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[bookmark: _Hlk121151563]
Introduction
One of the fundamental goals of the Medical Device Regulation (EU) 2017/745 (“MDR”) and In-vitro-Diagnostic Device Regulation (EU) 2017/746 (“IVDR”) is to ensure high standards of quality and safety for medical devices, thus ensuring a high level of protection of health and safety of patients, users and other persons, whilst supporting innovation.
As a result, the oversight by manufacturers and national competent authorities of devices placed on the Union market is not only  reinforced in the regulations from previous legislation but is even more strongly emphasized and laid out in substantially more detail in the Medical Devices Regulation (MDR) and In-Vitro Diagnostic Medical Devices Regulations (IVDR). 
As a starting point, 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 as defined by Medical Device Regulation (EU) 2017/745 or by In-vitro-Diagnostic Device Regulation (EU) 2017/746. It is essential to understand that within the European legal framework the responsibility for placing a safe medical device rests mainly with the manufacturer of the device. 
Once placed on the market, European regulations oblige the manufacturer to perform post-market surveillance for the medical device and to monitor whether the medical device continues to meet the general safety and performance requirements specified in the regulation.
1. [bookmark: _Toc129351353]Scope and Objective
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 describe the main elements and activities within the PMS system  

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.
PMS for in vitro diagnostic medical devices (IVDR) is in principle equal to PMS for medical devices (MDR). This guidance is intended 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).

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. This is to ensure that the post-market system is implemented effectively and in a manner that is proportionate to the risk class and appropriate 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 with 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 suitable to actively 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[footnoteRef:1]. [1:  Art 2(67) MDR/ Art. 2 (70) IVDR] 

The MDR and IVDR clarify that a PMS system must be in place as part of the manufacturer's quality management system. Both regulations describe the required elements of a PMS plan and that a report shall be prepared on a regular basis summarising the results and conclusions of analyses together with a rationale and description of any preventive and corrective actions taken.
2. [bookmark: _Toc129351354]Terms and Definitions
For the purpose of this document, the definitions of Article 2 of the MDR and IVDR apply. For terms and definitions that are not provided in the MDR and IVDR or that are not yet explained in existing MDCG guidance’s the following definitions apply:
Medical device: The term ‘medical device’ will be understood to include medical devices, accessories for medical devices, products listed in Annex XVI of the MDR, in vitro diagnostic medical devices, accessories for in vitro diagnostic medical devices and also, custom-made devices[footnoteRef:2] [2:  Please note there are specific requirements applying to custom-made devices outlined in Annex XIII MDR ‘Procedure for Custom-Made Devices’ and as such, some of the obligations elaborated in this guidance may not be applicable for custom-made devices. For specific information on Custom made devices see section 6.  MDCG 2021-3 ‘Questions and Answers on Custom-Made Devices & considerations on Adaptable medical devices and Patient-matched medical devices’ may also be consulted for information on obligations relating to custom-made devices.] 

We will provide  if necessary a definition in the footnote or a referral to where guidance may be found.

3. [bookmark: _Toc98254633][bookmark: _Toc129351355][bookmark: _Hlk121151530]PMS System required by the MDR and the IVDR
Surveillance activities start at the moment that the manufacturer of a medical device declares conformity of the medical device with the requirements specified in the regulation and the device is placed on the market. These surveillance actives need to be distinguished between “market surveillance” activities and “post-market surveillance” activities. 
‘Market Surveillance’ on the one hand are the activities carried out by national competent authorities to check and ensure that medical devices comply with the requirements set out in the legislation and do not endanger health or safety.[footnoteRef:3] National competent authorities within the European Union are obliged to ensure effective coordination of their market surveillance activities and to clarify the applicable procedures.[footnoteRef:4] [3:  Art. 2 (61) MDR / Art. 2 (64) IVDR]  [4:  (80) MDR / ] 

On the other hand, post-market surveillance (“PMS”) refers to all activities carried out by manufacturers in cooperation with other economic operators to institute and keep up to date a systematic procedure to (pro)actively 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 preventive or corrective actions[footnoteRef:5].  [5:  Art. 2 (60) MDR / Art. 2 (63) IVDR] 

In simpler terms, PMS includes 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 and evaluation of information to the safety, quality and performance of a medical device once it has been placed in the market. 
Based on the concept within the regulations that it is primarily the obligation and role of the manufacturer to ensure the medical device continues to meet the general safety and performance requirements, the manufacturer needs to actively monitor information from post-market experience. It is vital to understand that a manufacturer needs to demonstrate how they observe and check the safety and performance of the medical device and keep it under systematic review once it has been placed on the market.
The PMS system is intended to continuously monitor the results of the pre-market phase (also known as development phase) with “real world” information from post-market experience gained during the post-market phase and to identify and initiate appropriate measures when needed.

