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A complaint can be written or oral. The source is usually external (a

customer, dealer, sales person, shipper, etc.). Complaints are per
definition related to medical devices on the market.

The complaint procedure must include

approval levels and sign-off requirements for
the complaint form.

The MDR procedure must provide for
additional reporting per 820.198(d).

Service procedures often provide their
own path for administration and/or
contact with the complainant.

CAPA procedures are stand-alone and
often the complaint can be closed after
a CAPA is opened, with the follow-up
provided by the CAPA system.

The investigation report must comply
with 820.198(e) and (d) if applicable. If
no investigation is made, this must be
documented; see 820.198(b) and (c).

If the complaint (solution) is of general

interest an advisory notice may have to
be issued.

Complaint handling flow diagram
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