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THE PROBLEM OF UNSTRUCTURED OBSERVATION

Clinical care is filled with observation — yet almost none of it is scientific. Each clinician
interprets differently, documents differently, and codes differently. What one physician calls
“improvement,” another records as “stable.” What one system stores as structured data,
another hides in text.

This variation is natural for human care — but toxic for computational learning. Unstructured

observation cannot be reproduced, verified, or validated. It breaks the fundamental rule
of science: repeatability.

THE MISSING INGREDIENT: DESIGN

The Observational Protocol (OP) is Circle’s answer to this fragmentation. It reintroduces
method where healthcare had lost it.

Each OP defines:

What variables must be observed (structured, coded, and clinically relevant).

When they should be collected (timepoints that reflect disease or recovery trajectory).

How they must be validated (automated or human confirmation loops).

Why the data matters (linkage to outcomes and learning objectives).

This structured logic ensures that every observation has both context and continuity —
the two prerequisites for reliable real-world evidence.
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FROM OBSERVATION TO PROOF

Most datasets describe what happened; few can prove it. Proof requires lineage: a record

of who observed, when, how, and under what conditions.
By embedding that lineage into each data point, Circle transforms raw clinical data into
verifiable evidence objects. Every observation includes provenance metadata and can be

traced from its creation to its use in an Al model or regulatory submission.

In this way, the OP framework does for healthcare what laboratory methods do for science —
it turns experience into reproducible truth.

THE SELF-CORRECTING MECHANISM

Each OP is not static but self-evolving. When new evidence suggests a better measurement,
the protocol can be versioned without corrupting prior data. Every update is logged,
creating a transparent audit trail of scientific refinement.

This creates a living research framework — one that evolves as medicine advances but

retains continuity across versions.

Al systems trained on OP-based data inherit this lineage automatically, allowing models to
be updated safely and audited continuously.

WHY PROTOCOL LOGIC MATTERS TO Al

Machine learning systems thrive on consistent logic. If the inputs vary in definition or
structure, model performance degrades and explainability vanishes. The OP framework

provides the logical scaffolding that Al requires:

¢ Uniform definitions enable cross-site learning.
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¢ Longitudinal timepoints allow for outcome-based validation.
e Version control preserves comparability across updates.

The result is Al that learns from designed data, not accidental patterns — intelligence that is
explainable because its inputs are.

STRATEGIC OUTCOME

The logic of Observational Protocols is the logic of credibility. It turns unstructured medical
practice into a reproducible scientific process. Each OP is both a method and a governance
mechanism — one that ensures every clinical insight is supported by data that can prove
itself.

For healthcare organizations and Al developers alike, this represents the foundation of
trustworthy intelligence: not more observation, but better observation.

KEY TAKEAWAYS
Stakeholder Practical Implication
Clinicians & Adopt structured OP frameworks to ensure observations are
Researchers standardized, reproducible, and auditable.
Health Systems Treat protocols as living governance tools that preserve data

quality and version integrity over time.

Investors & Recognize OP-based data as a mark of maturity — the bridge
Regulators between routine care and validated evidence.
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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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