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Executive summary

n early 2025, two
biopharmaceutical
companies lost a
combined $50 million in regulatory
settlements and saw stock
declines exceeding 70% within 24
hours of receiving FDA Complete
Response Letters (CRLS).

In both cases, the disclosure
inconsistencies that precipitated these
oufcomes were visible in public records and
detectable by AI systems for months to
years before the consequences
materialized. These were not clinical

failures. They were governance failures.

For boards and senior executives in 2026,
disclosure of clinical research information

to the US Securities and Exchange

Commission (SEC), conferences or trial
registries will no longer be merely a
compliance function. Nondisclosure is
becoming a measurable enterprise risk
that directly affects company valuation,
regulatory timelines, and personal liability
exposure. The question is no longer
whether disclosures will be audited for

consistency; it's whether your organization

Nondisclosure is
becoming a
measurable
enterprise risk that
directly affects
company valuation,
regulatory timelines,
and personal liability
exposure.

Three structural developments have converged to make disclosure alignment a

measurable enterprise risk:

* Regulatory transparency is now global and interconnected: The US Food and

Drug Administration (FDA) has started fo publish CRLs; agencies like Health

Canada and the European Medicines Agency (EMA) release complete clinical

study reports (CSRs), and over 50 global registries interconnect data in real

time. Protocol amendments, trial completion date changes, and study results

are now publicly visible.

* AI makes disclosure auditing automatic: Agentic systems can cross-check

registries, SEC filings, press releases, and presentations, scoring consistency and

flagging gaps constantly.

* Misalignment is proving to be a leading indicator: Disclosure gaps have

preceded regulatory setbacks in documented cases, with pafterns emerging

months or even years before enforcement actions materialize.

will discover the gaps before regulators,

investors or plaintiff attorneys do.

For the leaders of biopharmaceutical
companies, the implications are that
disclosure risk is now computable and that
disclosure integrity can impact enterprise

valuation. Organizations that treat

disclosure as a sfrategic governance

function, rather than a mere compliance

task, can benefit from faster regulatory
reviews, stronger investor confidence, and
reduced corporatfe and personal litigation

exposure.



Quantifiable consequences

isclosure discipline now
affects both regulatory
credibility and market
valuation in ways that were not
measurable five years ago.

The consequences of misalignment are
quantifiable: Companies with inconsistent
disclosure practices face extended review
cycles as regulators scrufinize contra-
dictions among available sources. These
patterns inflate risk premiums as investors
account for uncertainty, trigger stock
volatility when discrepancies emerge
publicly, and create litigation exposure
when stakeholders identify material
omissions or conflicting statements across

disclosure channels.

In confrast, synchronized disclosures deliver

measurable competitive advantages.

Organizations that maintain consistent,
proactive disclosures across all channels
experience faster approvals as authorities
spend less fime resolving contfradictions and
more time evaluating science. This discipline
translates fo lower costs of capital as
investors factor in reduced regulatory and
reputational risk and strengthen investor
confidence through a commitment to
stakeholder communication, leading to

valuation premiumes.

Credibility, once
intangible, can now
be a continuously
audited metric.

From a governance perspective, disclosure

alignment demonstrates that leadership

regards fruthfulness as a system-level
discipline rather than merely a submission-
level obligation. In 2026, when public data

define reputation faster than executive

communication can correct it, credibility
will become a continuously measurable

and continuously audited metric.




2026: AI makes disclosure consistency computable

ntil recently, evaluating
disclosure integrity
required manual,
expert review, comparing
disclosures on ClinicalTrials.gov,
SEC filings, presentations, and
press releases to detect
inconsistencies based on
experience and judgment.

Since this is a laborious process, it has not
been employed at scale. However, agentic-
Al systems can now inferpret both
structured and unstructured information,
from registry data fo SEC filing narratives,
as well as the content and tone of
presentations and press releases. These
fools can identify omissions, semantic

shifts, and timing inconsistencies across

thousands of programs simultaneously. AI
can operate confinuously, flagging
material changes within hours of their
public appearance and scoring them for

investment and regulatory risks.

The implications are significant:

¢ Speed: What once required weeks of specialized due diligence, if it was done af
all, can now be a continuous operation, allowing investors to adjust valuation
models dynamically as new information is released.

* Scope: Enfire therapeutic portfolios, not just individual pivotal trials, can be
evaluated for disclosure discipline, enabling systematic risk assessment across
competitors and sectors.

