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THE PROBLEM WITH EPISODIC VALIDATION

Traditional healthcare validation is episodic. Audits occur quarterly, trials conclude annually,
models are revalidated after failure. Between these checkpoints, systems drift — datasets
age, assumptions change, and unnoticed errors multiply.

By the time discrepancies are detected, it's often too late to correct them without rebuilding
the dataset or retraining the model. This pattern is slow, costly, and reactive.

Healthcare cannot afford to treat validation as a maintenance event. It must be
continuous.

WHY GROUND TRUTH MATTERS

Validation isn't just a compliance requirement — it's the basis of clinical reliability. If data
can't prove its integrity in real time, no downstream decision, prediction, or regulatory claim
can be fully trusted.
Continuous validation ensures that:

e Errors are detected at the moment of creation, not discovery.

¢ Provenance is confirmed as data evolves.

¢ Models trained on that data remain explainable and safe.

It replaces “trust but verify” with verify always.

HOW CIRCLE AUTOMATES VALIDATION

Circle embeds validation directly into the architecture of data generation.
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Every observation captured through an Observational Protocol (OP) is automatically
checked for completeness, structure, and consent alignment.

When anomalies appear — a missing value, inconsistent unit, or temporal gap — the system
flags the issue instantly. Validation isn't delegated to post-hoc teams; it's enforced

by the data layer itself.

Each correction or update is logged in the record’s lineage, maintaining a transparent trail of
integrity across time.

The result: a dataset that self-verifies as it grows.

CONTINUOUS VALIDATION FOR Al

For Al developers, this architecture closes the loop between training, deployment, and
revalidation. Models can reference the same provenance metadata used in clinical workflows,
ensuring traceability between training data and real-world use.

When model drift is detected, retraining can occur automatically on verified, up-to-date
subsets of data — preserving regulatory compliance without interrupting clinical service.

Circle transforms Al from a static artifact into a living, auditable system.

REGULATORY AND ECONOMIC IMPACT

Regulators are moving toward continuous oversight models — ongoing proof of model
performance and data lineage, not just pre-market validation. Circle’s design anticipates
this evolution, offering institutions a ready-made framework for real-time auditability.

Operationally, continuous validation reduces rework, accelerates regulatory submission, and

enables scalable RWE generation. Economically, it converts compliance from an expense
into a predictable performance advantage.
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STRATEGIC OUTCOME

Continuous validation marks the completion of the Circle Method: a self-sustaining
ecosystem where every observation, outcome, and update strengthens the credibility
of the whole.

By making validation a function of system design — not a recurring task — Circle closes
the trust gap that has long separated healthcare data from scientific proof.

In an era defined by accountability, Circle turns validation into velocity — and credibility
into infrastructure.

KEY TAKEAWAYS
Stakeholder Practical Implication
Clinicians & Gain real-time visibility into data completeness and quality,
Researchers ensuring reproducible outcomes.

Reduce audit burden and regulatory lag through continuous,

Health Systems | | Jilt-in validation workflows.
Investors & Reduce audit burden and regulatory lag through continuous,
Regulators built-in validation workflows.
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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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