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Shaping the Future of QA/RA e
with Al

How can Al tools tfransform work within quality and
regulatory processes?

Welcome to an afternoon filled with inspiration, concrete
examples, and a look into the future!

During the event, Maria Ny&ker, Enfrepreneur and
Strategic Advisor on Al Regulation, and Michael King,
Senior Director, Product & Strategy, MedTech at IQVIA, will
share their experiences and reflections on the
opportunities and challenges of using Al in QA/RA.

Maria Nydker founded AKRN Scientific Consulting, a
MedTech CRO acquired by NAMSA in 2022. She now runs
Nyakern Nexus Investments, supporting emerging
MedTech and Al healthcare ventures.

Maria advises and lectures on MedTech and Al
regulation, serving as a Swedish expert in ISO committees
14155 and 18969, and contributing to the Scientific
Advisory Group on Al in Healthcare. She mentors startups
and supports regulatory and clinical strategies for
product testing and market entry in Europe.

Mike King has worked for about 20 years leading both
local and global teams in regulatory affairs and quality
assurance. His focus is on optimizing business processes
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through intelligence-driven simplification and automation
within and across quality, regulatory, and safety
functions. Passionate about improving patient outcomes,
and an expert on Al use cases within the quality and
regulatory space, Mike applies his vast knowledge and
skill base to help develop innovative solutions to drive the
quality agenda in healthcare.

Welcomel

When: 4e November 2025, kI 13-17

Where: Garda Konferens,

Address: Johan p& Gardas Gata 5A Goteborg
Notification: Link

Program: Link

Do you have questions on the topic that you would like to
discuss or have answered during the event? Please include
them when you register.

Arnaud Lemelle och Line Vikingsson
Facilitator, Mediteq Forum
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