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What implementing the IVDR at Immundiagnostik means 
for you – safety, transparency, and reliability

QUESTIONS & ANSWERS

With the new EU Regulation 2017/746 (IVDR), which came into effect on May 26, 2022, significantly 
stricter requirements now apply to in vitro diagnostics in Europe. For you as a user, this primarily 
means: even more safety and transparency for diagnostic products.

The IVDR requires, among other things, comprehensive documentation, proof of clinical performance, 
clear traceability, and regulatory oversight – so that you can always rely on the quality and accuracy of 
your diagnostic results.

This ensures that our tests – whether in the lab, in research, or in clinical routine – provide a stable 
foundation for your decisions.

What is the IVDR and why is it important?
The IVDR (EU Regulation 2017/746) has governed the requirements for in vitro 
diagnostic devices in the EU since May 26, 2022. It replaces the previous IVDD directive 
and imposes significantly higher standards for safety, clinical evidence, transparency, 
and traceability. For you as a user, this means: increased safety and quality for diagnostic 
products.

What does the IVDR transition mean for me as a customer?
The IVDR ensures legally compliant and quality-assured products placed on the EU 
market. For you, this means:

 Clear performance evidence and validated products
 Traceability across the entire supply chain
 Future-proof supply of CE-certified diagnostics

In short: You can continue to rely on the products of Immundiagnostik AG – even 
under the new legal framework.
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Is Immundiagnostik AG IVDR-certified?

Immundiagnostik AG already meets the IVDR requirements to a large extent. Our Quality Management 
System (QMS) has been successfully audited for IVDR compliance and is additionally certified according to 
ISO 13485:2016 and MDSAP. Numerous products – especially from Classes A and B – are already IVDR-
compliant or are actively undergoing the certification process with notified bodies. Our goal: By the end 
of 2026, 90% of our diagnostics portfolio will be fully IVDR-certified. This ensures continuous 
availability and marketability of our proven tests that you have trusted for years.

How far along is Immundiagnostik AG in implementing the IVDR?

We have already completed major steps:

 Our quality management system is IVDR-compliant and certified according to ISO 13485:2016 and 
MDSAP

 Higher-class products from groups IVR 0608, W0104, and IVP3011 are already IVDR-compliant

 We expect IVDR certification of 90% of our core portfolio by the end of 2026

 Additional product groups are in the certification process and in active review by notified bodies

 100% of our Class A products already comply with the IVDR
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Why does my Immundiagnostik product still have IVDD labeling?

The majority of our products are currently still shipped with IVDD labeling – this is permitted under the 
current transitional and sell-off periods of EU Regulation 2017/746 (IVDR). Most products in our portfolio 
already meet the new IVDR requirements. For individual products, the transition to IVDR-compliant 
labeling is still in progress. These products are technically and qualitatively up-to-date – their 
performance is IVDR-compliant even if they are still formally labeled under the IVDD.

What are the IVDR transition deadlines?
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Class Deadline for Placing on the Market

Class D (highest risk) December 31, 2027

Class C (moderate risk) December 31, 2028

Class B & Class A (sterile) December 31, 2029

Class A (non-sterile) fully IVDR-applicable since May 26, 2022

The transition periods depend on 
the product’s risk class and the 
status of the approval application 
and QMS certification. Products 
placed on the market under IVDD 
and that have not undergone 
significant changes may be sold 
until the respective deadline. We 
are working closely with notified 
bodies to obtain all relevant 
certifications on time.

Tab.1: Overview of the transitional periods according to IVDR (status 2024/1860)

Will my usual tests remain available?

Yes. Through early planning and ongoing certification processes, we ensure that your familiar products 
remain consistently available and ready to use during the transition period. Our close collaboration with 
notified bodies enables a seamless transition.

Our top priority is to ensure a reliable and predictable supply for you in the future. However, as part of 
the IVDR transition, individual adjustments or strategic portfolio realignments may occur.

If a product is discontinued or replaced by an optimized alternative, we will inform you early and 
transparently. Our goal is always to provide you with an IVDR-compliant solution of consistently high 
quality and availability.

You can rely on the following:

 All delivered products comply with the applicable legal requirements,

 the safety, quality, and effectiveness of our diagnostics are our top priorities,

 and we work closely with notified bodies to complete all necessary IVDR certifications on time.
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How is the quality of Immundiagnostik products ensured?

Our tests are based on extensive scientific evidence, supported by over 1,000 publications. Our 
production sites have been successfully audited in accordance with the IVDR. In addition, we are working 
toward ISO 27001 certification to ensure the highest standards in information security as well.
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Sources and further information:

In Vitro Diagnostic Regulation (IVDR) | BSI

In Vitro Diagnostic Regulation (IVDR) | TÜV SÜD

EUR-Lex - 02017R0746-20170505 - EN - EUR-Lex (Original IVDR regulation)

Verordnung - EU - 2024/1860 - EN - EUR-Lex (Transitional Period Extension)

What does IVDR compliance specifically mean for my laboratory?

You receive legally secured, high-performance, and validated tests that meet all new requirements. 
Immundiagnostik AG actively supports you in meeting your own regulatory safety and ISO 15189 
compliance as a laboratory.

Where can I find up-to-date information on the IVDR status of my products?

We keep our customers and partners informed about new certifications and the progress of the IVDR 
transition. You can find current information on our website or directly through your sales and support 
contacts.
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https://www.bsigroup.com/en-US/products-and-services/medical-devices/ivdr/
https://www.tuvsud.com/en/industries/healthcare-and-medical-devices/medical-devices-and-ivd/medical-device-market-approval-and-certification/eu-in-vitro-diagnostic-medical-device-regulation
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A02017R0746-20170505
https://eur-lex.europa.eu/legal-content/DE/TXT/?uri=OJ:L_202401860
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