
CONSULTING THE BENEFITS 
Identify cyber risks and the
applicable regulations

Develop an action alan for
cyber risk control and
management

 Raise awareness and
engage stakeholders

THE CONTEXT

THE WORKFLOWTHE OBJECTIVES

Digital technologies are revolutionizing
healthcare systems, increasing the need to
protect devices and data from cyber threats.

To address this, legal frameworks such as the
European Regulation (EU) 2017/745 and the FDA
21 CFR requirements have been strengthened.

The scoping phase establishes the foundation
for managing cybersecurity risks in the short,
medium, and long term.

After analyzing the existing data, the mission
is carried out through a combination of
workshops and in-depth studies conducted
by our teams.
It is led by a consultant with over 20 years of
experience in cybersecurity.
Deliverables are developed and shared
throughout the engagement, and a debriefing
meeting is held at the end of the mission.

Assess the current cyber risks
and regulatory obligations

Analyze the potential impact of
cyberattacks

Prepare the roadmap for risk
reduction.

For any further information 
contact@effinnov.com

CYBERSECURITY SCOPING
FOR MEDICAL DEVICES

THE INTERLOCUTORS
Project manager

CTO/R&D manager

General management


