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Turn the healthcare Al regulatory wave into market
advantage through governance built for scale and trust.

Healthcare and Life Sciences’ (HLS) next Al advantage will not
come from building more models. It will come from governing
Al products, assistants, and agentic workflows with enough

transparency, control, and evidence to earn trust.
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The window to govern Al in HLS
is already open

e Al now shapes diagnostics, claims, drug discovery, coding, and patient engagement across HLS
enferprises.

e Regulationis no longer a question of ‘if". It is already here, arriving from several directions at once.

e The real challenge is scaling Al responsibly without slowing innovation or building compliance debt that is
costly to unwind.

e Enterprises that embed governance into Al delivery will scale trusted use cases faster, with less friction.

Why the market is shifting now

Healthcare Al now sits inside workflows that affect clinical decisions, utilization management, patient access,
and provider productivity. That expansion changes the risk profile. At Brillio, our HLS teams help clients
industrialize Al responsibly, embedding governance, observability, security, explainability, and compliance

directly into products, platforms, and operating models. Here’s why we believe the market is shifting:

* Alis moving closer to patient-impacting workflows. When it influences diagnosis, triage, treatment, or
coverage, tolerance for opacity drops sharply.

* GenAl adoptionis accelerating. Clinical copilots and patient chatbots introduce hallucination, prompt
manipulation, protected health information (PHI) leakage, and inconsistent answer quality.

* Agentic Al is creating new control challenges. As agents trigger actions and retrieve data, enterprises
must define limits, intervention points, and audit trails.

* Regulators are applying existing laws to new Al behaviors. Device oversight, civil rights enforcement, and
consumer protection now govern Al-enabled decisions.

* Trust is becoming a commercial requirement. Buyers, clinicians, and patients expect evidence of safety,

fairness, and accountability before adoption scales.

Al governance should be treated as an enterprise capability, not a compliance
checkpoint. Enterprises that embed governance into Al delivery will move faster
because they can approve, monitor, and scale trusted use cases with less friction.
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Regulation is here, arriving from every direction

Unlike the EU, the US has no single comprehensive federal Al law currently. Instead, oversight is emerging at
once from the Food and Drug Administration (FDA), the Department of Health and Human Services (HHS), the
Centers for Medicare and Medicaid Services (CMS), the Federal Trade Commission (FTC), and a fast-growing

patchwork of state rules.

Regulatory front What it means for HLS enterprises Enterprise action required How we add value

. Al func.’rioning as device software Map use cases to exposure; define Al product engineering, model
FDA LU “:‘ed'c"l needs I|fecyc|e. c.onfrols for validation and change-control plans lifecycle governance, and audit-
device oversight updates, retraining, and before deployment. ready documentation.
monitoring.
. Clinical algorithms create civil rights Test for bias, document human oversight Responsible Al frameworks, bias
HHS and CMS fairness exposure if they bias outcomes or rights, and monitor .demogrqphlc testing, explainability, and clinical
expectations replace clinical judgment. performance over time. oversight design.
T E— Al claims and patient-facing outputs Review Al communications, Al risk assessments, GenAl
rofecﬁol:\ scrutin must not mislead, discriminate, or d!scflosures, Jr.'"(’"“"g'dc'TCI risks, and guardrails, prompt governance, and
P! Y defy explanation. digital experiences. privacy controls.
Multi-state operators face Build a regulatory-change intake Governance operating model,
State-level Al rules uneven notification, disclosure, process and reusable compliance control taxonomy, and workflow
and oversight requirements. patterns across jurisdictions. implementation.

The implication is clear. Healthcare Al governance must now cover the full lifecycle, from intake and risk

classification through validation, monitoring, incident response, and retirement.

Two market signals enterprises cannot ignore

O1. Bias can hide inside neutral design choices

The 2019 healthcare algorithm bias case shows why responsible Al must be embedded early. The model
used historical spending as a proxy for illness severity. Because less had been spent on Black patients due
to systemic inequities, it underestimated their needs. The issue was not intentional discrimination; it was an
untested design assumption. The lesson is direct: review input variables, objectives, and proxy measures

through clinical, ethical, and regulatory lenses before deployment.

02. Automated decisions without oversight create risk
Scrutiny around alleged Al-supported denials in Medicare Advantage shows how fast Al risk becomes
regulatory, reputational, and legal risk. When Al influences coverage or care access, enterprises need

transparency, human oversight, decision traceability, escalation paths, and post-deployment monitoring.
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Al risk no longer belongs only to data science teams. It now belongs equally
to the CEO, CIO, Chief Medical Officer, Chief Compliance Officer, Chief Legal
Officer, Chief Risk Officer, and business unit leaders.

Seven moves from ad-hoc Al to trusted Al

A wait-and-see posture is no longer viable. HLS organizations should move from ad-hoc reviews to an
enterprise operating model for trusted Al, practical enough for product tfeams and rigorous enough for

compliance, clinical, security, and legal stakeholders.

O1. Build a complete Al inventory
Create a central inventory of models, GenAl tools, vendor-embedded Al, owners, patient impact, and
regulatory exposure. Include Al hidden inside electronic health record (EHR) upgrades and revenue-cycle

platforms.

02. Classify Al use cases by risk
Segment by clinical impact, patient exposure, automation level, PHI use, and whether the system

recommends or executes actions.

03. Establish governance with authority
Cross-functional bodies need real authority to approve, pause, remediate, or retire Al systems that create

unacceptable risk.

04. Embed controls into delivery
Build controls into the lifecycle: data readiness, model validation, bias testing, explainability, security review,

human oversight, and production monitoring.

05. Monitor after deployment
Al performance drifts as populations, practices, and workflows change. Enterprises need ongoing

monitoring for performance, fairness, safety, usage, and business impact.

