
Is my product considered
software?

3. 4.

My software is
considered an

MDSW

YES

NO

Product not covered by
software as a medical device

regulations*

2.

Is my product an
accessory to a

medical device or
does it influence the

use of a medical
device?

Does my product perform
any action with patient

data, and is this action not
solely for data storage, data
communication and/or data

retrieval?

Does the action
provide individual

benefit to patients?

NO

SÍ

YES YES

Product not covered 
by medical device

regulations*

Certification 
required

NO

NO

1.

Software:
computer

programs that
tell a computer
how it should

work

Applicable regulations: Regulation (EU) 2017/745 on medical devices (MDR) and Regulation (EU)
2017/746 on in vitro diagnostic medical devices (IVDR).

What is a medical device? Device intended for healthcare purposes such as
diagnosis, treatment, prevention, or monitoring, without a primary pharmacological
action, including contraception control and equipment disinfection.

What is an MDSW? Software intended to be used, alone or in combination, for a
purpose as specified in the definition of a medical device in the regulations*.

Am I required to certify my software as a Medical Device (MDSW)?