[bookmark: _Hlk129332277]Annex XIV, Part B, Sections 5 and 6 MDR/Annex VIII, Part B, Sections 4 and 5 of the IVDR emphasize the role of a manufacturer to actively monitor information obtained from post-market experience. When a manufacturer is conducting PMCF (MDR) /PMPF (IVDR), this is to be understood as the continuous process of “proactively” collecting and evaluating “clinical data” (MDR) / “performance data” (IVDR). The wording “proactively” underlines the fundamental concept within the regulations that it is primarily the obligation and role of the manufacturer to ensure the medical device continues to meet the general safety and performance requirements. 
In conducting PMCF/PMPF activities, the manufacturer can actively initiate and control the collection and evaluation of “clinical data”/”performance data”, both through general PMCF/PMPF methods such as gathering of clinical experience (e.g. via general surveys) or screening of scientific literature or through specific methods such as evaluation of suitable registers or PMCF/PMPF studies. A manufacturer does not need to wait for information to be sent to them (e.g. via customer complaints) but can “proactively” collect and evaluate such clinical/performance information and thereby demonstrate to actively monitor information from post-market experience.
As part of this active role during the post-market phase, the manufacturer needs to systematically and actively gather, record and analyse information from post-market experience with their devices in order to update their technical documentation and cooperate with the national competent authorities in charge of vigilance and market surveillance activities.
To this end, manufacturers should establish a comprehensive post-market surveillance system, set up under their quality management system and based on a post-market surveillance plan. A comprehensive post-market surveillance system should be understood to include clear structures, responsibilities, procedures, processes and resources required to implement the principles and actions necessary to achieve an active role during the post-market phase.
It is important to understand that the goal of the comprehensive post-market surveillance system is to provide a holistic view of the quality, safety and performance of the medical device. This includes the monitoring of claimed clinical benefits of the medical device, known residual risks as well as risks not previous identified (emerging risks) for the patient or user.
Relevant data and information gathered through post-market surveillance, as well as lessons learned from any implemented preventive and/or corrective actions, should be used to update any relevant part of technical documentation, such as those relating to risk assessment and clinical evaluation.

[bookmark: _Toc129351356]The PMS System as 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 and to the type of the device, substantiated by effective and appropriate methods.
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 as listed in the Annex III 1 (a). (
· must collect any information referred to in the bullet point above to allow a correct characterisation of the performance of the devices 
· must also collect information to allow a comparison to be made between the device and similar products available on the market
· [bookmark: _Hlk120026625]must establish effective and appropriate methods and processes to assess the collected data (e.g. trending with defined suitable indicators and threshold values related to certain characteristics, usability issues, change in performance etc.) and triggers for certain actions (e.g. starting a field safety corrective action, issue a design change etc.)
· must establish systematic procedures to identify and initiate appropriate measures including corrective actions if effects are identified that could have a significant impact on the benefit-risk analysis 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 PMS plan shall address the collection and utilization of available information and shall describe the systematic process to actively collect this information. Furthermore, the PMS Plan needs to address the methods and processes to assess and follow up the collected information.


4. [bookmark: _Toc129351357]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

a) [bookmark: _Toc119719807][bookmark: _Toc129351358]Update the benefit-risk determination and to improve the risk management –   Art. 83.3 (a) MDR / Art. 78.3(a) IVDR
Information obtained through post-market surveillance activities should be used in the benefit-risk determination process and in the continuous assessment of the overall benefit-risk profile of the medical device to ensure that the benefit-risk profile remains acceptable. Furthermore, the data should be utilized in the improvement of the the risk management documentation.  

This means for manufacturers that procedures need to be established to adequately address:
· the planning, conduct, assessment and reporting of post-market surveillance activities 
· the interface of post-market surveillance with the risk management process. This includes the analysis of the data collected by the planned and established post-market surveillance activities and the appraisal of the data in order to determine whether the collected data has any impact on the frequency and the severity ratings of existing risks or the identification of new risks as well as the overall benefit-risk profile.

