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1. [bookmark: _TOC_250006]Introduction
Device Specific Vigilance Guidance documents have been developed to complement the requirements of the Regulation (EU) 2017/745 [1] and should be read in conjunction with those requirements. Device Specific Vigilance Guidance does not replace or extend any of those requirements.

The Device Specific Vigilance Guidance documents provide additional information to manufacturers that can assist them to identify “serious incidents” and “incidents” associated with   specific medical devices, and help to determine if a type of incident is reportable to the Competent Authority and what could be the most appropriate way to notify them.


2. [bookmark: _TOC_250005]What Should Be Reported
It is the manufacturer’s responsibility to judge each incident on its own merit, and to ensure compliance with the statutory reporting requirements contained within the Regulation (EU) 2017/745 [1]   

· [bookmark: _TOC_250004]Device Specific Reports

The Medical Devices Regulation [1] (MDR) requires manufacturers to notify, as individual report, to the relevant Competent Authority, if they know about serious incident, as defined in Article 2 (65) of the MDR, that means any incident that directly or indirectly led, might have led or might lead to any of the following: 

(a) the death of a patient, user or other person;
(b) the temporary or permanent serious deterioration of a patient's, user's or other person's state of health;
(c) a serious public health threat; 

This include circumstances where the manufacturer is uncertain whether the incident is reportable or need time to obtain clarification about the root cause of the incident as indicated in Article 87 (6) and (7).

The notification to the relevant Competent Authority should be reported within the Regulation (EU) 2017/745 timeframes referred to in Article 87 (2-5) of the MDR.


· Field Safety Corrective Action Reports
The medical device has been subject to a Field Safety Corrective Action as defined in Article 2 (68) of the MDR. The manufacturer shall report any field safety corrective action in respect of devices made available on the Union Market or in a third country if the involved device has also been legally made available in Union market as referred to in Article 87 (1b) of the MDR.






· [bookmark: _TOC_250002]Periodic Summary Reporting
Some serious incidents are appropriate for reporting using Periodic Summary Report. This is possible when similar serious incident involving the same device or device type occur and for which the root cause has been identified or a field safety corrective action implemented or where the serious incidents are common and well documented as defined in Article 87 (9) of the MDR. 

The format, content and frequency of periodic summary reports should be arranged on an individual basis with the Competent Authority.


· [bookmark: _TOC_250001]Trend Reporting

The Medical Devices Regulation [1] (MDR) requires manufacturers to report as trend report, to the relevant Competent Authority, the incidents that are not serious incidents (i.e. incidents) and the expected undesirable side effects. The Competent Authority should be notified in cases where any statistically significant increase in the frequency or severity of incidents or expected side effects is detected and that change could have a significant impact on the benefit-risk analysis referred to in Sections 1 and 8 of Annex I 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. Trends should be identified by the manufacturer as they can be indicative for a change in the risk-benefit ratio

Incident, as defined in Article 2 (64) of the MDR means any malfunction or deterioration in the characteristics or performance of a device made available on the market, including use-error due to ergonomic features, as well as any inadequacy in the information supplied by the manufacturer and any undesirable side-effect.

These expected undesirable side effects should all be clearly identified in the manufacturer’s instructions for use, clinically well recognized and quantifiably predictable, well documented in the device master record with an appropriate risk assessment, and clinically acceptable in terms of individual patient benefit. 




3. [bookmark: 3._References][bookmark: _TOC_250000]References
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