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1. [bookmark: _TOC_250001]Introduction
This document provides guidance for manufacturers of Specific Devices. It outlines the way to report incidents defined in Article 2 (64-65) of the Regulation (EU) 2017/745 1 to the relevant Competent Authority.
This document should be read in conjunction with DSVG00: Introduction to Device Specific Vigilance Guidance.

The aim of this guidance is to complement the requirements of the Medical Devices Regulation 1 (MDR) and should be read in conjunction with the aforementioned. 

Device specific guidance does not replace or extend these requirements.


2. [bookmark: _TOC_250000]What Incidents Should Be Reported
The following table details Device Name examples indicating what should be reported as devices-relative problems that caused the incidents. The list is for illustrative purposes only and does not constitute an exhaustive list:
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[bookmark: _GoBack]Guidance for manufacturers on reporting device-specific incidents and serious incidents under the European vigilance system

To be read in conjunction with the MDR

Title: Device Name
Can be included in periodic summary reports (PSR)***
Clinical / Symptomatic

Periodicity




Device (IMDRF Annex A codes**)







Device (IMDRF Annex A codes**)

· All reportable   not serious incidents****
Clinical / Symptomatic(IMDRF Annex E codes*)

Report at the time the trend is identified

Clinical / Symptomatic  (IMDRF Annex E codes*)


Device (IMDRF Annex A codes**)


Report as individual serious incidents
(by 15, 10 or 2 days from the Manufacturer’s awareness as stated by Article 87 (3-5) of the MDR 



*  The IMDRF Annex E [4] code associated with each text description is included as a guide.

* * The IMDRF Annex A [4] code associated with each text description is included as a guide. 

*** If you can’t use PSR, then report these serious incidents individually. The format, content and frequency of PSRs should be arranged with the Competent Authority.

**** Any statistically significant increase in the frequency or severity of the not serious incidents (Article 2, 64) shall be reported by the manufacturer according to Article 88 (1)
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3. Clinical References and Clinical Guidelines
Clinical references or current clinical guidelines for a specific device may be used by the manufacturers in order to identify incident examples and complications.

Clinical references or current clinical guidelines for Device Name can be found on the
organization name web-site.

4. IMDRF Terminologies for Categorized Adverse Event Reporting
The IMDRF Annex A, which describes the Medical Devices Problems Codes, is associated with each text description. 
The IMDRF Annex E, which describes Health Effects - Clinical Signs and Symptoms or Conditions Codes, is associated with each text description. 

The following link is provided to facilitate the consultation: http://www.imdrf.org/documents/documents.asp
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1. Regulation (EU) 2017/745 of the European Parliament and of the Council of 5 April 2017 on medical devices, amending Directive 2001/83/EC, Regulation (EC) No 178/2002 and Regulation (EC) No 1223/2009 and repealing Council Directives 90/385/EEC and 93/42/EEC (1) 