The indicators and threshold values[footnoteRef:6] used in the continuous reassessment of the benefit-risk analysis of the device should be covered in the PMS Plan and be the linked with the risk management documentation (as referred to in Section 3 of Annex I MDR).  [6:  guidance Q&A on trendreport] 


Changes to the benefit-risk profile of the medical device as a result of post-market surveillance information should be identified, documented and evaluated for acceptability and the need to initiate appropriate measures, including preventive and/or corrective action should be considered
[bookmark: _Toc119719808]
b) [bookmark: _Toc129351359]Updates to the design and manufacturing information, including instructions for use and labelling - Art 83. 3 (b) MDR Art. 78.3 (b) IVDR
Information obtained through the post-market surveillance process should be used to update the design and manufacturing information, the instructions for use and the labelling. Therefore, a manufacturer should establish procedures to ensure that post-market surveillance data is considered as an input for design and development of the medical device and provides input for necessary changes to the device, e.g., through identifying previously unknown side-effects and monitoring the identified side-effects and contraindication or through identifying possible systematic misuse or off-label use of the device. When new or emerging risks on the basis of factual evidence are identified, appropriate action should be taken. This could include but is not limited to updates to the labelling and IFU or to changes to the design of the device itself.

c) [bookmark: _Toc119719809][bookmark: _Toc129351360]Update the clinical evaluation (Art. 61 MDR) / performance evaluation (Art. 56 IVDR) - Art. 83. 3 (b) MDR / Art. 78.3 (b) IVDR

Under the MDR clinically relevant information coming from post-market surveillance, in particular the post-market clinical follow-up data, is considered “clinical data” Annex XIV, Part B MDR specifies that PMCF shall be understood as a continuous process that updates the clinical evaluation. Specifically, data obtained by conducting PMCF shall be used with the aim of:
· confirming the safety and performance throughout the expected lifetime of the device
· identifying previously unknown side-effects and monitoring the identified side-effects and contraindications
· ensuring the continued acceptability of identified risks and
· detecting emerging risks on the basis of factual evidence.
· identifying possible systematic misuse or off-label use of the device, with a view to verifying that the intended purpose is correct.

Under the IVDR clinically relevant information coming from post-market surveillance, in particular the post-market clinical follow-up data, is considered “clinical data” and “performance evaluation results”.  Annex XIII, Part B specifies that PMPF shall be understood as a continuous process that updates the performance evaluation. Specifically, data obtained by conducting PMPF shall be used with the aim of;
 
· confirming the safety and performance of the device throughout its expected lifetime
· identifying previously unknown risks or limits to performance and contra-indications, 
· dentifying and analysing emergent risks on the basis of factual evidence
· ensuring the continued acceptability of the clinical evidence and of the benefit-risk ratio

PMCF/PMPF shall be addressed in the manufacturer's post-market surveillance plan and shall be performed pursuant to a documented method laid down in a PMCF/PMPF plan that specifies the general and specific methods and procedures for proactively collecting and evaluating the collected clinical/performance data. The linkage of the PMS Plan to the PMCF/PMPF Plan is also described in Annex III, 1. (b) Indent 10 MDR/IVDR 

These general and specific methods and procedures of PMCF/PMPF should include post-market activities, such as gathering of clinical experience gained, feedback from users, screening of scientific literature, evaluation of suitable registers or PMCF/PMPF studies.

The outputs of any relevant data associated with post-market surveillance should be considered in the process of updating the manufacturer’s clinical evaluation or performance evaluation.
The manufacturer shall analyse the findings of the PMCF/PMPF and document the results in a PMCF/ PMPF evaluation report that shall be part of the clinical evaluation r/ performance evaluation report and the technical documentation. The conclusions of the PMCF/PMPF evaluation report shall be taken into account for the clinical evaluation/performance evaluation and in the risk management (referred to in Section 3 of Annex I). This data should be considered in perspective of the overall benefit-risk assessment of the device and should be considered in context with existing clinical data or performance data from the medical device’s previous clinical/performance evaluation. If the need for preventive and/or corrective measures has been identified, the manufacturer shall implement them.

