text of the separate indents. In paragraph 7.1.1 you find explanation of  Annex III. part 1 (a) per indent it explains what you have to collect and how this collected information can be utilized. Paragraph 7.1.2 reflects Annex III part 1 (b)
The following paragraphs explain pro-active collecting, assessment and analysis of the gathered data and how to process the conclusions.
6.1. [bookmark: _Toc114050191]Planning (Step 1)

· The PMS Plan shall be presented in a clear organised readily searchable and unambiguous manner
· The PMS Plan shall address and include in particular the elements described in Annex III MDR/IVDR
· The manufacturer shall reference in a PMS Plan the procedures to fulfil the manufacturers obligations laid down in Articles 83, 84 and 86 (IVDR Articles 78, 79 and 81.





The expectation is that the post-market surveillance plan will define how the information that is outlined in section 1.(a) of Annex III MDR/IVDR will be collected and utilised along with the appropriate application and actions for the output of this data. This will support the PMS plan to demonstrate an effective post-market surveillance system for each medical device.	Comment by Eerens, (Sietske) NL: 306/307 Doesn’t that apply to any document? Deeper meening? Otherwise delete

Annex III : The technical documentation on post-market surveillance to be drawn up by the manufacturer in accordance with Articles 83 to 86 
shall be presented in a clear, organised, readily searchable and unambiguous manner and 
shall include in particular the elements described in this Annex
	Comment by Eerens, (Sietske) NL: rewrite introduction in 7.1  skip the text in the box?

6.1.1. [bookmark: _Toc114050192]The post market surveillance plan shall address the collection and utilisation of available information	Comment by Eerens, (Sietske) NL: line 411 the text can be more compelling 

 in particular:
· Information, including feedbacks and complaints, provided by users, distributors and importers;
How to Collect?
The post-market surveillance plan should identify how complaints can be received by the manufacturer, but also the methods that are used by the manufacturer to be proactive in gaining feedback from not only users of the device but also economic operators.	Comment by Eerens, (Sietske) NL:  line 332; Post-market surveillance data including complaints is considered clinical data (MDR) or performance data (IVDR)…”It depends on the kind of complaints, whether a complaint has to be considered as clinical data, to be clarified	Comment by Eerens, (Sietske) NL: add some explanation or examples
To comply with the requirements of the post-market surveillance plan to be proactive the manufacturer may wish to use surveys to gain feedback from users customers of the device.  The survey should have a plan with clear identified objectives, expected return rates and be scientific in its questioning of the data of which it should collect. 
How to Utilize? 
Post-market surveillance data including complaints is considered clinical data (MDR) or performance data (IVDR) and therefore should feed into by manufacturers clinical evaluation assessment along with the updates to the manufacturer’s risk management documentation. 	Comment by Eerens, (Sietske) NL: line 332 It depends on the kind of complaints, whether a complaint has to be considered as clinical data
Complaints and feedback may be used to consider design updates to the device and updates to labelling
· Information concerning serious incidents, including information from PSURs, and field safety corrective actions; 
How to Collect?
The manufacturer should take into consideration the requirements of article 87 of the MDR and article 82 of the IVDR. There is an expectation that manufacturers have robust procedures that will collect and track information related to serious incidents and complaints.  Information reported from users of the device or economic operators in relation to vigilance should be encouraged with methods that allow for easy and timely reporting.  It is also important that the processes to gather information on serious incidents should try to encourage those who shall report these events to give as much detail as possible. 	Comment by Eerens, (Sietske) NL: line 346-348 What kind of encourage is intended/allowed? Please add some examples: But: To give as much detail as possible should be perse required by law and not dependent on encourage of the manufacturer