* Accountability: Every public statement leaves a digital footprint that AI can
cross-verify against other sources, making inconsistency instantly visible and

creating a permanent audit trail.

When disclosure is machine-verifiable at
scale, consistency is the new credibility.

The same AI capability that allows
investors to model risk more efficiently also
increases exposure for organizations with
inconsistent disclosures. Regulators,
journalists, analysts, and plaintiff atforneys
can now identify discrepancies and
material omissions almost instantly,
transforming disclosure from a
refrospective compliance exercise into real-

time accountability.



Cross-source risk assessment

nalysts and investors

can now quantify Forward-looking life

disclosure quality using sciences companies
systematic risk ratings to score should anticipate that
discrepancies across registries, ratings like DARI may
SEC filings, and communications. come to rank.

One such framework is Citeline’s disclosure alignment risk index (DARI),

a composite score that assesses multiple dimensions (see the index):

* Regulatory risk (protocol compliance, endpoint consistency, timing)
* Disclosure risk (cross-platform synchronization, statement accuracy)
* Reputational risk (promotional tone, omitted caveats)

* Litigation exposure (material omissions, indications of intent)

* Commercial impact (timeline delays, exclusivity erosion)

Forward-looking life sciences companies
should anficipate that ratings like DARI
may come to rank alongside cybersecurity
scores or environmental, social, and
governance (ESG) ratings as measures of

governance maturity.

Companies scoring 4.0+ on DARI's 5-point
scale face heightened risk of regulatory
setbacks, securities litigation, and
valuation corrections. Both case studies
below scored 4.0+, well into the "crisis
zone" of the disclosure credibility matrix,

long before consequences materialized.




Disclosure credibility

he disclosure credibility
matrix below shows how
DARI scores and market
visibility determine risk exposure,
from "Below the Radar” to "Crisis
Zone" to "Credibility Premium.”

Market visibility/Investor scrutiny

“Crisis Zone”
High scrutiny + Low consistency

Public company, active analyst coverage,
misaligned disclosure

Consequences:

+ Valuation discount

+ Elevated risk of receiving a CRL
= Securities litigation exposure

* Reputational damage

+ Executive personal liability

“Credibility Premium”
High scrutiny + High consistency

Synchronized transparency across all disclosure
channels

Benefits:

+ Valuation premium

+ Faster regulatory reviews

* Reduced litigation risk

« Higher investor confidence

“Below the Radar”
Low scrutiny + Low consistency

Pre-revenue biotech, minimal analyst coverage

Risk:
Inconsistencies exist but haven’t been discovered
yet; vulnerable when visibility increases

“Operational Discipline”
Low scrutiny + High consistency

Strong processes are in place, but untested

Advantages:

Ready for scale and build the capability before
it becomes mission-critical, credibility when
entering the market, or during due diligence

3.0

2.5

Disclosure Alignment Rating Index (DARI)




The real-world impact of disclosure misalignment

ocumented cases
demonstrate how
disclosure gaps

franslate into measurable
financial consequences, and how
these patterns are detectable in
public records before regulatory
consequences materialize.




When protocol changes were inconsistently disclosed

clinical-stage
biopharmaceutical
company developing a
treatment for a central nervous
system disorder announced
positive mid-stage trial results,
highlighting improvements in
biomarkers. The company's stock
appreciated substantially due to
investor optimism.

WHAT WAS DETECTABLE
IN PUBLIC RECORDS:

¢ ClinicalTrials.gov showed

mulfiple outcome measures had
been replaced months earlier
without clear protocol
amendment documentation.
SEC filings described the frial as
unchanged since inception, with
no mention of endpoint
modifications.

Press releases emphasized
favorable biomarkers while
downplaying that primary
clinical endpoints missed

statistical significance.

Securities regulators charged the
company with materially
misleading statements, resulting in
a seftlement approaching

$50 million. The stock price
declined significantly during the
investigation, and the development

program was ultimately

discontinued after late-stage

trials failed.

Inconsistencies among registry
updates, SEC filings, and
promotional messaging were
detectable in public records years
before consequences materialized.
Based on publicly available
information more than a year
before the FDA's CRL, the DARI
score would have exceeded 4.0,

flagging material investment risk.




When safety disclosures contradicted each other

biopharmaceutical
company developing
an investigational
oncology therapy applied for
regulatory approval with priority
review designation. Throughout
development, the company
issued optimistic statements
about safety profiles and
approval prospects.

