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The administrative burden is the pre-existing
condition.

Physicians lose 66 minutes a day to documentation. Prior auths crawl through
fax queues. Revenue cycles bleed at every payer handoff. None of that is a
clinical problem. It is an architecture problem. Agentic Al is the first technology
that can sit across fragmented systems and orchestrate the whole journey, not
just answer one question at a time.

Why this matters now

Most healthcare Al lives inside a single workflow. A scribe here, a denial-prediction model
there. The compounding value comes when agents work across the EHR, the claims
platform, the call center, and the field. That is the work an Al Officer owns: the architecture
decisions that turn isolated wins into a measurable lift in clinician hours, DSO, and patient
outcomes.

Your last Al pilot got board approval. Did it ever pass the safety committee?

SOPHIZO - HEALTHCARE & LIFE SCIENCES PLAYBOOK SOPHIZO.NET - PAGE 1



Al in healthcare is regulated as a medical device,
a privacy risk, and a clinical-safety question. All
three at once.

Beyond the six global regimes, healthcare & life sciences carries the overlays below. Each
one has its own enforcement model and its own evidence expectation.

FDA SaMD FDA Software as a Medical Device + Al/ML Action UNITED STATES, FDA
Applies to. Any Al intended to diagnose, treat, monitor, or inform clinical decisions.

Key obligation. 510(k), De Novo, or PMA pathway. Predetermined Change Control Plan for adaptive
ML. Real-world performance monitoring.

Evidence. Clinical validation studies, software bill of materials, change control logs, post-market
surveillance reports.

HIPAA Al HIPAA + OCR Al Guidance UNITED STATES, HHS OCR @

Applies to. Any Al that processes Protected Health Information for treatment, payment, or
operations.

Key obligation. Business Associate Agreements covering Al vendors. Minimum necessary access.
Audit logs. Risk analysis covering Al-specific threats including model inversion and re-identification.

Evidence. BAAs with Al vendors, access audit logs, risk analysis documentation, breach response
procedures.

EU MDR/IVDR EU MDR + IVDR with Al Act overlay EUROPEAN UNION

Applies to. Al-enabled medical devices and in vitro diagnostics placed on the EU market.

Key obligation. Notified Body conformity assessment. Class lla or higher for most Al-enabled
devices. Dual compliance with Al Act high-risk obligations.

Evidence. Technical file, clinical evaluation report, post-market clinical follow-up, Al Act conformity
assessment.

US state Al health us state Al-in-health laws (CA SB 1120, UNITED STATES, STATE-LEVEL
IL HB 5527, NY) ELEVATED

Applies to. Health-plan utilization management, prior auth, and clinical decision support in regulated
states.
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Key obligation. Physician oversight requirements for Al denials. Patient disclosure when Al is used in
clinical decisions.



Four capability domains. One operating layer.

Clinical Documentation 02 Revenue Cycle and Prior
Orchestration Authorization
e Ambient scribing tied to EHR actions e Autonomous prior-auth submission and
follow-up

e Auto-coding with provider review

e Differential-diagnosis support with e Denial prediction at point of service
citations e Payer-specific claim repair

e Note-quality scoring for compliance e DSO compression of 20 to 35 percent

If a malpractice attorney subpoenaed your Al audit trail tomorrow, what
would they find?
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Capability domains, continued.

Care Coordination and & Drug Discovery and Life-
Patient Journey Sciences Workflow
e Multi-agent care-plan orchestration e Literature triage and target validation
e Discharge follow-up that actually closes e Trial-protocol drafting with regulator-
loops ready citations
e Risk-stratified outreach with HITL e Real-world evidence synthesis
escalation

e CRO and sponsor handoff agents
e Bilingual patient-communication agents
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What production deployments look like at scale.

10 to 150 to $1M+
42% 300% ANNUAL GAIN PER SITE

IN MATURE PILOTS
DOCUMENTATION TIME PRODUCTION ROI WITHIN
RECOVERED 9 TO 18 MONTHS

Production-stage benchmarks compiled from the AHA Center for Health Innovation, Deloitte 2024 Global Health Care Outlook, and
Gartner agentic-Al tracking (2024 to 2025). Your spread depends on EHR vendor, payer mix, and whether coding is treated as a
billing function or a clinical one.