06. Govern GenAl and agents explicitly
These require added controls: retrieval grounding, content safety filters, PHI protection, hallucination

testing, bot disclosure, action boundaries, and audit trails.

07. Engage regulators and stakeholders early
For high-impact use cases, early dialogue with legal, compliance, clinical leadership, and regulators reduce

late-stage rework and improves adoption confidence.
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The path from experimental Al to a governed

enterprise

Maturity stage

STAGE 1
Experimental Al

STAGE 2

Controlled Al

STAGE 3

Operational Al

STAGE 4

Trusted Al

STAGE 5

Governed Agentic
Enterprise
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Typical behaviour

Pilots run in silos with limited
controls.

Priority use cases reviewed by
compliance, legal, clinical, and
security.

Governance embedded info product
delivery and MLOps workflows.

Models and GenAl continuously
monitored for performance, fairness,
and safety.

Agents operate within action
boundaries, oversight rules, and
auditable workflows.

Risk profile

Hidden Al use, inconsistent
validation, unclear ownership.

Controls exist but stay manual
and inconsistent.

Better traceability but
monitoring stays fragmented.

Stronger audit readiness and
user tfrust.

Higher autonomy raises the

need for formal accountability.

Create Al inventory and
governance intake.

Standardise risk classification and
release gates.

Automate monitoring, evidence,
and exception handling.

Scale reusable patterns across
functions and geographies.

Implement agent control tower,
policy-as-code, and incident
response.



Making Al trust measurable: Our approach

We help HLS enterprises move from reactive compliance to proactive, scalable, trusted Al adoption. Our
differentiator combines healthcare domain context, product engineering, cloud and data modernization,

Responsible Al, GenAl engineering, and enterprise governance into one delivery model.

Enterprise need Brillio support model

Al strat d di Opportunity assessment, risk sesgmentation, operating Clear prioritization of high-value use cases with
sirategy andreadiness model design, and roadmap definition. the right governance depth.

Responsible Al governance Control frameworks, policy alignment, risk reviews, Stronger accountability, audit readiness, and
and decision rights. stakeholder confidence.

AT e T Retrieval groundl.ng, prompt governance, content safety, PHI Safer Ger.1AI odop’rlop across.cllnlccl,
controls, and action-boundary design. commercial, and patient-facing use cases.

Al engineering and MLOps Model lifecycle automation, monitoring, and PCCP- Faster deployment with stronger quality and
ready change management. traceability.

Data and platform Data governance, cloud engineering, observability, A reliable data foundation for scalable,

modernization and lineage. compliant Al

Continuous monitoring and Bias monitoring, drift detection, explainability, and Al Reduced regulatory exposure and improved

assurance incident response. model performance.

Proof of trusted Al in action: Here are a few
success stories

Clinical Al with guardrails

For a major oncology network, we built a conversational assistant that helps clinicians search approved
treatment guidelines. Responses stay grounded in validated sources, unsafe queries are filtered, patient
data is excluded, and low-confidence responses route for human review.

Impact: Accuracy improved from 79% to 98.75%, with thousands of clinicians using it daily.

Pharmacovigilance at scale, with human oversight

For a global biopharma company, we automated adverse event intake, coding, and narrative generation
while routing uncertain cases for expert review before submission.

Impact: Case processing dropped from 15 days to under 24 hours, with 5x higher throughput and stronger

compliance quality.
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Explainable cloud security
For a global biopharma company, we built a tool that scans cloud infrastructure, identifies vulnerabilities,
reviews impacted code, and recommends remediation with full audit trails.

Impact: Manual remediation effort fell by 80%, and security operations became 5x faster.

We enable HLS enterprises to make Al trust measurable, through clear ownership,
auditable controls, explainable outputs, compliant delivery, secure platforms, and
continuous monitoring. That’s the value-add we've demonstrated in the above
wins.

Trusted Al will separate leaders from laggards

The Al regulatory wave is not a temporary compliance cycle. It signals that healthcare Al has entered a new
phase of maturity. Enterprises that treat governance as an afterthought will face fragmented controls,
delayed launches, and regulatory exposure. Those that build governance into strategy, engineering, and
operations will scale Al safely and confidently. The winners will not be the ones that deploy fastest in isolation.
They will be the ones that can prove their Al is safe, fair, explainable, secure, auditable, and aligned to

business outcomes.

Governance is not the brake leaders may assume

Many treat Al governance as a compliance checkpoint that slows delivery. But
governance embedded into Al delivery is what lets enterprises approve, monitor,
and scale trusted use cases faster, not slower.

What leaders must action immediately to
leverage governance as a tool

e Treat Al governance as a growth enabler, not a blocker.

*  Move from model-by-model reviews to enterprise Al lifecycle management.

e Build governance patterns that cover classical Al, GenAl, and agentic Al.

e Make every high-impact Al system traceable, explainable, monitored, and accountable.
e Design for regulatory variability across federal agencies and state-level requirements.

e Create reusable controls that product teams can adopt without slowing innovation.
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About Brillio

Brillio is The Enterprise Al Accelerator helping Fortune 1000 companies move from Al ambition to
scaled impact, faster. Powered by our Al accelerator platform - Agentic Data and Application
Management (ADAM), Brillio is one of the fastest-growing digital technology service providers,
delivering transformation across five core workstreams: business-led transformation, customer
experience transformation, Al and data engineering, digital engineering, and infrastructure
engineering.

With 14 delivery locations across North America, Europe, and Asia and a team of over 6,000
customer-obsessed professionals, Brillio combines deep industry expertise, modern engineering,
and accelerators to deliver measurable outcomes. Headquartered in Dallas, Texas, Brillio serves
clients globally with a commitment to speed, scale, and measurable impact.
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