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Introduction

The MedTech industry, once a conservative and
risk-averse sector dominated by hardware-

focused companies, has undergone a fundamental
transformation. Over the past two decades, the
digital revolution has redefined what it meanstobe a
MedTech company.

Software-enabled solutions, agile product life cycles,
new business models, and disruptive entrants have
forced the industry to evolve from within. Internal
silos are being broken down, digitization is bridging
functions, and companies are retooling for a faster,
more integrated way of working. Following digitization
came the next wave: connectivity. Digitally enabled
systems are now interoperable with other devices and
the broader healthcare data ecosystem. This shift,
still unfolding, brings opportunities for seamless care
delivery, but also introduces data privacy risks and
escalating regulatory scrutiny.

Now, the industry faces its most revolutionary change
yet, occurring at unprecedented speed. Artificial
Intelligence is not just entering MedTech; itis
redefining it. Companies are split into those that can
harness Al effectively and those that risk being left
behind. Al is becoming embedded in external product
offerings, powering real-time decision support,
personalized care, and remote monitoring, as well as
internal systems, driving efficiency, cross-functional
insight, and faster time-to-value.

To date, the U.S. FDA has authorized over 900 Al

and machine learning-enabled medical devices,
underscoring the integration of intelligent technologies
into clinical care. Global MedTech leaders are
responding with urgency and clarity. Ken Washington
of Medtronic envisions Al as a transformative force
for global health.! Jim Swanson of Johnson & Johnson
highlights its power to accelerate discovery, guide
recruitment, and improve surgical planning.? Abbott's
CEQ, Robert Ford, advocates for Al-driven, patient-
centered solutions that bring care closer to home,
rooted in ethics, accessibility, and innovation. ®

Consulting leaders reinforce the magnitude of this
shift. BCG projects that generative Al in healthcare will
reach $22 billion by 2027 * McKinsey estimates it could
unlock up to $55 billion annually in productivity and
$50 billion in new revenue for MedTech firms, with 15%
of early adopters already seeing bottom-line impact.®

Thiswhite paper explores the internal adoption of Al
in MedTech, focusing on clinical product development
and clinical trials. The impact of Al on these internal
innovation processes is especially profound. Al-
powerad trial design, predictive modeling, synthetic
data, and virtual twin technologies are not just
improving operational efficiency but fundamentally
reshaping how studies are designed, executed, and
scaled across the product life cycle. By leveraging Al
not only in what they build, but in how they build it,
leading device manufacturers are accelerating clinical
evidence generation, increasing trial success rates,
reducing costs, and ultimately redefining the future of
medical innovation.

Advanced Clinical Trial
Technology Capabilities

The most advanced clinical trial platforms today
integrate real-time data capture, remote monitoring,
benchmarking with historical and ongoing clinical trial
data, Al-powered analytics, and insights to streamline
every phase of medical device research.

These systems unify site, patient, and operational
data in a single environment, enabling faster scientific
and operational decisions, better oversight, and
real-time optimizations. By embedding Al into trial
design, data workflows, and patient-facing tools,
these technologies reduce manual effort, improve
data quality, enhance regulatory readiness, and
increase the likelihood of clinical trial success. This
paper explores how these Al-driven innovations are
transforming the study, data, and patient experiences.



