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ver the last year, medical device companies have

continued to innovate and develop more complex

products to diagnose, treat, monitor, and prevent
medical conditions. The industry is evolving as these
devices become smarter, more connected, and

increasingly part of everyday life. This is changing how
care is delivered, allowing for earlier detection and
ongoing monitoring outside traditional clinical settings.

We’re seeing consumer electronics that have diagnostic
or monitoring capabilities, like the Apple Watch, blur the
line between wellness tools and regulated medical
devices, prompting the FDA to update guidance on these
devices and raise expectations for safety and validation.
Additionally, remote patient monitoring continues to rise,
giving clinicians more continuous access to patient data
while also calling attention to the need for more robust
cybersecurity measures to protect that sensitive data.

Artificial intelligence (Al) continues to play an increasingly
central role, helping companies improve product
development and testing and powering devices that
analyze data in real time. And of course, the medical
device industry isn’t immune to ongoing supply chain
uncertainty and evolving tariff policies.

In this report, we dive into the complexity of medical
devices today and the impact to the industry in 2026 and
beyond.
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In the last few years, wearable fitness trackers have added i

novel functionality to providing health and wellness metrics at

patients’ fingertips. Users can track more than just steps on a watch or hours slept. Wearable devices like the
Apple Watch enable continuous heart rate monitoring, track sleep apnea, and capture other critical health
metrics. The newest Apple Watch even includes features that allows users to track blood pressure and
identify cases of hypertension, which is significant given that almost 1 billion people worldwide live with high
blood pressure, often without a diagnosis.

These new monitoring and diagnostic features have the potential to be lifesaving, especially for undiagnosed
conditions. However, as patients receive this health information almost instantaneously, it’s imperative that
the data and collection methods are accurate.

Apple has worked closely with the FDA on its health-enabled features on the Apple Watch, including sleep
apnea monitoring, irregular heart rhythm notifications, and the hypertension notification, which has received

FDA approval. Moving forward, companies must invest in regulatory expertise and continue to collaborate
with the FDA in such a rapidly evolving regulatory environment.

Over the last several years, consumer electronics have also increasingly implemented health tools that blur
the line between wellness products and medical devices. Now, the convergence has extended in the
opposite direction, as medical device companies like Dexcom introduce innovations such as the first
over-the-counter continuous glucose monitor, Stelo.

Marketed to adults who aren’t taking insulin, Stelo allows individuals to proactively track their blood sugar
levels and identify potential risks earlier. For individuals with limited access to care or inadequate health
insurance, tools like Stelo can also offer valuable diagnostic insight and increased visibility into their health.
According to the Stelo website, the product is marketed toward adults who aren’t taking insulin and can be
purchased by anyone seeking additional information on their glucose levels.

However, while these technologies can enhance awareness and detection, they’re intended to complement,
not replace, guidance from a healthcare provider.
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https://www.stelo.com/en-us/how-it-works
https://www.stelo.com/en-us/how-it-works
https://investors.dexcom.com/news/news-details/2024/Stelo-by-Dexcom-First-Glucose-Biosensor-to-be-Cleared-by-FDA-as-Over-the-Counter/default.aspx
https://www.fda.gov/media/90652/download
https://www.accessdata.fda.gov/cdrh_docs/pdf25/K250507.pdf
https://www.accessdata.fda.gov/cdrh_docs/pdf23/K231173.pdf
https://www.accessdata.fda.gov/cdrh_docs/pdf23/K231173.pdf
https://www.reuters.com/business/healthcare-pharmaceuticals/apple-used-ai-uncover-new-blood-pressure-notification-feature-watch-2025-09-19/#:~:text=But%20data%20from%20those%20studies,Bhatt%20said%20in%20an%20interview.
https://www.fiercebiotech.com/medtech/apple-aims-catch-1-million-hypertension-cases-1-year-new-apple-watch
https://www.fiercebiotech.com/medtech/apple-aims-catch-1-million-hypertension-cases-1-year-new-apple-watch
https://www.accessdata.fda.gov/cdrh_docs/pdf20/K201525.pdf
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMN/pmn.cfm
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMN/pmn.cfm

TREND 2
Expansion of Remote

Patient Monitoring
Elevates Cybersecurity

Requirements

Wearable devices such as wellness trackers and continuous
glucose monitors can now collect and analyze health data
24 hours a day, expanding what’s possible with remote
patient monitoring: a practice in which patient data is
collected at home with healthcare providers accessing the
data, providing a fuller view of patient health as opposed to
traditional, episodic care.