How to Utilize? 
Information gathered from serious incidents should be used to be quantified to allow for trend reporting pursuant to article 88 of the MDR and article 83 of the IVDR.  This information should also be analysed in relation article 89 of the MDR and article 84 of the IVDR. The purpose of this process is to detect a new risk or a change in the probability/increase of the severity of known risks. When changes are detected this information should be considered in the context of the risk management file of the device, and due consideration given to the necessity to update any labelling requirements and any other subsequent processes such as the clinical evaluation.  When trends are identified or there is evidence of an emerging risk consideration should also be given to whether field safety corrective actions are required, this could include  the publication of field safety notices. 	Comment by Eerens, (Sietske) NL: 	Comment by Eerens, (Sietske) NL: I am not sure what is meant by this. explain more or delete the sentence	Comment by Eerens, (Sietske) NL: line 353-354please add examples of proper analysis
A summary of any new or emerging serious incidents along with any field safety corrective actions issued should result in an update of the periodic safety update report (PSUR

Whilst Annex III considers the PSUR, this is still applicable to class I devices and this information should be provided with the Post Market Surveillance (PMS) Report 

Other actions may include updates to labelling, and where applicable updates to the summary of safety and clinical performance (SS(C)P) for class III and implantable devices. and class C and class D devices.

· records referring to non-serious incidents and data on any undesirable side-effects; 	Comment by Eerens, (Sietske) NL: line 371-401 two sections non serious incidents and trend is confusing: Merge, or make clearer why these are separate
How to Collect?
Non serious incidents and any associated data on undesirable side effects should also be trended internally at the manufacturer. The manufacturer should ensure that these are trended against their internal risk management process to identify any new or emerging concerns. 

How to Utilize? 
This post-market surveillance data should clearly feed into the manufacturer’s clinical evaluation process. This update to the clinical evaluation should be considered in relation to whether the device remains state of the art based on any new risks or emerging concerns.	Comment by Eerens, (Sietske) NL: line 332 It depends on the kind of complaints, whether a complaint has to be considered as clinical data	Comment by Eerens, (Sietske) NL: line  381To be clarified as “this  post-market surveillance data” refers to  non-serious incidents
 
The manufacturer should consider this new information to determine whether the benefit risk assessment of the device remains valid. 

If appropriate, the output of the clinical evaluation assessment and any new or emerging risks determined from the data gathered should require an update to the manufacturer’s risk assessment documentation and PSUR when relevant	Comment by Eerens, (Sietske) NL: line 389-391 PSUR update is missing
· information from trend reporting; 
How to Collect?
Article 88 MDR and article 83 IVDR provide an expectation that manufacturers shall trend and report any statistically significant increase in the frequency or severity of incidents that are not serious incidents or that are expected undesirable side effects that could have a significant impact on the benefit risk analysis in relation to the GSPRs and which have led or may lead to risks to the health or safety of patients, users or other persons that are unacceptable when weighed against the intended benefits.  
The outputs from non-serious incidents including data on undesirable side effects should be gathered and consideration should be given to whether any trends are evident. A trend should be considered as a ‘INSERT TREND GROUP CRITERIA HERE’ . 

How to Utilize? 
The outputs of trend reporting should be used to notify competent authorities in relation to article 88 and 89 of the MDR and article 83 and 84 of the IVDR. The manufacturer should also consider whether field safety corrective actions are required to be issued including field safety notices. And consider the need to update the labelling and where applicable update to the SS(C)P to inform users of the device of any new or emerging risks
· relevant specialist or technical literature, databases and/or registers;
How to Collect?
The Manufacturer must screen l relevant scientific, technical, and clinical literature.  The manufacturer should set up an appropriate protocol that allows for identification of the device under evaluation and where appropriate similar devices.  Protocol should be clear to remove aspects such as bias, duplication and data that is considered irrelevant. 

The purpose of screening this literature is to identify primarily any new or emerging risks associated with the device, user experience or any performance data, including consideration to devices that may be of a similar intended purpose. 	Comment by Eerens, (Sietske) NL: line 419 - medical device manufacturers should find this to be feasible for  “similar devices” within their own product portfolio, but cannot make the required judgement for devices of different manufacturers, as detailed knowledge to these such as to the related documentation is missing; perhaps wording is misleading as the requirement is not for legal manufacturers to evaluate products from competitors. 
anyways legal manufacturers wouldn’t need to evaluate devices coming from others, as every medical device falls under the responsibility of one specific legal manufacturer that will need to access according to this requirement;  thus all medical devices are covered.