WHAT WAS DETECTABLE
IN PUBLIC RECORDS:

* An SEC filing disclosed a Grade 5
(fatal) freatment-related adverse
event with specific clinical
details.

* One month later, a presentation
filed with the SEC as an 8-K
explicitly stated "no Grade 5
freatment-related adverse
events observed” in safety dafa
footnotes.

* This direct contradiction
remained uncorrected in public

filings for over three years.

Regulators issued a CRL, and the
stock declined more than 70%
immediately. Subsequent
investigative reporting revealed the
safety contradiction, as well as

substantial issues with trial

conduct. The company had used

documents containing the "no
Grade 5 events" statement to raise
millions and was subsequently sued

by investors.

A fatal adverse event disclosed in
one SEC filing was explicitly
contradicted in subsequent filings,
presentations, and fundraising
materials for over three years, a
machine-detectable pattern that
would have generated a critical
DARI score well before regulatory

consequences materialized.



https://www.investor.gov/introduction-investing/investing-basics/glossary/form-8-k

Governance, ethics, and legal guardrails

he rise of machine-
verifiable disclosures
requires more
disciplined governance structures.
Effective disclosure oversight
demands that organizations treat

Suggested approach:

ClinicalTrials.gov, SEC filings, and
public communications as linked
disclosures within a unified
compliance perimeter, not as
separate obligations managed by
uncoordinated teams.

* 30-day update cycles: Registry and protocol information should be refreshed

within 30 days of any material milestone, design change or significant data

event.

* Cross-functional review: Regulatory, legal, and investor relations feams should

jointly review all public communications before release, ensuring factual

consistency and appropriate risk framing.

* Consistency logs: Maintain audit trails documenting when and why language

evolves across platforms, creating defensible evidence of good-faith disclosure.

* Automated monitoring: Deploy Al-assisted tools to flag timing drift, fone

inconsistency or semantic divergence before external analysts detect it.

This level of discipline must be balanced
with the protection of intellectual property
and competitively sensitive information.
Noft every protocol detail must be disclosed
prematurely; however, once information
becomes public on any channel, it should
be consistent across all channels. The legal
standard under SEC Rule 10b-5 is clear:
Partial disclosure creates liability if it

leaves investors with a materially

misleading impression, regardless of what

may be documented elsewhere.

When disclosure alignment is embedded
intfo enterprise risk management,
monitored with defined benchmarks, cross-
functional signoffs, and regular board
reporting, fransparency evolves from
potential vulnerability into a core

compliance and competitive asset.



https://www.sec.gov/Archives/edgar/data/1164964/000101968715004168/globalfuture_8k-ex9904.htm#:~:text=SEC%20Rule%2010b%2D5%20prohibits,corporate%20information%20to%20third%20parties.

Executive action plan

oards and senior -‘
executives can

strengthen disclosure -
governance by adopting

disclosure metrics alongside
financial and ESG indicators.

Recommended governance actions include:

* Establish clear accountability: Assign a senior executive as the disclosure governance owner, reporting quarterly fo the board
on alignment metrics.

¢ Implement monitoring dashboards: Use an AI-driven approach to frack registry update fimeliness, cross-source consistency
scores, and indicafors of misalignment.

* Define materiality thresholds in advance: Pre-establish criteria for when internal clinical events (adverse events, protocol
amendments, enrollment delays) become material and require external disclosure, reducing judgment-based lag.

¢ Integrate disclosure risk into valuation models: Recognize that disclosure discipline affects probability of approval, regulatory
timelines, litigation risks, and ultimately the company valuation, making it a core input fo portfolio and resource allocation

decisions.

These measures are neither complex nor

costly compared with the consequences of
misalignment: a CRL, securities litigation or
a significant market-cap correction
triggered by disclosure-related loss of
credibility. The key is consistency; in an era
of machine-readable accountability,
unreported inconsistencies become visible

and incur reputational costs.



For organizations ready to move from strategy to implementation, this timeline provides a practical roadmap:

Three questions to
ask your disclosure
governance committee:

STEP 1
(FIRST 30 DAYS):

* Request a briefing from ¢ Establish a disclosure * Implement quarterly board

regulatory affairs, legal, and
investor relations on your recent
material disclosures, and ask,
"Are our ClinicalTrials.gov
records, SEC filings, and press
statements telling the same
story?"

* Commission an assessment of
disclosure alignment before your
next pivotal trial readout or

regulatory filing.

governance committee with
representatives from regulatory,
legal, investor relations, and
clinical operations. Give them
veto authority over public

communications until

consistency is verified.

