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PRESS RELEASE

Agfa Radiology Solutions achieves EU MDR
certification for its entire DR portfolio

Goal of the MDR regulation is to help improve healthcare
outcomes, by providing patients with access to safe,
effective and technologically advanced medical devices

Mortsel, Belgium — 22 February 2024 — 14:00 CET

e Agfa was an early adopter, achieving Quality Management System
certification according to the EU Medical Device Regulation 2017/745
(MDR) in 2022 for its DR 400.

e MDR Certification has now been extended to Agfa’s entire DR portfolio.

e The MDR, which replaces the earlier EU Medical Device Directive
93/42/EEC (MDD), introduces more stringent requirements for

manufacturers, importers and distributors compared to its predecessor.

Agfa Radiology Solutions announces that it has completed the transition of all of
its direct radiography (DR) X-ray rooms, mobiles and retrofits to the European
Union (EU) Medical Device Regulation 2017/745 (MDR).

Agfa was an early adopter, achieving Quality Management System certification
according to the MDR for its DR 400 room in 2022. Agfa has now extended the

certification to its entire DR portfolio.

The goal of the MDR, which replaces the earlier EU Medical Device Directive
93/42/EEC (MDD) is to provide patients with access to safer, more effective and
technologically advanced medical devices, to ultimately improve healthcare

outcomes.
Agfa transitions to MDR well ahead of deadline

“In March 2023, the EU extended the transition period for the MDR. However,
with our commitment to quality enhancement and system improvement, we
chose to continue our ambitious and demanding roadmap. As an early adopter,
we were ideally positioned to achieve the transition well within the original
timeframe. We are very proud that our entire portfolio of DR X-ray rooms,

mobiles and retrofits has now been certified as meeting the enhanced
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requirements of the regulation — considerably in advance of the new deadline.
This portfolio will be showcased at ECR 2024, both at our booth and via our
digital platform, so we welcome ECR visitors to stop by and learn more,” says
John Gibbs, QARA Manager EMEA of Agfa Radiology Solutions.

Stringent requirements delivering enhanced advantages

The MDR offers medical professionals advantages over the previous MDD, by
introducing more stringent requirements for manufacturers, importers, and

distributors.

Medical professionals should consider these advantages when selecting
medical devices, to ensure the highest standards of safety and efficacy:

¢ Increased safety: MDR imposes stricter safety and performance
requirements, contributing to a higher level of patient safety. This
includes enhanced scrutiny of potential risks and improved design and
manufacturing standards.

¢ Robust clinical evidence: MDR mandates more thorough evaluation of
clinical data, providing patients and healthcare professionals with
increased confidence in the effectiveness of these devices.

o Faster response to safety concerns: MDR introduces rigorous post-
market surveillance, including a Unique Device Identification (UDI)
system, for better traceability and faster response to safety concerns.

e Improved transparency and traceability: MDR emphasizes
transparency throughout the supply chain, from manufacturers to
healthcare professionals and patients.

e Stricter notified body requirements: MDR imposes more stringent
requirements on Notified Bodies, ensuring a higher level of expertise in

evaluating and approving medical devices.

Find out more about the Agfa DR portfolio and its EU MDR certification at
our ECR booth: Vienna, February 28-March 3, Expo Hall X2, booth #207

About Agfa
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Agfa develops, produces and distributes an extensive range of imaging systems and workflow solutions for the
printing industry, the healthcare sector, as well as for specific hi-tech industries such as printed electronics &

renewable energy solutions.

The headquarters are located in Belgium. The largest production and research centers are located in Belgium,
the United States, Canada, Germany, France, the United Kingdom, Austria, China and Brazil. Adgfa is

commercially active worldwide through wholly owned sales organizations in more than 40 countries.

For more information on Agfa please visit www.agfa.com

u Follow us at Twitter

Agfa and the Agfa rhombus are trademarks of Agfa-Gevaert N.V. Belgium or its affiliates. All rights reserved.

All information contained herein is intended for guidance purposes only, and characteristics of the products
and services described in this publication can be changed at any time without notice. Products and services
may not be available for your local area. Please contact your local sales representative for availability
information. Agfa diligently strives to provide as accurate information as possible, but shall not be responsible
for any typographical error.

Only the English version of this press release is legally valid. The versions in other languages only represent a
translation of the original English version.
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