d) [bookmark: _Toc119719810][bookmark: _Toc129351361]Update the summary of safety and (clinical) performance (SS(C)P) (Article 32 MDR/Article 29 IVDR) – Art. 83.3 (d)MDR / Art. 78. 3 (d) IVDR
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 and Periodic Summary Update report The post-market surveillance system should describe how the PMS data is used to update the SS(C)P, when applicable. 

e) [bookmark: _Toc119719811][bookmark: _Toc129351362]Identify needs for preventative, corrective, or field safety corrective actions – Art. 83.3 (e)MDR Art 78. 3 (e) IVDR
Manufacturers should set up their PMS system to actively not only collect but also analyse and utilize relevant data on the quality, performance and safety of a device throughout its entire lifetime and to drawing  the necessary conclusions and to determining, implementing and monitoring any preventive and corrective actions. As part of the manufacturer´s quality management system, processes and procedures should be established to initiate and document preventive and corrective actions 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.

f) [bookmark: _Toc119719812][bookmark: _Toc129351363]Identify options to improve usability, performance, and safety of the device – Art. 83.3 (f) MDR Art. 78. 3 (f) IVDR
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. 

g) [bookmark: _Toc119719813][bookmark: _Toc129351364]Contribute to the post-market surveillance of other devices – Art. 83.3 (g)MDR Art. 78. 3 (g) IVDR
The overall PMS information should be considered in view of other, similar 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 would be taken to limit the impact to other users of the device. The PMS system in place can utilize PMS data systematically across other devices. 

h) [bookmark: _Toc119719814][bookmark: _Toc129351365]Detect and report trends (Article 88 MDR /Article 83 IVDR) - Art 83.3 (h)MDR Art 78. 3 (h) IVDR
All gathered information on non-serious incidents, expected undesirable side-effects (MDR) or expected erroneous results (IVDR) should be analysed for any statistically significant increase in the frequency or severity of those events within the quality management system of the manufacturer. The manufacturer should cover in the post-market surveillance plan the methods used to manage the incidents subject to trend reporting. This includes a protocol that should specify and provide a description of the methods used for establishing any statistically significant increase in the frequency or severity of incidents as well as the observation period.  


5. [bookmark: _Toc120023066][bookmark: _Toc129351366]The main activities within a PMS system: 
This chapter explains the different steps in the cycle of Post Market Surveillance (figure 1), including the collection, assessment and analysis of post-market data and guidance on how to process the outputs. 
In paragraph 6.1.1 you can find an explanation of each indent of Annex III part 1(a). It describes the information that should be collected and how this should be utilized. Paragraph 6.1.2 explains the content of Annex III part 1(b).
5.1. [bookmark: _Toc120023067][bookmark: _Toc129351367]Planning
The Post market surveillance plan following art 84 MDR and art 79 IVDR should be based on the requirements for which are set out in Section 1 of Annex III. The expectation is that the post-market surveillance plan will describe how the information outlined in section 1(a) of Annex III should be collected and utilized. This supports the manufacturer in demonstrating that they have in place an effective post-market surveillance system for each medical device.

5

5.1.1. [bookmark: _Toc120023068][bookmark: _Toc129351368]The post market surveillance plan shall address the collection and utilization of available information

	Required Information  as per Annex III 1.a
	How to collect it
	How to utilize it

	Information, including feedback and complaints, provided by users, distributors and importers;
	The post-market surveillance plan should address how feedback and complaints are received and processed by the manufacturer, as well as the methods and tools that that are used to investigate complaints and to analyse market-related experience collected in the field. .
Manufacturers are expected to - collect feedback and complaints related to the medical device. The manufacturer may therefore consider using research methods such as surveys to collect feedback from users, distributors, importers and other relevant economic operators. 
For example, when the manufacturer plans a survey, there should be a plan for the design and execution of survey, with clearly identified objectives and evidence that it addresses appropriate questions relating to the post-market experience of the medical device.  
	Some post-market surveillance data, including complaints, might be considered to be clinical data (MDR) or performance data (IVDR) and therefore should constitute an input into the manufacturer’s clinical evaluation of the medical device, along with updates to the manufacturer’s risk management documentation. Feedback and complaints may also serve as input to design updates and/or labelling.