The Al Officer Mandate.

Three responsibilities a Fractional Al Officer owns from day one in healthcare & life
sciences.

0l 02 03

Clinical safety guardrails. FDA, HIPAA, and state- Ethical personalization

Every agent action level compliance built that respects patient

logged, reviewable, and into the workflow, not autonomy and avoids

reversible by the bolted on at audit. algorithmic

clinician of record. discrimination in care
pathways.
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How a Sophizo engagement starts in Healthcare

& Life Sciences.

DAYS 1 TO 30

Diagnose

MAP THE OPERATING
REALITY

e EHR integration audit
(Epic, Cerner, Athena) and
HL7/FHIR feasibility scan

e Revenue cycle bottleneck
map by payer and DSO
impact

e Clinical safety committee
briefing and HITL
boundary draft

e Documentation baseline
on three service lines

What we will not do.

Architect
DESIGN THE AUTONOMY
BOUNDARY

Agent permissions and

escalation policy

Evidence file and audit
trail design

First production pilot

scoped with rollback plan

Cross-functional
governance committee
charter

DAYS 61 TO 90

Operate

SHIP AND INSTRUMENT

e First agent in production
with HITL controls

e Operator coaching and
policy refinement

e P&L instrumentation by
use case

e Quarterly review cadence
established

We do not stand up your CDI program, run HIPAA Privacy Officer responsibilities, or replace
your Epic implementation team. We do not recommend autonomous prescribing or
autonomous discharge. Both still belong to a human signature. We pass on engagements

where the CMIO and CIO cannot agree on which of them owns the Al roadmap, because
that disagreement is the work, and we do not show up to a fight that has not been called

yet.
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Five things the board needs to hear about Al in
healthcare.

Five cited insights for the next risk-committee meeting. Each one is sourced.
Each one is what an experienced Al Officer would put in front of the board if
they walked in tomorrow.

Administration is the dominant spend. Al scribing alone will not move it.

US healthcare administration consumed roughly one in four dollars of total spend in 2023.
Documentation tools are necessary but insufficient. The compounding savings come when agents
work across the EHR, the claims platform, the call center, and the field. Treat scribing as the entry
point, not the destination.

Source. Cutler, Health Affairs 2022; CMS National Health Expenditure Accounts 2024.

Physician burnout is the strategic risk. Documentation is the proximate
cause.

AMA's 2024 benchmarking shows 49 percent of physicians reporting burnout, with documentation
cited as the leading driver. Replacement cost runs $500K to $1M per physician. Permanente Medical
Group reported a 27 percent reduction in documentation time across more than 10,000 clinicians
using ambient Al. The retention case beats the productivity case.

Source. AMA 2024 Physician Burnout Benchmarking Report; The Permanente Journal 2024.

Prior authorization wastes more than 25 billion a year in pure admin
friction.

CAQH's 2023 Index puts electronic prior-auth adoption at just 31 percent. AMA's 2024 survey found
94 percent of physicians reporting care delays from PA processes. Agentic PA submission and follow-
up compress decision cycles from weeks to days and shift the work from clinical staff back to the
orchestration layer where it belongs.

Source. CAQH 2023 Index; AMA 2024 Prior Authorization Physician Survey.
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Two more, then the framework.

Your HIPAA risk perimeter is now your vendor stack.

HHS OCR's 2024 breach portal shows roughly 70 percent of HIPAA breaches involving 500 or more
records traced to third-party vendors. Every Al vendor you onboard is a Business Associate, whether
you papered it that way or not. The right BAA, sub-processor list, and segregation policy belong on
the Al Officer's desk, not buried in procurement.

Source. HHS Office for Civil Rights Breach Portal 2024, HIPAA Journal 2024 Annual Breach Report.

Continuous-learning SaMD changes the deployment math.

