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Event 
reported

Has there been a report of 
malfunction or deterioration 

in the characteristics or 
performance of the device?

Yes

Is this report a 
duplicate?

No

Has there been a report 
of an unanticipated adverse 

reaction or unanticipated 
side effect?

Notes:
· This decision tree is to be used as an example only.  International law 

requires that you develop, maintain, and implement written medical 
device incident reporting procedures.

· Argos Global accepts no liability for the content of this document, or 
for the consequences of any actions taken on the basis of the 
information provided, unless that information is subsequently 
confirmed in writing.

· Contact Argos Global with any questions about this form.  We are 
always happy to help address questions regarding complaint handling 
requirements (e.g. reporting requirements in other areas of the 
world).

Merge any new 
information into 

the duplicate 
record.

Has there been a report 
of an unanticipated 

interaction with another 
substance or product?

Has there been a report of 
degradation or destruction 

of the device (e.g. fire)?

No

No

Has there been a report of 
inappropriate therapy?

Has there been a report of 
an inaccuracy in the labeling, 

instructions for use and/or 
promotional products?

No

Is the device suspected 
to be a contributory cause of 

the incident?

No

No

Yes

Yes

Yes

Yes

Yes

Did the event 
occur in the 

EEA?
Yes

Has the event led, 
or may the  event have led, to 
death of a  person or serious 

deterioration in state of health 
of a person?

Yes

Does the event represents a 
serious public health threat?

Does the event 
represents a death or 
unanticipated serious 

deterioration in state of 
health where a link has been 

established between 
the device and the 

event?

Yes

Yes

Yes

No

A report to the 
Competent 

Authority is not 
required

A report to the 
Competent 

Authority is not 
required

No

No

File an Incident 
Report within 2 
calendar days of 
becoming aware

No

No

Yes

A report to the 
Competent 

Authority is not 
required

File an Incident 
Report within 10 
calendar days of 
becoming aware

File an Incident 
Report within 30 
calendar days of 
becoming aware
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