For some devices national registries may exist and may be able to identify risks associated with the device under evaluation or possibly for similar devices.  

How to Utilize? 
This information should be used to ensure that there are no new or emerging risks identified from the screening of this information.  The outputs of any literature screening, databases and all registers should be considered as part of the clinical evaluation process and the overall benefit-risk assessment.  

This information can also help to identify any new or emerging risks which may require updates to labelling or further corrective actions.  This data can also be used to confirm the safety and performance profile of the device against similar technologies of the generic device group (MDR article 2 (7)/IVDR article 2 (8)).  This information should also be used update the risk management documentation of the device to ensure that thresholds from trend reporting are appropriately set. 	Comment by Eerens, (Sietske) NL: line 431-443 describes the obvious, suggestion is to delete

If information such as new risks are identified from the screening of literature of other types of devices this could be used to implement a further post-market clinical follow-up activity to gather data on whether the manufacturers device could also be impacted. 	Comment by Eerens, (Sietske) NL: line 439 clarification	Comment by Eerens, (Sietske) NL: refer to pmcf guidance?

New risks or emerging risks identified from such data should be used to update the Risk Management, The Clinical Evaluation Report, any labelling requirements including the summary of safety and (clinical) performance (Ss(C)P) for class III and implantable device. 

· publicly available information about similar medical devices.
How to Collect?
The manufacturer may wish to use several methods to collect this data, this could include (not exhaustive)
· Attendance at technical and medical conferences 	Comment by Eerens, (Sietske) NL: rule 450 How data collection is expected in the “Attendance  at technical and medical conferences” has to be clarified
· Screening of literature for purposes of state of the art 
· Reported clinical investigations of similar devices 
· Manufacturer’s websites and manufacturer’s marketing materials
· CA websites and databases

How to Utilize? 

The data that is gathered from the activities within Annex III 1.1 should be used to allow for comparison of the device under evaluation to monitor any concerning or emerging risks along with confirmation of continued acceptable performance.  Annex III also highlights that this data should also be used to allow for a comparison of similar products available on the market. The methods used to obtain this data should be effective and appropriate to allow for an assessment.  

6.1.2. [bookmark: _Toc114050193]The post-market surveillance plan shall cover at least:	Comment by Eerens, (Sietske) NL: text can be more compelling
— a proactive and systematic process to collect any information referred to in Annex III 1 point (a). The process shall allow a correct characterisation of the performance of the devices and shall also allow a comparison to be made between the device and similar products available on the market;
A well-defined and organized PMS system will provide the manufacturer with the sufficiency of safety and performance data on their device. This information should be used to support the manufacturer in a benchmarking exercise against other devices that share a common intended purpose and where applicable a commonality in technical design/function. This information can then be used for example to demonstrate and support state of the art for the intended purpose. — effective and appropriate methods and processes to assess the collected data;	Comment by Eerens, (Sietske) NL: line 470 explain
In line with the MDR and IVDR the post market surveillance system should be proportionate to the risk of the device, and it is expected that the methods to collect the data should be aligned to this, in addition to the processes to assess the data. Higher risks devices may have more specific focused PMS activities and therefore will require more of a detailed analysis to form conclusions from the provided data. For example, a class III implant is likely to have specific PMCF/PMPF activities and the assessment of this collected data should be appropriate for its risk classification this could include for this example an independent and impartial medical committee to review the collected data and define conclusions. 	Comment by Eerens, (Sietske) NL: line 482  The expectation to involve “an independent and impartial medical committee” needs to be clarified for PMCF tasks, as it seems not to be in line with MDR/IVDR requirements
— suitable indicators and threshold values that shall be used in the continuous reassessment of the benefit-risk analysis and of the risk management as referred to in Section 3 of Annex I;
The data that is obtained from these activities should also be used to set thresholds or indication points to be set within the risk management that will allow for a continuous reassessment of the profile of the device in relation to safety and performance and where appropriate allow for trend reporting.  