	Information concerning serious incidents, including information from PSURs, and field safety corrective
actions
	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 in place to collect and track information related to serious incidents and complaints. 
In respect of vigilance, the exchange of information between users (or other economic operators) and the manufacturer should be facilitated by processes that allow for easy and timely reporting. 

It is also important that the procedures for collecting information about serious incidents encourage reporters to provide as much detail as possible.
	Information relating to serious incidents should be used for trend reporting pursuant to article 88 of the MDR and article 83 of the IVDR.  This information should also be analysed in relation to article 89 of the MDR and article 84 of the IVDR.  

The purpose of this process is to detect any new risk or change in the frequency or severity of a known risk. When a change is detected, this information should be considered in the context of the overall risk assessment of the device, with due consideration given to any requirement to update the labelling, instructions for use, or other documentation associated with the medical device. 

When trends are identified or there is evidence of a new or emerging risk, consideration should be given to whether field safety corrective actions are required, which could include the publication of a field safety notice.

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) in line with the PSUR guidance.
Other resulting actions may include 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.

In the case of class I devices the information above shall be provided within the Post Market Surveillance (PMS) Report.

	Records referring to non-serious incidents and data on any undesirable side-effects
	In relation to non-serious incidents and undesirable side-effects, manufacturers should ensure that the exchange of information between users of the device (or other economic operators) and the manufacturer is facilitated by processes that allow for easy and timely reporting. 

It is also important that the processes for collecting information about non-serious incidents and undesirable side-effects should encourage reporters of these events to provide as much detail as possible.
	Reports of non-serious incidents and undesirable side effects should be trended by the manufacturer and the results compared with the output of the risk management process to identify any new or emerging risks.

	Information from trend reporting
	Articles 88 MDR and article 83 IVDR require manufacturers to trend and report any statistically significant increase in the frequency or severity of non-serious incidents, or undesirable side effects. This includes those 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. See further the Q&A on trend reporting
	The outputs of trend reporting should be used to notify Competent Authorities in relation to articles 88 and 89 of the MDR and articles 83 and 84 of the IVDR. The manufacturer should consider whether field safety corrective actions are required to be issued including field safety notices. 

The manufacturer should also 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
	The manufacturer is expected to screen the relevant scientific, technical, and clinical literature. The manufacturer should establish an appropriate protocol that allows for identification of relevant information from the literature that pertains to the device or similar devices. The screening protocol should clearly consider aspects such as the risk of bias, duplication and rejection of data that is considered irrelevant. 

The purpose of screening the literature is primarily to identify any new or emerging risks associated with the device, as well as any information relating to the user experience or performance of the device, including consideration of devices with a similar intended purpose.  

For some devices, national registries may be a useful source for identifying risks associated with the device and/or similar devices.  
	This information should be used to help determine whether there are any new or emerging risks associated with the device. The outputs of screening the literature and any registries should be considered as inputs to the clinical evaluation process and the overall benefit-risk assessment.  

This information can also help to identify any requirement for updates to labelling or other corrective actions. In addition, this data can be used to confirm the safety and performance of the device, when compared with similar technologies within the device group (MDR article 2 (7)/IVDR article 2 (8)). This information should be used to update the risk management documentation and to ensure that thresholds for trend reporting are appropriate.

If new risks are identified in relation to other devices, then this information could be used to implement, for example, further post-market clinical follow-up activities to determine whether the device is impacted by the new risks.    

New or emerging risks identified from this data should be used to update the Risk Management Report, The Clinical Evaluation Report, labelling and the Summary of Safety and (Clinical) Performance (SS(C)P) (for class III and implantable devices).

	Information, including feedbacks and complaints, provided by users, distributors and importers
	The post-market surveillance plan should explain how feedback and complaints are received and processed by the manufacturer, as well as the methods that are used to actively gather feedback not only from users of the device but also economic operators such as distributors and importers. 
 
Manufacturers are expected to be proactive in gathering feedback and complaints. The manufacturer may consider using methods such as surveys to gather feedback including from those who, for example, sell or service the device. There should be a plan for the execution of any survey, with clearly identified objectives and evidence that it addresses questions relating to the use of the medical device.  
	Some post-market surveillance data, including certain types of complaints, may be considered to be clinical data (MDR) or performance data (IVDR) and is therefore a relevant input to the clinical evaluation of the device. It should be considered also as an input when updating the risk management documentation. 

Feedback and complaints may also serve as input to design updates and/or labelling.

