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MDR Process Flow

é“;\} Device User Facility
(Hospital. Ambulance tory
surgical fa outpatient

nostic facilities outpatient

Importer Manufacturer giag) : :
treatment, nursing home)

Death and serious injuries Death, Serious injuries, Malfunctions Any type of event (Any time)

Malfunctions (Within 10 working (Within 30 calendar days) Events that

days) require remedial action to prevent an

unreasonable risk of substantial harm
(Within 5 working days)

Voluntary Sources
(physicians, patients and
user facility without
manufacturer’s
information)

Death, Serious injuries (Within 30
working days)
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Australia
)
AR . -

Brazil

Canada

Europe®

Japan

us

Serious public health threat 48 hours
Death or serious detericration of health 10 days Manufacturer Yes No
and sponsor
Recurrence could lead to death or serious health
. . 30 days
deterioration
Death or serious deterioration of health 72 hours
Manufacturer Yeg***
Serious adverse event but no deaths 10 days and registration No e
within 10 days
n holder
Recurrence could lead to death or serious health
\ . 30 days
deterioration
Death or serious deterioration of health 10 days
Manufacturer No No
Recurrence could lead to death or serious health and importer
. . 30 days
deterioration
Serious public health threat 2 days*
Death or serious deterioration of health 10 days™® Manufacturer Mo No, ‘:SIIESEPII
Serious incidents 15 days*
Deaths plus malfunctions, faults, and breakage®** 15 days Market
authorization Mo No
Serious events 30 days holder
Remedial action needed to prevent risk of substantial harm S days Manufacturer,
user, importer, Yes***
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