Define materiality thresholds:
When does an adverse event,
protocol amendment or
enrollment delay trigger

disclosure?

reporting on disclosure metfrics:
registry update fimeliness, cross-
source consistency scores, and
any flagged misalignments.
Deploy AI-assisted monitoring
fo track your disclosures the way
external analysts might to
anticipate their concerns.

Most organizations already have
the expertise required. What's
often missing is the governance
structure that connects
regulatory data, legal review,
and investor communication info

a unified disclosure discipline.

1."How long does it currently take us to
update SEC filings and
ClinicalTrials.gov after a material
clinical event, and what's our policy
threshold?"

2."1f we received a complete response

letter tomorrow, would our public
disclosures over the past 18 months
anticipate or contradict the FDA's

concerns?”

3."If a plaintiff attforney or securities

analyst ran an Al audit on our SEC
filings, ClinicalTrials.gov updates, and
press releases today, could they

discover any material inconsistencies?”



Disclosure as a strategic asset

isclosure is no longer
about meeting
minimum regulatory
requirements; it is about
sustaining credibility in a world
where fransparency is machine-
verifiable at scale.

Conversely, organizations that treat
disclosure as a siloed compliance task,
managed reactively and without cross-
functional coordination, will find
themselves vulnerable to sudden valuation
corrections and litigation when

inconsistencies surface.

In 2026, truth is not just a virtue;

it's a valuation driver.

Companies that maintain synchronized,
data-driven communication across
registries, SEC filings, and press
statements will command higher investor
frust, experience faster regulatory reviews,

and sustain sfronger reputations.

For life sciences executives and boards,
the strategic imperaftive is clear: Disclosure
discipline is now part of enterprise value

management.




Citeline consultant Thomas Wicks is an experienced strategist
with over 20 years in life sciences. He is an established thought
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40 publications on disclosure requirements and transparency
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tfransparency in the pharmaceutical industry.
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keep their fingers on the pulse of the pharmaceutical,

biomedical, and medtech industries, covering them all with

expert insights: key diseases, clinical trials, drug R&D and
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A Framework for Measuring Clinical

Trial Transparency

Quantifying disclosure
risk

Artificial intelligence (AI) can contfinuously
cross-reference US Securities and
Exchange Commission (SEC) filings, frial
registry data, press releases, and
conference presentations. This means
investors and regulators can quickly detect
inconsistencies that once required lengthy

manual review, if it was done at all.

Citeline’s disclosure alignment risk index
(DARI) provides a systematic, quantifiable
framework for measuring disclosure
alignment risk across these channels. DARI

helps investors, analysts, and governance

teams identify risk signals before they
escalate into headaches such as regulatory
delays, Complete Response Letters (CRLs),

or litigation.

-

The disclosure alignment risk index (DARI)
was developed fo systematically assess
disclosure practices across biopharma-
ceufical development programs. The

framework is designed for use by investors

conducting due diligence, analysts
evaluating sector risk, and corporate
governance feams monitoring disclosure

discipline.



Clinical trial information flows
through multiple disclosure
channels, including SEC filings,
trial registries such as
ClinicalTrials.gov (CTgov), press
releases, conference
presentations, and regulatory
submissions. Each channel serves

different audiences, operates

under different legal standards,

and follows different timing
requirements. DARI evaluates six
distinct risk categories across

these disclosure domains:

1. Regulatory risk measures
protocol compliance and endpoint
consistency. This includes changes
to outcome measures made after
the primary completion date (PCD)
without documented protocol
amendments, unexplained timing
shifts in frial milestones, and
discrepancies between registry
records and actual frial conduct.
High regulatory risk scores signal
potential regulatory scrutiny and

increased probability of CRLs.

2. Disclosure integrity risk assesses
the accuracy and completeness of
information released through SEC
filings and public communications.
Material adverse events that are
omitted, downplayed, or framed
with minimizing language create
disclosure integrity risk. Similarly,
event classifications that differ
across platforms, such as
describing a safety event as "renal
failure" in one document and
downplayed as "elevated
creatinine” in another, may indicate
mafteriality issues that can trigger

securities litigation.

3. Disclosure timing risk measures
the lag between data cutoff and
public disclosure. Delays exceeding
90 days for material adverse event
updates, or unexplained gaps of
more than one year between the
PCD and results posting, suggest
confrol weaknesses in disclosure
governance. Chronic timing lags
often correlate with patterns of
information suppression or

organizational dysfunction.



