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Regulatory & Compliance Strategy

Nobody writes a regulatory strategy that commits them to doing the bare minimum required by regulation to get
a product to market and leave compliance activity to the last moment, but in practice this happens far too often.
Unfortunately, a sad truth appears to be that when faced with competing pressures to bring a device to market,
many innovators will focus on the technology and potential reimbursement without timely regard to compliance.

Demonstrating an appropriate understanding of your regulatory requirements in your early-stage business
plan and pitch deck, will differentiate you from competitors, set an appropriate tone and increase your value
proposition.

A regulatory and compliance strategy should set the tone for your stakeholders to take you seriously. We think it
should show that you understand the regulatory and compliance challenges associated with your product and
product families in your chosen markets and it should set out how you plan to address these. So, in short we
recommend even a one-page strategy evidences:

e an appropriate understanding of your chosen market pathways and regulatory considerations.
e confirm your approach to regulation and compliance, and
e includes a credible roadmap for execution.
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Regulatory & Compliance Strategy

Where there is a potential for ambiguity as to whether the intended use of your products and claims fall within the
remit of medical device regulations or not, we think it is important to show adequate consideration and a
defensible position, especially for well-being software.

It is also important to be mindful of other compliance activities needed to satisfy potential customers not just of
the regulatory activity required to place a product on the market. In the UK this includes compliance with
additional NHS standards for patient safety, data privacy, and digital technology. It may include registration with
the Care Quality Commission for treatments. Across most jurisdictions data privacy and quality management
governance will be required.

Once these parameters are established, a strategy should include credible resourcing and if possible costed plan
for execution. Timescales may be difficult to articulate in early stages, but a sensibly staged and prioritised
roadmap for execution should be included.

We've set out an example of a one-page regulatory and compliance strategy statement for a software as a
medical device manufacturer seeking to enter the UK and additional markets with an uncertified quality
management system already in place, and an example pathway for a class 2 device, but feel free to reach out if
you'd like a more detailed regulatory and compliance strategy or some helpful advice.
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An exemplary 1-page Regulation and
Compliance Strategy

Our regulatory and compliance strategy embodies our focus on patient safety and is designed to ensure

compliance with market access requirements.

We will comply with all general safety and performance requirements for our chosen markets. We will achieve
compliance by doing the right thing at the right time, ensuring our devices is safe and performant for its intended
use. We will implement and certify our governance and processes against international standards for quality
management, information and cyber security risk management, usability, and safe use of artificial intelligence
(15013485, 1SO27001, 1ISO42001).

Our regulatory and compliance roadmap includes placing our device in the UK, United States and European
markets. Our device is active, non-invasive software as a medical device with a defined medical purpose and
iIntended use characteristic of clinical decision support.* We have identified predicate devices which will underpin
our market access pathways.

We expect our device to be classified as a Class2a device under Rule xx* of the UK Medical Device Regulations and
anticipate an external conformity assessment will be required to obtain UKCA marking in accordance with Annex i

of MDR.
We expect to be able to enter the US market using a 510(k) pre-market approval pathway.

We expect our device to be classified as a class 2a device under Rule xx* of the EU Medical Device Regulations and
anticipate an external conformity assessment will be required to obtain CE marking in accordance with Annex IX of

the regulations.
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lllustrative UK market access pathway

UK MHRA
Clinical Trial
Cybersecurity Controls
Usability
Post Market Surveillance
NHSMARKET | Gkt
ACCESS
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External cost considerations

Product Placement:

- 13485 Certification Body

- Cybersecurity Assessment

- Usability/Human Factors
Assessment

- Clinical Trials{Investigations

- Notified Body Conformity

Assessment

NHS

- Digital Technology
Assessment Criteria
compliance

-CyberEssentials certification

*may be required dependent
on device characteristics and

reimbursement strategy
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About us

At Deviceology we on a mission to make medical device compliance easy.
We provide self-service compliance guidance and regulatory support for

medical device manufacturers, and health organisations.

We aim to solve your Al governance, certification, compliance, digital clinical
safety and market access challenges, so you can focus on
delivering innovation, bringing and safely maintaining products in your

chosen markets.

We're passionate about doing things the right way and delivering

pragmatic, value-adding insight and assurance. Our services include
regulatory strategies, market access, reimbursement models, product
registration and post market surveillance for major markets including

Europe, UK, U.S, Brazil, Japan, Australia and Canada,




