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—— THE ARGUMENT

Healthcareis notarace.
It is a safety-critical environment
defined by fiduciary duty, ethical
intent, and regulated risk.

Al governance must be treated as foundational infrastructure,
not a bureaucratic accessory. Organizations that build on
frameworks, transparency, and structured oversight reduce future
liabilities, prevent safety events, and protect the most valuable
currency In healthcare: human trust.

SPEED WITHOUT GUARDRAILS PRODUCES

Inaccurate diagnostics Biased triage Inappropriate recommendations
Unanalyzed edge cases Explainability failures Consent breakdowns
Privacy violations Fractured clinical trust

Where failure costs lives, not users, “‘move fast and

break things" isn't merely irresponsible. lt's dangerous.
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—— THE FALSE TRADEOFF

Speed vs.frameworks is the
wrong question.

The real question: what type of speed are we optimizing for?

O1: SHORT TERM 02 :-LONG TERM
Construction Speed Scaling Speed
Deploy tools quickly e Build on standards, policies,

and oversight
Bypass assessment,

documentation, testing e |nvest iIn documentation,

L . validation, monitoring
Prioritize automation over

assurance e Align with regulators,
Insurers, accreditors

Sustainable advantage:

Fast initial gains, high deferred expansion across sites, service
risk, like building a hospital lines, and use cases without
without electrical codes. rework or litigation.

No framework = slow later.

Organizations with frameworks scale 10x faster because they avoid retrofitting

governance, re-architecting data pipelines, legal halts, safety events, penalties,
lawsuits, vendor disputes, and media crises.
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—— WHY HEALTHCARE IS DIFFERENT

Healthcare cannot adopta
consumer-tech mindset.

CONSUMER TECH ASSUMES HEALTHCARE IS THE

OPPOSITE
Users are not vulnerable

e Patients are vulnerable
Stakes are low

e Stakes are high
Decisions are reversible

e (Qutcomes are irreversible
Errors are tolerable

e Errors cause harm
Liability is minimal

e Liability is shared

Al fallure here can harm patients, delay diagnoses, trigger EMTALA or
HIPAA violations, and damage trust at scale.

HEALTHCARE ENTITIES MUST FUNCTION UNDER

Ethical non-maleficence Clinical accountability Regulatory compliance

Informed consent Safety-first culture

This moves the conversation frominnovation strategy to
risk governance.

Healthcare operates under a different moral compact: first, do no harm. Al must
coexist with that obligation, not override it.
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—— THE REGULATORY CONVERGENCE

Regulators, standards bodies, and
Insurers are converging on
frameworks.

ISO/IEC 42001 NIST AIRMF

Structured organizational controls for Al Measurement and risk-mitigation lens
management systems

EUAIAct OECD Al Principles

Risk-tiered requirements for medical Al International government alignment
FDA GMLP HIPAA & 21st Century Cures
Good machine learning practices for Data governance impacts

software as a medical device

Joint Commission & CMIS Insurance Underwriting
Clinical safety and compliance Evidence of Al governance as a condition
expectations of coverage

Alis not simply software. Alis a risk-bearing decision
system.

Risk-bearing systems require documented intent, defined accountability, validation,
change control, monitoring, training, and oversight. This is the logic that brought
quality systems to pharma and safety management to aviation.
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—— LIABILITY

Governanceis a liability firewall.

When Al makes recommendations, the liability stack shifts. Without
governance, responsibility becomes ambiguous, and ambiguity is

litigation.
WITHOUT GOVERNANCE GOVERNANCE DOCUMENTS
e \Vendor says the provider e System purpose and limits

misused the model :
e Responsible actors

e Provider says the vendor

) e Validation & monitoring
misrepresented the product

. . : e Change history and controls
* Physician says leadership J y

forced unsafe workflows e Human override mechanisms

This evidentiary trail reduces legal exposure, supports regulatory audits
and malpractice defense, protects physicians who rely on Al, and
establishes a chain of accountability.

Insurance markets are moving toward a simple reality:

No governance -> ho coverage.
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—— THE OPERATING PHILOSOPHY

Human-in-the-Room Al

Machines will not replace clinicians. The sustainable model is Al that
augments rather than replaces clinical judgment, resting on three

operational pillars.

PILLAR ONE

Decision support, not decision authority

Al can propose, but humans dispose. Machines pattern-match; humans contextualize.

PILLAR TWO
Explainability for safety
If a physician cannot explain Al reasoning, they cannot defend the clinical decision.

Lack of explainability undermines documentation, informed consent, and shared
decision-making.