4. Semantic consistency risk
assesses language alignment
across frial registries, SEC filings,
press releases, and conference
mafterials. Contradictory claims,
such as stating "no treatment-
related Grade 5 adverse events”
(fatal adverse events) in one
document while disclosing a
treatment-related death in another,
represent severe semantic
inconsistency. More subtle forms
include tone drift, where
promotional language in press
releases diverges from the cautious
phrasing used in registry
summaries, and inconsistent
reporting of outcome measures

across platforms.

5. Governance & data hygiene
measures the strength of internal
processes for registry updates and
audit frail management. Missing
protocol amendments, back-dated
registry enfries, and inconsistent
handling of legacy ftrial data all
indicate a weak governance
infrastructure. Organizations with
poor data hygiene pose a higher
risk of material omissions and a
reduced ability fo defend disclosure
decisions during litigation or

regulatory review.

6. Tone divergence/sentiment risk
quantifies the variance between
objective clinical data and the
language used in press releases or
earnings calls. Excessive optimism
relative to actual frial results, such
as emphasizing biomarker
improvements while downplaying
missed primary endpoints, creafes
reputational risk and can indicate
intentional misinformation that
could lead to securities fraud
claims. Sentiment scoring that
exceeds one standard deviation
above neutral, given the underlying
data, signals heightened risk of

divergence.

These six dimensions
are not purely
subjective judgments.
Each is scored based
on observable,
verifiable data points

extracted from public
records using a
combination of
automated detection
methods and expert
risk weighting.




Causes of disclosure
inconsistencies

Disclosure misalignments can be attributed
fo two main factors. In some cases,
discrepancies reflect deliberate decisions
to de-emphasize safety signals, minimize
efficacy concerns, or obscure delayed
timelines, patterns that create material
litigation and regulatory risk. More
commonly, however, variations result from
organizational structure rather than intent.
Trial disclosure feams posting to registries,
regulatory affairs staff submitting fo
health authorities, corporate
communications issuing press releases,
investor relations filing SEC documents,
and medical affairs preparing conference
presentations often operate in functional
silos with limited cross-checking processes.
When these groups work from different
data cuts, make different editorial
decisions, or update on different fimelines,
gaps can emerge even in organizations
with stfrong compliance cultures. DARI

scoring does not distinguish between

intfentional and inadvertent misalignment;
both create the same regulatory, legal, and
reputational exposure. The framework
measures what is observable in public
records: whether disclosures align or
diverge across channels, regardless of

underlying cause.

How DARI scoring works

DARI combines individual domain
assessments with a weighted composite
methodology to produce a final risk score on
a 0-5 scale. Each disclosure domain from
SEC filings, public frial registries, press
releases, conference presentations, and
regulatory correspondence receives risk
ratings across the six relevant dimensions.
Not every dimension applies to every
domain. For example, regulatory risk is
primarily assessed through registry behavior,
while tone divergence is most relevant in

press releases and investor communications.

Risk weights vary by program maturity and

disclosure context. Phase III trials and

approval stage programs carry higher
weights than early stage trials because
regulatory scrutiny infensifies and investor
reliance on disclosure accuracy increases
as programs approach commercialization.
Late-stage disclosure failures have
disproportionately severe consequences
for enferprise value and regulatory

timelines.

Within the scoring framework, regulatory
risk and disclosure integrity risk carry the
highest weights, because these dimensions
most directly predict regulatory setbacks
and litigation exposure. Disclosure fiming
risk, semantic consistency risk, and
governance & data hygiene risk each
receive a moderate weighft, as they
indicate control weaknesses and process
failures that create vulnerability but may
not immediately frigger enforcement
actions. Tone divergence/sentiment risk
receives the lowest weighting, as it
primarily affects reputational credibility
and serves as a leading indicator of more

serious infegrity issues.

The final composite DARI score
ranges from 0 to 5, with clear

interpretation thresholds:

* 0-1.0: Well aligned and low risk.
Disclosure practices demonstrate
strong governance, consistent
messaging, and timely updates
across all platforms.

* 2.0-3.5: Moderate misalignment and
early warning zone. Inconsistencies
are emerging and warrant enhanced
governance review and ftightened

disclosure processes.

* 3.5-4.5: High probability of
regulatory or reputational event.
Significant gaps exist that create
exposure to CRLs, securities
litigation, or sudden valuation
corrections.

* >4.5: Severe misalignment and
crisis zone. Multiple dimensions
indicate critical failures, pointing to
a systemic governance breakdown
and a significant risk of enforcement

action or market consequences.



