
On 6 January 2023, the EU Commission published its draft legislative proposal to amend the transitional
provisions in Regulation (EU) 2017/745 for medical devices (“MDR”) and Regulation (EU) 2017/746 (“IVDR”)
for in vitro diagnostic medical devices, hereafter “the Regulations”. 

The proposed amendments introduce an extension to the transitional periods established in the
Regulations to provide medical device manufacturers more time to bring their devices into conformity with
the requirements of the Regulations.
 
This is still a proposal and needs to go through the EU legislative procedure. However, in order to address
the urgent requirements to provide more time to certify medical devices and mitigate the risk of device
shortages, it is expected that the proposed amendment will be adopted by the European Parliament and
the Council through an accelerated co-decision procedure.

Companies should always refer to the specific regulations and guidance in place in the jurisdictions they
are operating. However, the following general principles may provide some helpful pointers:
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Looking for a smarter way to manage product compliance? Speak with our experts today.

If not already, manufacturers should undertake an urgent “readiness” review of their product portfolio
to include an analysis of the implications of MDR and IVDR on device categorisation, the expiry period
of any existing certificates and begin contracting with notified bodies and testing houses in light of
the substantially increased demand being placed on a limited resource.

Particular attention should be given to products that may require a specialised notified body with
specific technical skills, given the shortage of resources is still more acute for such devices.

Manufacturers whose medical device certificates are due to expire should contract with a notified
body as soon as possible for a conformity assessment prior to the certificate’s expiry. In this way, if a
certificate expires prior to the enforcement of the proposed amendment, the validity of such
certificate can be extended.

Manufacturers whose medical device certificates have already expired or manufacturers who fail to
contract with a notified body prior to the certificate expiry may apply for an exemption in accordance
with Article 97 or Article 59 (1) to extend the validity of certificates.

The extension of the validity of certificates is directly applicable without requiring notified bodies to
change the date on the individual certificates. This may pose a problem to manufacturers who export
devices outside the EU as competent authorities outside the EU may not accept expired certificates.
Therefore, manufacturers need to ensure the certification process in the relevant non-EU market that
may support the proposed extension of the validity of certificates in the EU. 

By 26 May 2024, manufacturers must put in place a quality management system (QMS) in accordance
with Article 10(9) of the MDR in order to benefit from the extended transition period.

By 26 May 2024, the manufacturer or its authorised representative must lodge a formal application for
a conformity assessment for the ‘legacy device’, and by 26 September 2024, the notified body and
the manufacturer must sign a written agreement for such conformity assessment in order to benefit
from the extended transition period.

During the transitional period, manufacturers and businesses have more time to comply with the MDR
and the IVDR, but it's important to start preparing as soon as possible and to keep track of key dates
and account for lead times with respect to expiry of device certificates and the end of transition
periods.

Developing and maintaining good ongoing relationships with preferred notified bodies and testing
houses will ensure manufacturers are better placed to respond to future regulatory changes,
particularly in times of high demand for these services.
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In a world full of regulatory change, practical advice is required to better manage product
compliance.

Compliance and Risks and Kennedys Law LLP have created the 'In Practice Series' to ensure you
have access to practical insights backed by comprehensive, in-depth regulatory expertise.

Stay alert and in control with Compliance & Risks and Kennedys Law LLP. 

Providing you and your team with the practical insights and actionable takeaways to ensure you
have the tools to build consumers safe, sustainable products in a world full of change.

Compliance and Risks is a leading market access and
product compliance firm. We are the trusted market
access technology provider for the world’s leading
brands. 

Our mission is to help ensure global companies have
the tools and information  to build consumers safe,
sustainable, products in a world full of change.

We have spent two decades honing the digital tools,
expertise, and content you need to monitor, assess
and prove your products’ compliance, protecting
your brands and helping drive your growth. We stay
ahead of an ever-evolving regulatory landscape so
that you can, too. 

Our enterprise-grade technology solution, C2P is the
key to unlocking market access.  Design and build
new products with full confidence that you’ve met all
compliance obligations. Achieve, maintain and
expand global market access with a smarter way of
managing product compliance. 

Our global team of SME’s, with expertise across a
diverse range of products, geographies and policy
areas, collaborate with our Knowledge Partners to
address questions about laws and regulations
including purpose, applicability, requirements
highlights and more.

Continually monitor regulatory changes around the
world and keep ahead of proposed changes before
they happen. Keep all compliance evidence up to
date and live linked back to their Regulations,
Standards and Requirements. It's easy to simplify
your product compliance process with C2P.

Kennedys has a market-leading product liability and
product safety practice across Europe, Asia Pacific,
the Americas and the Middle East. We provide a
comprehensive service to our clients where we are
able to deal with all their product-law-related
issues, from cradle to grave of the product lifecycle.
We act for parties along the entire supply chain and
have in-depth expertise in high-profile and complex
matters involving a wide range of products
including: consumer goods, health, beauty and
nutrition, industrial, vehicles/transport and
machinery, technology and life sciences.

Our clients are manufacturers, leading distributors
and retailers, as well as their insurers and
reinsurers.

We are often sought out in high-stakes,
international matters to assist companies navigate
the ever-more complex and global nature of
modern-day product law issues. In our capacity as
overall strategic legal advisers in such matters, we
often coordinate the input of international external
legal and non-legal specialists.

We have in-depth knowledge of all aspects of
product law matters across the product lifecycle.
We regularly advise on product launch and
development, corporate social responsibility,
marketing, advertising and product claims, ongoing
regulatory compliance, regulator engagement and
enforcement, consumer rights and remedies,
product recalls and other corrective actions,
product liability and product-related contentious
matters, mass tort litigation, and product law policy
and legal reform
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