PILLAR THREE

Accountability requires a human agent

Regulation assigns duty to licensed clinicians, patients expect human accountability,
and malpractice law hinges on human reasonableness.

Al without humans breaks trust. Al with humans builds
trust.

In practice the model acts as a last line of defense, a validation layer, a liability buffer,
and a quality control mechanism, preserving dignity as well as preventing error.
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—— THE REAL CONSTRAINT

Regulationisn't the constraint.
Trustis.

Trust operates across four layers, and adoption collapses the
moment any one of them falls.

o Patient Trust

a Clinician Trust

Patients reject Al-driven systems they Clinicians reject tools that feel unsafe,
don't understand, that feel add workload, threaten autonomy, or
dehumanizing, where harm events lack transparency.

emerge, or where consent is unclear.

a Leadership & Board

n Public Trust

Leadership rejects systems that create Societal expectations matter, especially
uninsured exposure, conflict with after a single headline event.

regulatory guidance, or lack governance

maturity.

Governance is not a constraint oninnovation. ltis the
enabling condition for innovation.

When trust erodes, adoption collapses. When trust strengthens, adoption
accelerates.
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—— THE ECONOMICS

Cost of failure vs. cost of prevention

WHEN Al FAILS GOVERNANCE INVESTMENT

e Wrongful death or injury e Risk frameworks & model
claims documentation

e Malpractice settlements & e Validation & testing

regulatory fines e Monitoring infrastructure

e Operational pauses and

Workf Al lit
model recalls ’ OTRIOTEE reracy

e PData quality management
e Cyber/privacy breach quatity g

penalties e Policy creation & internal

. .. audit
e C(Clinician attrition &

reputational damage

e Premium increases and
halted partnerships

Chaotic and exponential Predictable and linear

High-profile failures create systemic chilling effects: one hospital’s
iIncident becomes every hospital's fear.

Aviation does not wait for crashes to build safety

systems. Healthcare must adopt the same logic.
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—— THE OPERATING MODEL

A framework-based maturity path for
deployment

n Strategy & Scope a Policy & Procedure
Define intended clinical and Al usage policies, model lifecycle
operational use, establish a management, change control,
governance charter, assign access and privilege controls.

responsible owners.

a Regulatory & Ethical Risk & Mitigation
Clinical validation requirements, Failure mode analysis, dataset and
consent and communication, bias model hazards, vendor risk,
standards, data protection. incident response procedures.

a Workforce Literacy o Continuous Monitoring
Clinicians trained to interpret Model drift detection, performance
outputs, leadership trained to degradation, audit trails and
governrisk, IT trained to monitor logging, post-market surveillance.
systems.

Governance is not a static policy binder. Rt is a living

organizational capability.
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—— SHARED RESPONSIBILITY

Governanceisn't only the hospital's
job.

Risk originates upstream in development, alongside in procurement,

and downstream in claims. Four external groups must become

fluent.
Builders & Vendors Auditors & Assurance
Must show framework alignment, model Must evaluate Al as risk-bearing
documentation, clinical validation infrastructure: model lifecycle, data
evidence, change control, privacy-by- lineage, drift monitoring, documentation
design, and bias testing. sufficiency.
OR: SLOWER SALES, LOST DEALS OR: OPINIONS THAT MISS THE RISK
Investors & Acquirers Insurers & Underwriters
Governance maturity now predicts Expect validation, human oversight,
scalable enterprise value, deeper diligence, monitoring, framework compliance, and
defensible exits, and accurate risk pricing. supply-chain controls before writing

OR: POST-ACQUISITION REMEDIATION coverage.

OR: EXCLUSIONS AND DENIED CLAIMS

The governance multiplier: better tools, better
assurance, better capital allocation, better risk

containment.

Governance is the shared language of responsible healthcare Al ecosystems.
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—— THE PATH FORWARD

Theright question is no longer
"How fast can we deploy Al?"

Frameworks enable innovation
Oversight prevents harm
Human-in-the-room preserves trust
Governance protects institutions
Transparency protects clinicians
Accountability protects patients

It is: “"How do we build Al that clinicians trust, patients accept,
regulators approve, insurers underwrite, and society embraces?”

The answer, now and In the future, begins with governance.

Full white paper by Viv Babber, MD

Adapted from “The Imperative of Al Governance in Healthcare: Frameworks,

Oversight & Human-Centered Assurance”, aligned with themes from Al On Call, a
governance and regulatory intelligence briefing for healthcare executives and
boards.

Educational and informational purposes only. Not medical, legal, financial, or investment advice. Readers should
verify information independently and consult qualified professionals. © 2026 Al Sync.
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