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| THE FDA'S OWN Al HALLUCINATED

The FDA's Own Al
Hallucinated

If the most sophisticated regulatory body on earth cannot prevent its own Al from
fabricating outputs, what makes any biopharma organization believe it can?

The FDA deployed an Al chatbot called "Elsa" to answer regulatory questions. It
fabricated answers. It cited guidance documents that did not exist. It generated
procedural instructions that contradicted actual FDA policy. The FDA's own artificial
intelligence hallucinated — and the FDA was the one using it.

This is not a hypothetical risk. This happened. The question is not whether Al
hallucination will create liability in biopharma. The question is how much damage it
does before organizations deploy containment infrastructure.

The regulator's hallucination problem is your organization's hallucination
problem.
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| THE STRUCTURED LIABILITY

The Structured
Liability

Al hallucination creates four distinct categories of organizational liability. Each
compounds independently.

The Four Liability Categories

@ Clinical Liability. Al outputs that influence treatment decisions based on
fabricated evidence. A single hallucinated drug interaction in a patient summary
can cause direct bodily harm.

@ Regulatory Liability. Submissions, filings, or compliance determinations based on
hallucinated guidance. The FDA's own Elsa chatbot demonstrates this is not a
downstream risk — it starts at the regulatory source.

® Financial Liability. Investment decisions, M&A diligence, or market analysis built
on fabricated data points. When Al invents a competitor timeline or fabricates a
trial result, capital allocation decisions are corrupted.

® Reputational Liability. Board presentations, investor communications, or public
statements containing Al-generated fabrications. The reputational cost of a single
exposed fabrication can exceed the financial cost of the underlying decision.

Each category compounds independently. Organizations without containment
infrastructure are exposed on all four simultaneously.
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| BODILY HARM

Bodily Harm Is No
Longer Theoretical

The WHO has issued direct warnings: precipitous Al adoption could cause patient harm.

The World Health Organization has issued direct warnings about Al adoption without
verification infrastructure. The Lancet found that Al systems accept fabricated medical
advice as factual 47% of the time. Reuters documented Al-generated medical content
passing peer review and entering clinical literature. Al-generated X-rays have fooled
board-certified radiologists. The boundary between real and fabricated evidence is
dissolving.

$2.3 Billion. peloitte/Tufts cSDD, 2023]

Fully capitalized cost per drug, discovery to FDA approval. A single hallucinated data
point in a regulatory submission can delay a filing by 6-18 months.

47% Acceptance Rate. (npjDigital Medicine, 2025]

The rate at which Al models accept fabricated medical advice as factual. This is not an
edge case. This is the baseline operating condition.

Al-generated X-rays have fooled board-certified radiologists. Synthetic
evidence is entering clinical literature. The boundary between real and
fabricated is dissolving.
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| THE LEGAL CHAIN

The Legal Chain
Is Forming

When an Al system generates a hallucinated clinical recommendation and a patient is
harmed, the liability chain includes everyone.

Product liability frameworks are being adapted to fit Al-generated outputs. The
liability chain extends from the Al vendor to the deploying organization to the
individual who acted on the fabricated information to the executive who approved
deployment without verification. Each link in the chain is exposed.

The Emerging Legal Standard

Emerging legal precedents are establishing that "we didn't know it was fabricated" is
not a defense when verification was available and not deployed. The standard is shifting
from "did you know?" to "could you have known?"

The legal question is not whether your Al hallucinated. It is whether you had
the infrastructure to detect it and chose not to deploy it.
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| THE DOLLAR COST

The Dollar Cost

Every uncontained hallucination carries a price. Most organizations never calculate it.

What a Single Hallucination Can Cost

® A fabricated drug interaction in an Al-generated patient summary causes physicians
to withhold therapy. Modeled liability: $50M+ per incident before class action.

@ Aninvented positive endpoint convinces an executive team to allocate $200M to a
failing program. Modeled equity impact: 40% stock decline.

@ A misattributed regulatory precedent causes a submission strategy around guidance
that does not exist. Modeled delay: $340M in lost exclusivity.

@ A hallucinated competitor timeline convinces BD they have 18 months. They have 6.
Modeled lost deal: $1.2B licensing opportunity.

® Anoverlooked safety signal buried in Al-summarized adverse event reports goes
undetected. Modeled recall cost: $800M+ with permanent reputational damage.

