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	Purpose 

The purpose of this Procedure is to collect and review experience that gained from devices they place on the market, make available on the market or put into service, to supervise the post market devices and to identify if any necessary corrective or preventive actions need to be applied immediately in order to protect the safety and health of patients or users.

Scope 

This procedure is applicable to the post marketing surveillance process of all CE marked products that produce by our company.

Duties
Distributor and Authorised Representative:

collect customer complaint information in time, and other information related to the use of the devices after put on the market, and deliver it to the sales department.
manufacturers
gather, record and analyse 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.

Definitions
post-market surveillance
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.

Manufacturers

means a natural or legal person who manufactures or fully refurbishes a device or has a device designed, manufactured or fully refurbished, and markets that device under its name or trademark.

Authorised Representative
means any natural or legal person established within the Union who has received and accepted a written mandate from a manufacturer, located outside the Union, to act on the manufacturer's behalf in relation to specified tasks with regard to the latter's obligations under this Regulation.
Distributor
means any natural or legal person in the supply chain, other than the manufacturer or the importer, that makes a device available on the market, up until the point of putting into service;

Corrective Action：

means action taken to eliminate the cause of a potential or actual non-conformity or other undesirable situation.
Field Safety Corrective Action：
means corrective action taken by a manufacturer for technical or medical reasons to prevent or reduce the risk of a serious incident in relation to a device made available on the market.
Working Procedure
Sources of PMS information：

- expert users groups (focus groups)

- customer surveys

- customer complaints and warranty claims

- post CE-market clinical trials

- literature reviews

- user feed-back other than complaints, either direct to manufacturer or via sales force

- device tracking/implant registries

- user reactions during training programmes

- other bodies (e.g. the CA)

- the media

- experience with similar devices made by the same or different manufacturer

- maintenance/service reports and

- retrieval studies on explants or trade-ins

- in-house testing

- failure analysis

Possible achievements of a manufacturer PMS system

- detection of manufacturing problems

- product quality improvement

- confirmation (or otherwise) of risk analysis

- knowledge of long-term performance/reliability and/or chronic complications

- knowledge of changing performance trends

- knowledge of performance in different user populations

- feedback on indications of use

- feedback on instructions for use

- feedback on training needed for users

- feedback on use with other devices

- feedback on customer satisfaction

- identification of vigilance reports

- knowledge of ways in which the device is misused

- feedback on continuing market viability

Data gathered shall in particular be used:

- to update the benefit-risk determination and to improve the risk management; 

- to update the design and manufacturing information, the instructions for use and the labelling;

- to update the clinical evaluation;

- to update the summary of safety and clinical performance;

- for the identification of needs for preventive, corrective or field safety corrective action;

- for the identification of options to improve the usability, performance and safety of the device;

- when relevant, to contribute to the post-market surveillance of other devices; and

- to detect and report trends in accordance with vigilance system.
If, in the course of the post-market surveillance, a need for preventive or corrective action or both is identified, the manufacturer shall implement the appropriate measures and inform the competent authorities concerned and, where applicable, the notified body. Where a serious incident is identified or a field safety corrective action is implemented, the manufacturer should submit Serious Incident Report or Field Safety Corrective Action Report according to the requirement of vigilance system.

Post-market surveillance plan 
Sales department shall be responsible for drawing up post-market surveillance plan, this plan should prove that it fulfil the obligations stipulated in the coordination assessment process of clinical research.

For devices other than custom-made devices, the post-market surveillance plan shall be part of the technical documentation

The post-market surveillance plan shall address the collection and utilization of available information, in particular：
- Information relate to serious incident, including information from PSURs, and field safety corrective action；
- records referring to non-serious incidents and data on any undesirable side-effects;
- information from trend reporting;
- relevant specialist or technical literature, databases and/or registers;
- information, including feedbacks and complaints, provided by users, distributors and importers; and

- publicly available information about similar medical devices.
The post-market surveillance plan shall cover at least:

- a proactive and systematic process to collect any information referred to in 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;

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

- suitable indicators and threshold values that shall be used in the continuous reassessment of the benefit risk analysis and of the risk management ;

- effective and appropriate methods and tools to investigate complaints and analyse market-related experience collected in the field;

- methods and protocols to manage the events subject to the trend report; 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;

- reference to procedures to fulfil the manufacturers obligations laid down in Articles 83, 84 and 86 ;

- 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
- a PMCF plan , or a justification as to why a PMCF is not applicable.
Post-market surveillance Report
Manufacturers of class I devices shall prepare a post-market surveillance report summarising the results and conclusions of the analyses of the post-market surveillance data gathered as a result of the post-market surveillance plan together with a rationale and description of any preventive and corrective actions taken. The report shall be updated when necessary and made available to the competent authority upon request.

Manufacturers of class IIa, class IIb and class III devices shall prepare a periodic safety update report (‘PSUR’) for each device and where relevant for each category or group of devices summarising the results and conclusions of the analyses of the post-market surveillance data gathered as a result of the post-market surveillance plan together with a rationale and description of any preventive and corrective actions taken. 

Throughout the lifetime of the device concerned, that PSUR shall set out:

- the conclusions of the benefit-risk determination;
- the main findings of the PMCF; and
- the volume of sales of the device and an estimate evaluation of the size and other characteristics of the population using the device and, where practicable, the usage frequency of the device.
Manufacturers of class IIb and class III devices shall update the PSUR at least annually. That PSUR shall, except in the case of custom-made devices, be part of the technical documentation. 
For class III devices or implantable devices, manufacturers shall submit PSURs by means of the electronic system to the notified body involved in the conformity assessment. The notified body shall review the report and add its evaluation to that electronic system with details of any action taken. Such PSURs and the evaluation by the notified body shall be made available to competent authorities through that electronic system.

For devices other than those referred to in 5.6.4, manufacturers shall make PSURs available to the notified body involved in the conformity assessment and, upon request, to competent authorities.
Post-market surveillance document update
when receives below information, should be evaluate whether the PMS plan and report needs to be updated:

based on the results of its assessment of the PMCF report and risk management report.

the obligations of the manufacturer changed

design changes or changes to manufacturing procedures
regulations and standards of product related had updated 

customer complaints

don’t meet product specifications of performance, safety, labeling, regulations and other issues

adverse event

if there is no such information is received, then update the PMCF plan and report at least annually. 
Related documents

《Corrective and Preventive Measures Control Procedures》

《Advisory Notice Control Procedures》

《Vigilance System Control Procedures》

Related records

《Field Safety Corrective Action Report》

《Post-market Surveillance Plan》
《Post-market Surveillance Report》

《Periodic Safety Update Report（PSUR）》

《Trend Report》
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