When health and wellness features are embedded into
devices people already use, patients are more likely to stay
engaged and actively participate in their own care.
Software-enabled devices, including the Apple Watch and
Dexcom’s Stelo, enable data sharing with healthcare

providers, making it easier for patients and clinicians to view
trends over time, supporting earlier detection and leading to
more informed medical decisions.

However, this also raises important questions about how
that data is shared and protected. As remote patient

monitoring becomes more common, it’s increasingly
important that these systems are capable of safely handling
and protecting sensitive health information. While greater
access to real-time patient data has its benefits, it cannot be
implemented without considering risks, including security

breaches.

In response to this growing risk, the FDA has issued new
guidance on ensuring cybersecurity in medical devices prior
to marketing the device. Adhering to this guidance is
essential for companies developing connected health
technologies, helping ensure that sensitive patient
identifying information and patient health information is kept
secure.
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https://www.fda.gov/media/119933/download
https://www.fda.gov/media/119933/download
https://clarkstonconsulting.com/insights/cybersecurity-in-medical-device/
https://clarkstonconsulting.com/insights/2024-medical-device-industry-trends/
https://clarkstonconsulting.com/insights/2024-medical-device-industry-trends/
https://www.stelo.com/faqs/using-stelo/what-is-dexcom-clarity-for-stelo
https://support.apple.com/guide/iphone/share-your-health-data-iph5ede58c3d/ios
https://www.oracle.com/health/remote-patient-monitoring/
https://www.oracle.com/health/remote-patient-monitoring/
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As artificial Intelligence (Al) continues to become more prominent
across the life sciences and healthcare industries in particular,
medical device companies are applying it in two distinct ways: Al
within the business for internal operations and R&D, and Al to
power products that directly impact patient care.

As the landscape of available data continues to increase, medical device companies are finding unique
applications of Al to accelerate R&D and support quality and compliance. For example, Johnson & Johnson is
leveraging Al to simulate and test their surgical robotics, improving performance and reliability before
deployment. However, realizing these benefits depends on a strong data foundation that enables reliable
analysis and organizational adoption, ensuring those Al insights can be trusted and acted upon.

At the same time, the number of Al-enabled medical devices continues to increase, especially in devices that
continuously collect, store, and transform data. Devices such as ECG-enabled watches rely on Al to analyze
signals and detect and report patterns in near real time. In cases like this, Al is enabling automated data

analysis and insights and influencing clinical information/patient outcomes. As a result, the bar has been
raised for greater validation and oversight of these devices.

Recognizing that need for greater regulatory guidance, the FDA recently published final guidance for
devices with Al-enabled software, acknowledging the challenges and impacts of Al on the total product
lifecycle (including validating software) and seeking feedback to develop additional guidance on measuring

device performance.

As Al technologies continue to advance and the field rapidly changes, medical device companies must
continuously engage with the FDA to stay aligned with emerging guidance and ensure compliance. They’ll
also need to be prepared to adapt as regulatory expectations continue to evolve.
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https://www.fda.gov/medical-devices/digital-health-center-excellence/request-public-comment-measuring-and-evaluating-artificial-intelligence-enabled-medical-device
https://www.fda.gov/medical-devices/digital-health-center-excellence/request-public-comment-measuring-and-evaluating-artificial-intelligence-enabled-medical-device
https://clarkstonconsulting.com/insights/pccp-for-ai/
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/marketing-submission-recommendations-predetermined-change-control-plan-artificial-intelligence
https://www.medtechdive.com/news/fda-ai-medical-devices-growth/728975/
https://clarkstonconsulting.com/insights/change-management-for-genai-adoption/
https://www.medtechdive.com/news/jnj-nvidia-monarch-robot-urology/804057/

TREND 4
Tarifts Impacting Pricing R {/é':?