The cost of a single uncontained hallucination exceeds the cost of deploying
containment infrastructure by orders of magnitude.
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| ADVERSARIAL MANIPULATION

Adversarial
Manipulation

Al systems are not just unreliable. They are exploitable.

The Authority Trap

Al systems believe lies more readily when they look medical. When fabricated information
is formatted as peer-reviewed literature, Al systems accept it at dramatically higher
rates. This was documented by Reuters and confirmed by Lancet analysis.

This means bad actors can deliberately inject false information into Al training
pipelines and outputs. Competitive intelligence can be poisoned. Regulatory guidance can
be fabricated. Clinical evidence can be manufactured.

Without Containment Infrastructure

Without systematic verification, there is no difference between real evidence and well-
formatted fabrication. Your organization's Al cannot distinguish between a genuine
PubMed abstract and a synthetic one designed to mislead.

Your Al does not evaluate truth. It evaluates pattern. Without verification,
pattern and truth are indistinguishable.
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| HUMAN REVIEW MYTH

"Our People Will
Review It"

The most dangerous sentence in biopharma Al adoption.

This is the most common organizational response to hallucination risk. It is
insufficient for four reasons:

® Volume exceeds capacity. Al generates outputs at a rate that makes systematic
human review impossible without infrastructure. A single analyst reviewing Al
summaries will miss 60-80% of fabricated claims.

® Fabrications are invisible. Hallucinated citations look identical to real ones
without systematic cross-referencing against primary sources. Human reviewers
cannot distinguish them by inspection.

@ Confirmation bias amplifies risk. Reviewers tend to accept outputs that align with
their expectations. Al-generated content that confirms existing hypotheses
receives less scrutiny — precisely when it should receive more.

® No audit trail exists. Without structured containment, there is no record of what
was reviewed, by whom, what was changed, and what was accepted. This makes
liability defense impossible.

Human review without infrastructure is a liability amplifier, not a defense.
It creates the illusion of verification without the substance.
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| CONTAINMENT ARCHITECTURE

The Containment
Architecture

This is not a dashboard. This is not a chatbot. This is a Decision Integrity Engine.

a Global Signal Ingestion

ClinicalTrials.gov, FDA/JEMA/MHRA/PMDA, PubMed, SEC filings, USPTO/WIPO
patents, conference abstracts, news. Continuous: real-time + scheduled
polling across 40+ source categories.

e Normalization & Context Engine

Entity recognition, timeline mapping, relationship linking, de-
duplication. Output: clean, structured intelligence graph.

e Truth Validation Engine

Multi-source triangulation (minimum 2-source agreement). Source
weighting: regulator > journal > news > Al inference. Provenance
tagging: every claim traceable.

o Hallucination Containment System

Detect Al assertions without source backing. Cross-check against
validated knowledge graph. Flag synthetic/unverifiable claims. Block or
downgrade unreliable outputs. No unverified intelligence reaches a
decision-maker unflagged.

e Risk & Signal Scoring Engine

Signal Strength (0-100), Confidence Level, Strategic Impact, Time
Sensitivity. Output: High Priority Alerts, Medium Monitoring, Low
Priority Background.

e Decision Delivery System

Role-based output: Exec dashboards, BD competitor timelines, Regulatory
precedent maps, R&D citation briefs, Individual practitioner daily
briefs.

a Memory & Learning Loop

User feedback, corrections, decision outcomes feed back continuously.
Confidence scoring refines daily. Institutional memory never resets.
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| THE BOARD QUESTION

The Board Question

The question is no longer 'should we use Al for intelligence?' The question has changed.

Can we demonstrate to regulators, investors, and patients that our Al-
generated intelligence has been systematically verified before it influenced
any decision?

If the answer is no, the organization has uncontained hallucination liability. Every
board presentation that contains Al-generated analysis. Every regulatory submission
informed by Al outputs. Every clinical decision supported by Al summaries. All of it is
exposed.

AimwellBio exists because this question must have a defensible answer. The system is
deployed. The infrastructure is operational. The only question is when your organization
decides the risk of operating without it exceeds the cost of deploying it.

Contact

investors@aimwellbio.com | inquiries@aimwellbio.com

aimwellbio.com
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