— effective and appropriate methods and tools to investigate  complaints and analyse market-related experience collected in the field; 	Comment by Eerens, (Sietske) NL: line 492-493 Please add examples of these methods and their analysis
— methods and protocols to manage the incidents subject to the trend report as provided for in Article 88 MDR and article 83 IVDR, including the methods and protocols to be used to establish any statistically significant increase in the frequency or severity of incidents as well as the  observation period;
--methods and protocols to communicate effectively with competent authorities, notified bodies, economic operators and users;
The post-market surveillance plan should highlight the manufacturers process and methods that are used to investigate complaints along with gathering information and analysing market related experience that can be collected from the field. The manufacturer has to have clear processes and methodes in place to comply. The post-market surveillance plan should also demonstrate the methods and processes of how the manufacturer will communicate with competent authorities, notified bodies, economic operators, and users	Comment by Eerens, (Sietske) NL: line 506  Consider the requirements of Article 89 (MDR) and Article 84 (IVDR)
— reference to procedures to fulfil the manufacturers obligations laid down in Articles83, 84 and 86 MDR and article 78, 79 and 81 IVDR; 
The manufacturer should clearly identify the relevant procedures for post-market surveillance activities as described in Article 78, 79 and 81, including the PMS plan, the data to be gathered and recorded  the means of data analysis and the requirements for the PMS report / PSUR. The procedures for actions to be taken including corrective actions should be identified
— systematic procedures to identify and initiate appropriate measures including corrective actions; 
— effective tools to trace and identify devices for which corrective actions might be necessary; and
Processes or tools in place to identify and trace devices for which corrective actions might be necessary should be described. A description of the process to identify product and product status throughout product realization should be provided. This should include a description of the controls to control non-conforming product. And procedures for identification of the relevant economic operators, 
recall and quarantine procedures  
— a PMCF plan as referred to in Part B of Annex XIV, or a justification as to why a PMCF is not applicable. (MDR)
or
— a PMPF plan as referred to in Part B of Annex XIII, or a justification as to why a PMPF is not applicable. (IVDR)
The post-market surveillance plan also requires a post-market clinical follow-up (PMCF) plan for MDR and a post market performance follow-up (PMPF) plan for IVDR.  The purpose of a PMCF/PMPF plan is to collect additional clinical/ safety and performance data in the post-market phase on the device under evaluation.  There are many reasons why a PMCF/PMPF plan may be required these could include: 

· Identify residual risk
· Demonstrate that novel features do not impose any increased risk
· Collect clinical or performance data to support the lifetime of the device
Confirm the safety and performance profile of the device where the initial approval was based on equivalence If the manufacturer determines that no PMCF/PMPF activities are required, the manufacturer should provide a justification within the post-market surveillance plan. 

Article 61 and Annex XIV of the MDR provides further clarity on the expectations of when post-market clinical follow-up is required. 
Article 56 and annex XIII of the IVDR provides further clarity on the expectations of when post-market performance follow-up is required. For MDR, MDCG 2020 –7 guidance document provides a template for manufacturers along with guidance of what should be reported within the PMCF plan. 

6.2. [bookmark: _Toc114050194]Main activities within a PMS system: collect necessary data

[bookmark: _Toc114050195]Developing a proactive PMS approach:
The MDR and IVDR are requiring  a manufacturer to develop a robust post-market surveillance system that is suited to actively and systematically gather, record and analyse relevant data on the quality, performance and safety of a device throughout its entire lifetime. 
The PMS system needs to be suited to ensure that information is actively and systematically sought to gain data and insight  into the real-world performance of the medical device.
The regulations are expressing the expectation that the post-market surveillance plan should not only include methods of reactive or passive data collection but should be proactive and systematic in the collection of the data. 
[image: ]
Figure 2 Examples of PMS data and their respective action types: (not exhaustive)

6.3. [bookmark: _Toc114050196][bookmark: _Toc98254640][bookmark: _Hlk98422853]Main activities within the PMS system: 
Assessment and analysis of data 

[bookmark: _Toc114050197]Overall Utilization of the Gathered Data

The post-market surveillance plan should highlight the manufacturers process and methods that are used to investigate complaints along with gathering information and analysing market related experience that can be collected from the field. The post-market surveillance plan should also demonstrate the methods and processes of how the manufacturer will communicate with competent authorities, notified bodies, economic operators, and users. 