1 > = 0 - g0
and Medical Device Yi i 5
Supply Chai = N
upply Chains e
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prices, treatments, and medical devices alike. As millions of : D
Americans face increasing healthcare prices, some patients may turn .
to self-monitoring devices to better understand and manage their

health outside of traditional care settings. At the same time, broader
economic forces are adding new challenges that could further strain

=
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access and affordability for medical device supply chains.

Tariffs introduce an additional layer of uncertainty for American
patients and providers by driving up costs and increasing the risk of
supply chain disruption. Many medical devices rely on
semiconductors and other globally sourced components, making
them particularly vulnerable to tariffs and related shortages.

Disruptions could have direct consequences for patient care,
affecting everything from wearable monitoring devices to

pacemakers and medical imaging equipment.

Hospitals are also exposed to these pressures, with over $75 billion
in medical supplies imported in 2024. Tariffs on these essential

supplies may result in cost increases, delayed availability, or both.
Smaller and regional hospital systems are especially at risk, as they
often have less flexibility to absorb price increases or source
alternatives. These pressures are likely to reach patients who will
see higher out-of-pocket costs or constraints on quality and

timeliness of care.

In response, medical device companies should take a more
proactive approach to supply chain resilience, as tariffs, geopolitical
tensions, and natural disasters remain ongoing realities. By

reevaluating sourcing strategies and identifying areas of
opportunities — such as using onshore suppliers or leveraging
advanced technologies like Network Design Optimization and digital
twins — companies can better anticipate disruptions and strengthen
their capabilities to deliver devices during times of uncertainty.
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https://clarkstonconsulting.com/insights/digital-twins-for-retail-customer-experience/
https://clarkstonconsulting.com/insights/digital-twins-for-retail-customer-experience/
https://clarkstonconsulting.com/insights/supply-chain-built-for-the-future/
https://home.ecri.org/blogs/ecri-blog/10-ways-healthcare-supply-chain-leaders-can-mitigate-tariff-challenges
https://clarkstonconsulting.com/insights/impact-of-hurricane-helene-on-the-medical-supply-chain/
https://www.ahrmm.org/executive-summary/tariffs-impact-us-health-care
https://www.ahrmm.org/executive-summary/tariffs-impact-us-health-care
https://www.healthaffairs.org/content/forefront/tariffs-added-strain-us-health-care-system
https://www.aamc.org/news/health-care-sector-braces-supply-chain-uncertainty-changing-tariff-policies
https://www.aamc.org/news/health-care-sector-braces-supply-chain-uncertainty-changing-tariff-policies
https://www.microchipusa.com/industry-news/the-role-of-semiconductors-in-medical-devices?srsltid=AfmBOorKg6epNB8LxqJkFygJkj1Y7cX6igKbj5lqdUev1VpjtS5ldtqC
https://www.microchipusa.com/industry-news/the-role-of-semiconductors-in-medical-devices?srsltid=AfmBOorKg6epNB8LxqJkFygJkj1Y7cX6igKbj5lqdUev1VpjtS5ldtqC
https://www.knobbe.com/blog/u-s-tariffs-and-the-medical-device-industry/
https://www.ama-assn.org/about/ama-research/trends-health-care-spending
https://info.clarkstonconsulting.com/medical-device-share-group

Looking Ahead

Medical devices companies continue to embrace digital technologies, allowing patients and healthcare
providers to make informed decisions regarding patient care. Continuous monitoring and Al-driven insights
are giving patients and providers greater visibility into health trends and potential risks, helping shift care
beyond isolated clinical encounters.

As these technologies become more embedded in everyday care, the responsibility to balance innovation
with trust grows. Staying aligned with evolving regulatory expectations, and treating data security and patient
safety as foundational requirements rather than afterthoughts, will be critical as companies continue to bring
new, connected devices to market.

Consider engaging with our quality and compliance experts to navigate changes in regulatory requirements.

ABOUT CLARKSTON CONSULTING

Businesses across the life sciences industry partner with Clarkston Consulting to enhance strategic

decision-making, improve operational efficiencies, implement new technologies, and promote business growth

and market diversification. Leveraging deep functional and industry expertise, our people discover, design, and
deliver solutions that fit your business, your goals, and your future. At Clarkston, your purpose is our purpose.

For more information about how we can help your company, please contact us.
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