MEDICAL APPS, IS CERTIFICATION REQUIRED?

+ -

1 o s the software 2
a computer program? YES o s the software incorporated in a
medical device?

The app is not considered as
standalone software. The app
must be evaluated as part of that
medical device in the regulatory
process of that device.

3 o s the software performing an action on data
different from storage, archival, lossless compression,
communication or simple search?

YES

6 o Istheappan

accessory of a medical 5 o s the app intended to be used for the
device? purpose of diagnose or treatment?

YES

7 o The software is
regulated as a medical device.

8 o Does the app contain a
measurement function?

*
9 o Does the app have one of the following medical purposes™:
- Intended to administer, supply or exchange energy;
- intended to control, monitor or influence directly the performance of a class Ilb
active medical device;

- administer or remove medicine, energy or other substance to or from the body;
- intended for direct diagnosis or monitoring of vital physiological processes.

YES

Action A; | Action B: | Action C; | Action D;

The app is not in the scope of The app is considered to be a The app is considered as a low risk The app is considered to be a

medical devices regulation. CE medical device with a low risk. For medical device with measurement medical device with a medium

marking as a medical device is CE marking, the manufacturer has function. Intervention of a notified or high risk. A notified body will

not necessary. to follow the procedure of Annex body is limited to check conformity check your app and provide it
VIl MDD (self-certification). with the metrological requirements. with a CE mark.



https://twitter.com/nictiz
http://www.linkedin.com/groups?gid=72537&trk=myg_ugrp_ovr
http://www.nictiz.nl