The post-market surveillance plan should also provide a direct reference to the procedures in relation to the output of the post-market surveillance data into a post-market surveillance report for class I devices (Article 85 MDR)/Class A & B devices (Article 80 IVDR) and for a periodic safety update report for all other classifications per Article 86 MDR/Article 81 IVDR.  These procedures should consider the frequency and trigger points that may require an update to these reports and potentially further updates to the post-market surveillance plan (Article 85). 

The post-market surveillance plan should also take into consideration other procedures when other appropriate measures may be required such as corrective actions or to identify devices that may have been impacted by such corrective actions.  The post-market surveillance plan should detail or reference the procedure in relation to these corrective actions. 	Comment by Eerens, (Sietske) NL: line 577-578 The requirement in the MDR is for the PMS plan to reference the procedures to fulfil the manufacturers obligations laid down in Articles 83, 84 and 86 which is the PMS and PSUR procedure.
Suggest aligning the text with the MDR requirement.

6.4. [bookmark: _Toc114050198]Main activities within the PMS system: 
Drawing conclusions and determining the need to take action 

Article 83 (3) MDR and 78(3) IVDR states that the data gathered by the manufacturer's post-market surveillance system shall in particular be used for input and to update processes in the system, as explained in chapter 6.
 
Article 83 (MDR) and Article 78 (IVDR) shows clear that it is mandatory for all manufacturers to provide a continuous post-market surveillance system for each device is an integral part of the manufacturer’s quality management system.  

The activities that are mentioned within article 83 (MDR) article 78 (IVDR) should be documented as part of the post-market surveillance plan as defined within article 84 (MDR) article 79 (IVDR).  
So besides planning the PMS, and  follow the procedures for gathering information. The data needs to be analysed and assessed. The findings shall be used to assess whether it is necessary to adjust the device, in order to improve the usability, performance and safety of the device	Comment by Eerens, (Sietske) NL: line 595-596 So besides planning the PMS, and  follow the procedures for gathering information. The data needs to be analysed and assed.
please add examples of proper analysis

conclusions need to be drawn up in a summary report. the PMS report or the PSUR.

to start the next period of PMS, a review of the PMS plan is necessary. this review is to  determine if the plan is still up to date, if the proper data sources are still in use.  if the gathered information address the objectives of the PMS plan. and whether the findings are used for the relevant processes.

7. [bookmark: _Toc114050199][bookmark: _Hlk108797335]PMS for custom-made devices (MDR only)

A manufacturer for Custom made devices article 83 states: ‘For each device’, without excluding custom-made devices. thus PMS is also necessary for Custom-made devices.
Article 84 excludes the CM devices drawing up a plan	Comment by Eerens, (Sietske) NL: line 609/613  confusing delete?	Comment by Eerens, (Sietske) NL: or rewrite and explain
Article 85 excludes CM devices.
However article 86 do not exclude the CM devices.
Annex XIII states that’ The manufacturer shall review and document experience gained in the postproduction phase, including from PMCF as referred to in Part B of Annex XIV, and implement appropriate means to apply any necessary corrective action, In that context, it shall report in accordance with Article 87(1) to the competent authorities any serious incidents or field safety corrective actions or both as soon as it learns of them.
This implies that for a CM device the manufacturer need to have and maintain a PMS system, and some kind of documentation regarding the experience gained form the post production fase
The preparation of the PSUR is only required for classes IIa, IIb and class III custom-made devices complying with the requirements of the MDR, per schedule in accordance with device class as described in Article 86 and in accordance with guidance MDCG 2021-3 for Custom Made Devices	Comment by Eerens, (Sietske) NL: text from PSUR guidance draft
The PSUR is a summary of the information gathered, analysed  with the conclusions and the action taken. the PSUR and the other information gained in the post production phase is part of the documentation for custom-made devices (see MDCG 2021-3) according to Section 2 of Annex XIII of the MDR
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[bookmark: _Toc114050201]Annex I
[bookmark: _Toc114050202]Overview of post-market surveillance obligations in MDR and IVDR
	Articles of the Regulations
	Description
	MDR
	IVDR[footnoteRef:4]  [4:  Requirements for IVD Legacy devices have been detailed in MDCG 2022-8 
] 


