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Artificial intelligence is no longer a future promise in medical devices—it’s the present. The FDA
authorized a record 295 Al/ML-enabled medical devices in 2025, bringing the cumulative total to 1,451
authorized devices since tracking began. That trajectory is accelerating—and the regulatory frameworks
governing these technologies are evolving just as rapidly.

For MedTech companies developing, investing in, or commercializing Al-driven products, the regulatory
landscape of 2026 looks fundamentally different from even two years ago. Here’s what you need to
know.

From One-Time Approval to Lifecycle Oversight

The FDA’s traditional approach to device regulation was built for static products—review once, approve
once. But adaptive Al algorithms that learn and evolve after deployment don’t fit that model. The agency
has responded with a fundamental shift toward Total Product Lifecycle (TPLC) oversight for Al-enabled
devices.
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The centerpiece of this shift is the Predetermined Change Control Plan (PCCP), formalized through the
FDA’s August 2025 final guidance. A PCCP allows manufacturers to describe planned future modifications
to their Al algorithms—and receive FDA approval for those changes upfront, at the time of the original
submission. This means companies can iterate their algorithms without filing a new 510(k) for every
update, as long as changes fall within pre-approved boundaries.

The Bottom Line: Companies that build PCCP readiness into their product design from Day 1 will
iterate faster, engage reviewers more effectively, and reach market sooner than competitors still
operating under the old submit-and-wait paradigm.

Five Developments Reshaping the Regulatory Playbook
]

1. Al Lifecycle Draft Guidance (January 2025)

The FDA published its first comprehensive draft guidance specifically for Al-enabled devices, covering
marketing submission requirements and lifecycle management. If finalized, it will establish how
manufacturers must document, validate, and maintain Al devices throughout their entire product
life—not just at the point of approval.

2. Real-World Evidence Barriers Removed (December 2025)

The FDA eliminated a major barrier to using real-world evidence (RWE) in device submissions.
Manufacturers can now submit de-identified data from cancer registries, EHR networks, and insurance
claims databases—without always providing individually identifiable patient records. This opens the door
to faster, broader evidence generation from the vast datasets already being collected across the
healthcare system.
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3. SaMD and Clinical Decision Support Updates (January 2026)

The FDA updated its guidance on Clinical Decision Support software and General Wellness products,
expanding enforcement discretion for certain prediction tools and exempting some non-invasive
wearables from regulation. The agency also withdrew its SaMD Clinical Evaluation guidance, signaling a
recalibration of the policy framework that may create broader pathways for lower-risk digital health
products.

4. Quality Systems Harmonized with ISO 13485 (February 2026)

The FDA’s new Quality Management System Regulation (QMSR) became effective on February 2, 2026,
incorporating I1SO 13485:2016 by reference. This harmonizes U.S. manufacturing requirements with the
international standards most other regulators already follow—reducing compliance burden for
companies operating globally while making risk management a foundational requirement for all device
manufacturers.

5. Cybersecurity Requirements Elevated (February 2026)

Revised cybersecurity guidance now treats device security as integral to safety and effectiveness.
Manufacturers are expected to adopt security-by-design, maintain a software bill of materials (SBOM),
conduct threat modeling and penetration testing, and design devices for timely patch deployment. For
Al-enabled connected devices, cybersecurity is no longer a box to check—it’s a core regulatory
expectation.

The Global Picture: EU Al Act and Beyond
]

The regulatory shift is not only happening in the United States. The European Union’s Al Act—the world’s
first horizontal regulation for artificial intelligence—classifies most Al-enabled medical devices as
high-risk systems, with core obligations taking effect in August 2026. Companies targeting both the U.S.
and EU markets will need to satisfy FDA requirements alongside the MDR, IVDR, and the Al Act’s
demands for data governance, algorithmic transparency, human oversight, and post-market monitoring.

* X %
* *

* Al ACT %

* *
* 4 *

Cahir Solutions | Tampa, FL | cahir.ai | Page 3



cahir.ai

Meanwhile, the International Medical Device Regulators Forum (IMDRF) released its Strategic Plan
2026-2030, reaffirming the push toward global regulatory convergence. The direction is clear: regulators
worldwide are moving toward stronger oversight of Al, greater emphasis on lifecycle accountability, and
deeper requirements for data integrity and transparency.

What MedTech Leaders Should Be Doing Now
[ ]

These regulatory shifts are not future risks—they are current requirements. Companies that treat them
as strategic opportunities rather than compliance burdens will capture meaningful advantages:

e Design for lifecycle from Day 1. Incorporate PCCP planning and adaptive validation into your
initial product architecture, not as an afterthought.

¢ Leverage real-world evidence. Build partnerships with registries and health data networks now
to accelerate evidence generation under the new, more permissive FDA framework.

¢ Engage the FDA proactively. Use Pre-Submission meetings, the Breakthrough Devices Program,
and the Regulatory Accelerator to establish transparent dialogue before formal review.

¢ Plan for dual compliance. If you serve both U.S. and EU markets, design unified architectures
that satisfy FDA, MDR/IVDR, and Al Act requirements simultaneously.

¢ Invest in transparency. Companies that go beyond minimum disclosure requirements—with
clear bias audits, performance reporting, and clinician-facing documentation—will build durable
trust with regulators, providers, and patients.

e Strengthen cybersecurity posture. Treat security as a product feature, not a compliance task.
Documented SBOMs, threat models, and patch management signal maturity to both FDA
reviewers and hospital procurement teams.
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The opportunity is clear: the companies that embed regulatory foresight into their product strategy
today will be the ones that lead in market access, stakeholder trust, and competitive differentiation
tomorrow. The FDA’s evolving frameworks are not obstacles to innovation—they are the
infrastructure for it.

About Cahir Solutions

Cahir Solutions is a Tampa-based consulting and technology firm specializing in data-driven evaluation, digital
health modernization, and Al-enabled solutions. We partner with health systems, MedTech companies, and
government agencies to scale technology-enabled care models that improve outcomes, patient experience, and
operational performance. Learn more at cahir.ai.
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