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THE MYTH OF GROUND TRUTH

In artificial intelligence, “ground truth” is a comforting phrase. It implies certainty —
a dataset so accurate it can serve as the foundation for learning and validation.
But in healthcare, ground truth rarely exists.

Medical data is riddled with uncertainty: incomplete documentation, subjective
interpretation, delayed outcomes, and variable coding. Even “gold-standard” clinical studies

depend on human adjudication and retrospective reconciliation.

The result is that Al systems claiming to learn from ground truth are often learning from
educated guesswork. To make medicine computable, we must first make it provable.

WHY GROUND TRUTH MATTERS

Ground truth is not just a technical concept — it's a governance function. It determines
whether an Al prediction is trustworthy, a regulatory submission defensible, and a scientific
conclusion reproducible.

Without verifiable reference points, healthcare cannot evaluate model performance, ensure
patient safety, or maintain regulatory compliance. In medicine, false certainty is worse than

no certainty at all.

The future of evidence-based Al depends on architectures that can generate, validate, and

preserve ground truth continuously.

THE CIRCLE ARCHITECTURE

Circle builds ground truth from the ground up — literally. Its design integrates three mutually
reinforcing layers:
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e Observational Protocols (OPs): Define exactly what variables to capture and how
to measure them.

¢ Provenance Layer: Records when, where, and by whom data was captured, including

consent lineage.

e Validation Engine: Continuously checks data consistency, completeness, and integrity
across time.

Together, these layers ensure that every record is both traceable and verifiable, creating
a permanent link between observed fact and digital representation.

This turns data from static documentation into living evidence.

FROM APPROXIMATION TO PROOF

Traditional Al approximates ground truth through statistical consensus — the average

of many imperfect inputs. Circle replaces consensus with confirmation.

Because every observation is verified at capture and linked to its clinical outcome, the data
itself becomes self-validating. This enables genuine ground truth: not inferred, but proven.

When used in Al model training or regulatory review, Circle datasets offer what others cannot —
the ability to retrace every conclusion back to origin.

THE REGULATORY HORIZON

Global regulators now recognize that model safety depends on dataset traceability.
The FDA's 2025 draft on Al/ML in Medical Devices explicitly emphasizes “documented
ground truth generation processes.”

Similarly, EMA and NIST frameworks call for lineage preservation and version control.
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Circle’s architecture meets and exceeds these standards by design, enabling automated
documentation of data source, evolution, and validation state.

What was once a compliance requirement becomes a built-in property of infrastructure.

STRATEGIC OUTCOME

Architecting ground truth is the cornerstone of credible Al and reproducible science.
It transforms uncertainty into structure, speculation into evidence, and data into durable
capital.

Circle’s innovation is not a new algorithm — it's a new foundation:
a self-verifying evidence architecture where every data point can defend its own truth.

In medicine, where lives depend on accuracy, that foundation is not optional — it’s
existential. Ground truth is the product.

KEY TAKEAWAYS
Stakeholder Practical Implication
Clinicians & Use Circle's architecture to ensure every data point can be
Researchers traced and verified.

Replace retrospective data cleaning with continuous,

Health Systems protocol-driven validation.
Investors & View traceable ground truth generation as a defining feature
Regulators of credible Al infrastructure.
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GET INVOLVED OR LEARN MORE — CONTACT US TODAY!

If you are interested in contributing to this important initiative or learning more about how you
can be involved, please contact us*:

@ RegenMed | www.rgnmed.com

4 circles@rgnmed.com

*If the links do not work for you, please download the PDF.
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