	Publicly available information about similar medical devices
	The manufacturer may wish to use several methods to collect this data, which could include types of data from the following (not exhaustive) list:
• Screening of literature for the purposes of establishing the state of the art 
• Reports of clinical investigations performed with similar devices 
• Websites and marketing brochures
• Competent Authority websites and databases, including those outside of the EEA
	The data that is gathered via the activities listed within Annex III 1.1(a) should be used to monitor any emerging risks as well as to help demonstrate continued acceptability of the performance and safety of the device. 

Annex III also highlights that this data should be used to enable comparison of device with similar products on the market.






5.1.2. [bookmark: _Toc129351369]The post-market surveillance plan shall cover at least:

	Required as per Annex III 1.b
	explanation

	— 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 a source of safety and performance data pertaining to their medical device. This information should be used to support the manufacturer in conducting 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 to demonstrate that the medical device remains the state of the art for the intended purpose. 


	— effective and appropriate methods and processes to assess the collected data;

	In line with the MDR and IVDR the post market surveillance system and the methods it employs should be proportionate to the risk of the device: For higher-risk devices, a more specific, focused PMS activity and a more detailed analysis of the resulting data may be required in order to generate conclusions. 
For example, a class III implant is likely to require specific PMCF activities and the methods of analyzing the associated data should be appropriate for its risk classification.   . 

	— suitable indicators and threshold values[footnoteRef:7] 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; [7:  Question and Answer on Trend Report Q&A number 11] 

	The data obtained from these activities should also be used to set thresholds and indicators that will allow for the continuous reassessment of the safety and performance of the device and also enable trend reporting.  


	— effective and appropriate methods and tools to investigate complaints and analyse market-related experience collected in the field; 
	Market related experience, e.g;
experience with the medical device technology;
experience of the medical device 
experience of the medical device within a specific situation (e.g., hospital use, home use, or new
patient group).or ergonomic features 

	— 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;-

	The post-market surveillance plan should describe the manufacturer’s processes and methods for investigating complaints and how to collect and analyse data related to market-related experience collected in the field.. 
More about trend obligations you can consult the MDCG Q&A trend
[footnoteRef:8].refer to the trend Q&A [8: ] 



	-methods and protocols to communicate effectively with competent authorities, notified bodies, economic operators and users;
	Manufacturers should establish processes to ensure effective communication with competent authorities, notified bodies, other economic operators, users, patients, customers and other stakeholders with regards to the output of post-market surveillance activities. This should include but is not limited to methods and protocols for communicating effectively when reporting serious incidents, for submitting trend reports to competent authorities and notified bodies and for communicating field safety corrective actions, including field safety notices.

	— 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 collected and recorded, its 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; 
	Procedures cover the internal procedures as well the procedures to communicate with users, economic operators, notified body and competent authorities .. 

	— effective tools to trace and identify devices for which corrective actions might be necessary; and
	Processes or tools used 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 for non-conforming product (for example recall and quarantine procedures) as well and procedures for identifying of the relevant economic operators

	— 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
	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.   


	— a PMPF plan as referred to in Part B of Annex XIII, or a justification as to why a PMPF is not applicable. (IVDR)
	




5.2. [bookmark: _Toc120023070][bookmark: _Toc129351370]Collecting necessary data
[bookmark: _Toc120023071][bookmark: _Toc129351371]Developing a proactive PMS approach:
The MDR and IVDR require a manufacturer to develop a robust post-market surveillance system that enables them to actively and systematically gather, record and analyse relevant data on the quality, performance and safety of a device throughout its entire lifetime. In that way information is actively and systematically sought to gain data and insight into the real-world performance of the medical device.
The regulations express an expectation that the post-market surveillance plan should include not only methods of reactive or passive data collection but should be proactive and systematic in the collection of the data. In other words, manufacturers are expected to actively seek to gather information relating to the real-world use of the device, rather than relying solely on stakeholders reporting such information. In some instances, manufacturers may be required to generate new data relating to real-world use of the device. This is especially applicable in the case of higher-risk devices and/or devices with novel features or applications.
[image: ]
Figure 2 Examples of PMS data and their respective action types: (not exhaustive)

5.3. [bookmark: _Toc120023072][bookmark: _Toc129351372][bookmark: _Toc98254640][bookmark: _Hlk98422853]Assessment and analysis of data 
[bookmark: _Toc120023073][bookmark: _Toc129351373]Overall Utilization of the Gathered Data

The post-market surveillance plan should highlight the manufacturers processes 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 (ANNEX IIIb). 

