Criterion C: There is a relationship between the serious incident and manufacturer's device 

[bookmark: _GoBack]The manufacturer should  has to investigate if there is a causal relationship between the serious incident and their device or that such causal relationship is ‘reasonably possible’. In this context, Tthat a causal relationship is ‘reasonably possible’ in the context of Article 87(3) of the MDR, means that a causal relationship between the incident and the manufacturer’s device is likely to exist the device cannot be excluded as a contributory cause of the serious incident.

The manufacturer has tomust report in accordance with the requirements outlined inof Article 87(3) of the MDR if there based on, but not limited to, the following factors is plausible initial suspicion that the device is a contributing cause of the serious incident:. the device, based on 
· known information provided in the risk management plan or technical documentationn (e.g. information of device requirements specified in Annex II, information in the post-market surveillance plan outlined in Annex II of the MDR),
· evidence of previous similar serious incidents,    (1), 
· clinical or medical plausibility (2), or 
· the opinion, based on available evidence, of healthcare professionals, 
· results of the manufacturer’s own preliminary device assessment or investigationve methods taken. (3), 
  

Establishing or identifying the link between the manufacturer’s device and the serious incident may be difficult when there are multiple devices and drugs involved. In such complex situations, it should be assumed that the device may have or potentially could have contributed to the serious incident and the manufacturers should be cautious in its evaluation and conclusions. In case of doubt,  the manufacturer  should err on the side of caution.must nevertheless submit the report referred to in Article 87(1) MDR.