	PMS System

	
MDR Article 83
PMS System of the manufacturer

IVDR Article 78
	

Comprehensive system to gather experience from use of the devices
	· Proactive and systematic approach for collecting data.
· Analyzing relevant data on the quality, performance, and safety of a device throughout its entire lifetime.
· Drawing the necessary conclusion.
· Connect with CAPA, vigilance labeling. processes
· Allows update of the technical documentation.
· Part of the manufacturer QMS

	PMS Plan

	


MDR Article 84 
IVDR 79:
PMS Plan

MDR Annex III and IVDR Annex III:
Technical documentation on PMS.

	
Describes the implementation of the PMS system for collecting data assessing the safety and the performance of the devices and the methodology used for collecting and analyzing the data.
	· Part of the QMS and the technical documentation.
· Define the data to be collected based on the PMS inputs of the manufacturer.
·  Describes the methods and protocols to monitor trends, to identify significant increase in frequency or severity of incidents
· The indicators and thresholds to be used in reassessing the benefit risk.
· The tools to be used to trace and identify any devices in case corrective actions are needed.
· Clinical E Plan
· The PMCF/ PMPF plan or a justification why PMCF/PMPF is not applicable.
· Describes the references to the documented procedures for:
· PMS system
· Creation of PMS plan
· Generation of PMS report or PSUR as applicable.
· Processes for CAPA
· Process for risk management
· Technical documentation


	PMS Report

	

MDR Article 85
PMS Report

IVDR Article 80
PMS Report

	


A summary of the results and conclusions of analysis of the PMS data collected
	· Updated when necessary..
· Made available to competent authority upon request.
· Includes conclusions on the safety and the performance of the device.
· At minimum, the PSM report must contain the following information:

· a summary of the results and the conclusions of the analyses/assessment of the post-market surveillance data defined in the PMS plan. 

· A rationale and description of any preventive or corrective actions taken during the period covered by the report.


	
	
	Applicable to class I
	Applicable to class A and B devices

	Period Safety Update Report (PSUR):Refer to MDCG guidance 2022-XXX?


	

MDR Article 86
IVDR Article 81
PSUR


	

A summary of the results and conclusions of analysis of the PMS data collected
	· At minimum, the PSUR must contain the following information:
· summary of the results and the conclusions of the analyses/assessment of the post-market surveillance data defined in the PMS plan.
· a rationale and description of any preventive or corrective actions taken during the period covered by the report.
· the main findings of the PMCF (Post Market Clinical Follow-up)  PMPF activities during the period covered by the report. 
· The conclusions of the clinical evaluation report update.
· the conclusions of the reassessment of the benefit-risk determination during the period covered by the report,
· data on sales volumes and estimates of user population and frequency of use.
· The PSUR is part of the Technical Documentation on PMS or equivalent for custom made devices.

	
	
	Class IIa devices:
· Updated when necessary and at least every two years.
Class IIb devices:
· Updated when necessary and at least annually.
· Made available to notified body (NB) and upon request to competent authority (CA).

Implantable and Class III devices:
· Updated when necessary and at least annually.
· Submitted by means of EUDAMED to notify body.
· NB evaluate and add its evaluation report in EUDAMED.
PSUR and NB evaluation available to CA in EUDAMED
	




Class C devices:
· Updated when necessary and at least annually.
· Made available to notified body and upon request to competent authority.

Class D:
· Updated when necessary and at least annually.
· Submitted by means of EUDAMED to notify body.
· NB evaluate and add its evaluation report in EUDAMED.
· PSUR and NB evaluation available to CA in EUDAMED
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