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8 Step Checklist to Avoid Legal Risks

On 26 June 2022, the UK’s medical device regulator, the Medicines and Healthcare products Regulatory
Agency (MHRA) published their response to the consultation on the “future regulation of medical devices
in jtherK", V\éjhiCh indicates a future wide-reaching change for the UK medical devices regulatory regime
going forward.

Following the UK’s exit from the EU and the sweeping reform of the medical device regime currently being
undertaken at an EU level, the MHRA has noted that there is now a unique opportunity for the UK to
review the MDR 2002 (which is based on EU retained law) and improve how medical devices and IVD
medical devices are regulated in the UK post-Brexit.

As part of this, the Medicines and Medical Devices Act 2021, which came into force on 11 April 2021, vests
power in the MHRA to allow them to make amendments to the existing regime in the UK, the MDR 2002.

The MHRA’s response to the consultation sets out the current intention for the UK’s future Medical Device
Regulations, which includes the following changes:

E Manufacturers should undertake a “readiness” review of their product portfolio to include an analysis

of the implications of the UK’s future Medical Device Regulations on device classification and ensure
that their medical device conforms with the device’s classification assessment. Manufacturers should
use the response document to the consultation as a guide for the changes that will be implemented in
the UK.

[ Manufacturers whose products are not currently in the scope of the MDR 2002 or who are at risk of a
change in classification, should consider whether they may now be brought into the scope and,
whether their product meets the more stringent requirements. This is particularly the case for
borderline products and aesthetic products claiming no medical purpose. The latter would include
dermal fillers, which will now be classified as a medical device.

[ There remains a relatively small number of UK-approved bodies for carrying out conformity
assessments and it is understood that current lead times are long. Therefore, steps should be taken
now to put in place assessments where required.

[: Manufacturers must have in place an appropriate QMS. Although the MHRA have expressed that they

will be providing further guidance on specific requirements, stakeholder responses to the consultation
have confirmed that the requirements should align with the EU MDR, EU IVD Regulation, and ISO
13485.

[ Manufacturers should take steps to ensure that they have, within their organization, at least one
qualified person with qualifications or regulatory experience that exceeds the minimum standards that
would be set out in the UK’s future Medical Device Regulations. It is the MHRA’s intention to require
that SMEs have a qualified person permanently and at their continual disposal to ensure that
appropriate regulatory support will be available to them.

E Manufacturers should ensure that their post-market surveillance meets the strengthened
requirements which will be outlined in the UK’s future Medical Device Regulations.

[ Developing and maintaining good ongoing relationships with the MHRA and conformity assessment
bodies will ensure manufacturers are better placed to respond to future regulatory changes.

[ Consider and create unity between any newly implemented EU requirement, where possible, to limit
differing risk profiles across the regions.

Looking for a smarter way to manage product compliance? Speak with our experts today.
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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.

‘ o : Compliance & Risks

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.

Contact us:
info@complianceandrisks.com

Stay in touch:

Kennedys

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

Contact us:

contactus@kennedyslaw.com
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