5.4. [bookmark: _Toc129351374]Drawing conclusions and determining the need to take action
Articles 83 (3) MDR and 78(3) IVDR state that the data collected 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.
 
Articles 83 (MDR) and Article 78 (IVDR) make it  clear that it is mandatory for all manufacturers to maintain a post-market surveillance system for each device as 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 collecting information. The data needs to be analysed and assessed. The findings shall be used to assess whether it is necessary to adjust the device, to improve the usability, performance and safety of the device. Conclusions need to be drawn up in a summary report. the PMS report or the PSUR8.

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 collected information address the objectives of the PMS plan. and whether the findings are used for the relevant processes.

6. [bookmark: _Toc120023074][bookmark: _Toc129351375][bookmark: _Hlk108797335]PMS for custom-made devices (MDR only)

A manufacturer for custom-made devices should note that article 83 states: ‘For each device’, without excluding custom-made devices. Thus, PMS is also necessary for custom-made 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 custom-made device the manufacturer needs to have and maintain a PMS system, and some kind of documentation regarding the experience gained form the post production phase.
The preparation of the PSUR[footnoteRef:9] 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 [9:  MDCG 2022-21 Guidance on Periodic Safety Update Report (PSUR) according to Regulation (EU) 2017/745] 

The PSUR is a summary of the information collected and analysed, together with the conclusions and the action(s) 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

7. [bookmark: _Toc120023075][bookmark: _Toc129351376]References
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· EN ISO 14971:2019, Application of risk management to medical devices, clause 10
· EN ISO 14155:2020, Clinical investigation of medical devices for human subjects - Good clinical practice
· ISO 20916: 2019 In vitro diagnostic medical devices — Clinical performance studies using specimens from human subjects — Good study practice
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· Guidance for post-market surveillance and market surveillance of medical devices, including in vitro diagnostics, World Health Organization

[bookmark: _Toc129351377]Annex I
[bookmark: _Toc129351378]Overview of post-market surveillance obligations in MDR and IVDR
	PMS System - MDR Article 83 / IVDR Article 78Articles of the Regulations


	Description
	Obligations

	Comprehensive system to collect experience from use of the devices


	MDR/IVDR: Applicable for all device classes.

· 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 other internal processes like CAPA, vigilance, design and labeling processes
· Allows update of the technical documentation.
· Integral part of the manufacturer QMS.


	PMS Plan - MDR Article 84 & Annex III / IVDR 79 & Annex III


	Description
	Obligations

	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.


	MDR/IVDR: Applicable for all device classes.

· 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 Evaluation Plan/ Performance Evaluation 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 corrective actions
· Process for risk management
· Technical documentation


	PMS Report - MDR Article 85 / IVDR Article 80


	Description
	Obligations

	A summary of the results and conclusions of analysis of the PMS data collected
	MDR: applicable to class I devices
IVDR: applicable to class A and B devices

What information must a PMS Report contain at a minimum?
· 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.
· conclusions on the safety and the performance of the device.

When does a PMS Report need to be updated?
· Updated when necessary.

To whom does a PMS Report need to be made available?
· To competent authority upon request.


	PSUR  - MDR Article 86 / IVDR Article 81  

	Description
	Obligations

	A summary of the results and conclusions of analysis of the PMS data collected[footnoteRef:10] [10:  see MDCG 2022-21 Guidance on Periodic Safety Update Report (PSUR) according to Regulation (EU) 2017/745
] 

	MDR: applicable to class IIa, IIb and III devices
IVDR: applicable to class C and D devices

What information must a PSUR Report contain at a minimum?
· summary of the results and the conclusions of the analyses/assessment of the post-market surveillance data defined in the PMS plan.
· the main findings of the PMCF/PMPF activities during the period covered by the report. 
· 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
· a rationale and description of any preventive or corrective actions taken during the period covered by the report.


When does a PSUR need to be updated and to whom does a PSUR need to be made available?

MDR:
Class IIa devices:
· Updated when necessary and at least every two years.
· Made available to notified body and upon request to competent authority.

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.

IVDR:
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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