FDA's Predetermined Change Control Plan framework (Aug 2024) lets sponsors pre-clear iterative ML
updates without filing a new submission for each change. That makes adaptive clinical Al tractable for
the first time and raises the bar on documentation discipline. Health systems buying SaMD now need
to ask which PCCP a vendor operates under.

Source. FDA, Predetermined Change Control Plan for Al/ML-Enabled Devices, August 2024.
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The Clinical Safety Ladder.

Every clinical Al use case sits on one of five rungs of human oversight. Place

each one deliberately, write the policy in plain English, and the safety
committee stops being the project blocker it is in most health systems.

RUNG 1
Retrieval

Information lookup with no signature required. Literature, guidelines, internal protocols.

RUNG 2
Drafting

Agent produces notes, letters, queries. Clinician edits and signs.

RUNG 3
Recommendation

Agent surfaces a suggested action. Clinician approves before commit.

RUNG 4
Workflow

Agent executes admin actions. Clinician reviews exceptions on a fixed cadence.

RUNG 5
Autonomy

Reserved. No agent operates at this rung for direct patient care in current practice.
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From John Utley.

| have never met a CMIO who thinks the answer is
another scribing vendor. They want one architecture
that protects the chart, satisfies the OCR, and gives
the clinician their evening back. That is not a
procurement decision. That is an operating model
decision.

John Utley
FOUNDER, SOPHIZO - SEATTLE, WA

John Utley founded Sophizo to give growth-stage companies the Al and revenue architecture work
historically reserved for the Fortune 500. He writes and advises on agentic Al governance, predictive
forecasting, and operating-model design for boards and operators across healthcare & life sciences and
adjacent sectors.
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Test your operating picture against these.

1 2 3

Your last Al pilot got If a malpractice attorney When a clinician

board approval. Did it subpoenaed your Al overrides an agent
ever pass the safety audit trail tomorrow, recommendation, who
committee? what would they find? in your org learns from

the override?

Frequently asked questions.

How do you ensure clinical safety with autonomous agents?

Every agent operates under explicit human-in-the-loop policies. The clinician of record approves anything
that touches a chart, a prescription, or a treatment plan. Audit trails are immutable. We design escalation
rules before we deploy a single agent. Not after.

Will this work with our legacy EHR?

Yes. We integrate with Epic, Cerner, Athena, Meditech, and most regional EHRs through HL7/FHIR or read-
only mirrors when an integration partner is not available. Legacy does not mean immovable. It means we
plan around it.

What is the realistic payback period?

Most clients see measurable ROl within 9 months on revenue-cycle automation and within 12 months on
documentation. Drug-discovery use cases run longer. 12 to 24 months. Because the value is back-loaded
into trial outcomes.

If this maps to your operating reality, we should
talk.

The Diagnostic Sprint is two weeks. Board-ready output. Tailored to healthcare & life
sciences.

ENGAGE INDUSTRY PAGE
sophizo.net/checkout/diagnostic- sophizo.net/industries/healthcare- john@sq
sprint life-sciences




Primary research behind this brief.

Every claim, statistic, and citation in this playbook traces back to one of the primary
sources below. Pressure-test any of them with your team. We have done the same.

01. Cutler DM. "Reducing Administrative Costs in U.S. Health Care."
Health Affairs, 2022.

02. Centers for Medicare and Medicaid Services.
National Health Expenditure Accounts, 2024.

03. American Medical Association.
2024 Physician Burnout Benchmarking Report.

04. CAQH.
2023 CAQH Index: Industry Adoption of Electronic Administrative Transactions.

05. American Medical Association.
2024 Prior Authorization Physician Survey.

06. US Department of Health and Human Services, Office for Civil Rights.
Breach Portal, 2024.

07. US Food and Drug Administration.
Predetermined Change Control Plan for Al/ML-Enabled Devices, August 2024.

08. AHA Center for Health Innovation.

Al in Health Care Brief, 2024.

Editorial note. This brief is a field reference compiled by Sophizo Research. It is not legal, accounting, or clinical advice. Cite the
primary regulator guidance for binding interpretation. Where statistics are quoted, the most recent published figure as of early 2026
is used.
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