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The pharmaceutical industry is now heavily involved in medical
software, significantly developing Drug Digital Companion
(or Drug Digital Support), software that supports the patients
navigating medications through their treatment journey, and
Digital Therapeutics-evidence-based therapeutic interventions
guided by software to prevent, manage or treat a medical
disorder or disease.

In the European context, the main legal questions to be dealt
with are:

* The correct qualification of the software in compliance with
the recent Medical Device Regulation (EU Reg. 2017/745)

® The rules to be applied for data protection in the light of
the GDPR (Reg. 2016/679) and the lawful utilization of data
generated through the software use (for example, Real
World Data)

Furthermore, the next Al Regulation and the recent proposal
of a Directive on Al liability will substantially impact this
sector.
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