DARI is both backward- and forward-
looking. It identifies existing
inconsistencies in the historical record
while simultaneously estimating the
probability that these patterns will lead to
regulatory or market consequences. Both
case studies referenced in the companion
article, “Clinical Disclosure in 2026: How
misalignment impacts company valuation
and litigation risk,” would have registered
DARI scores exceeding 4.5 many months
before regulatory actions occurred,

providing an actionable window for

intfervention.

Detection methods: how
risks are identified

DARI leverages automated detection
capabilities to identify risk signals that
would be impractical to monitor manually
across large portfolios or competitive
landscapes. Version history fracking
compares successive snapshots of the
ClinicalTrials.gov records to detect changes
in outcome measures, enroliment targets,
or PCDs that occur affer key trial
milestones. Automated systems flag these

changes and assess whether

corresponding protocol amendments are
documented and whether timing suggests

post-hoc endpoint manipulation.

Natural language processing (NLP) cross-
references serious adverse event (SAE)
descriptions across SEC filings, press
releases, and registry summaries. Semantic
analysis identifies cases in which the same
clinical event is described with different
severity terminology, presented with
varying levels of detail, or omitted entirely
from some disclosure channels. NLP tools
can detect hedging language, omitted
caveats, and promotional tone that

diverges from the underlying data.

Timing analysis calculates lag intervals
between the PCD and results posting,
between adverse event occurrence and
public disclosure, and between protocol
amendments and registry updates.
Patterns of chronic delay, particularly when
delays correlate with negative results or
safety concerns, signal governance

weakness and potential suppression of

unfavorable information.

Sentiment scoring compares the
emotional tone and promotional intensity
of press releases against the objective trial
oufcomes disclosed in registries and SEC
filings. When sentiment divergence exceeds
statistical thresholds, it indicates potential
overstatement risk that could support
securities fraud claims and signal product

approval risks.

What once required weeks of expert
manual review can now be continuous
monitoring; AI can flag material changes
within hours of their public appearance.
However, human expertise remains
essential for the framework. Judging
materiality, requlatory context
assessments, and risk interpretation
requires domain knowledge that
algorithms do noft yet replicate. DARI
combines machine detection speed and
scale with expert weighted risk scoring to

produce actionable intelligence.



Interpreting DARI scores: from signals to decisions

DARI risk thresholds guide governance and investment decisions by franslating composite scores into recommended actions. Organizations with scores below 2.0 should maintain
standard monitoring processes and conduct quarterly reviews of disclosure consistency without requiring significant interventions. These companies demonstrate operatfional discipline

and face minimal disclosure related risk exposure.

SCORES IN THE 2.0-3.5 RANGE
indicate moderate misalignment
that warrants enhanced
governance review. Organizations
in this zone should implement more
frequent cross-functional disclosure
reviews, tighten approval workflows
for public communications, and
conduct roof-cause analysis of
timing gaps or semantic drift. This
is the early warning zone where
proactive remediation can prevent

escalation into crisis territory.

SCORES BETWEEN 3.5 AND 4.5
require escalation to the disclosure
governance committee. Companies
in this range face a higher
probability of regulatory or
reputational consequences. They
should proactively address known
inconsistencies, engage oufside
counsel for a review of their
disclosure practices, and
implement frequent monitoring of
public records to identify new gaps.
Board-level awareness becomes

appropriate at this threshold.

SCORES EXCEEDING 4.5

demand immediate board-level
attention and a comprehensive
disclosure audit. Organizations in
the crisis zone should assume that
regulators, plaintiff attorneys, or
investigative analysts have already
identified the inconsistencies. At
this stage, the strategic question
shifts from "Can we fix this
quietly?" to "How do we minimize
damage and restore credibility?”
Remedial actions may include
voluntary corrective disclosures,
engagement of securifies counsel,
and leadership accountability for

governance failures.

DARI is most powerful when viewed as a
trend indicator rather than a static score. A
company that remains above 3.5 for
several consecutive quarters, or whose
score rises sharply as it approaches a
pivotal filing has entered the high-risk
disclosure zone. This time dimension makes
DARI useful not only for risk assessment
but also for tfracking the effectiveness of
remediation efforts. Organizations that
implement tighter disclosure controls
should see measurable improvements in

their scores within one to two quarters.

Historical analysis shows that elevated or
rising scores in the months before product
approval submissions, advisory committee
reviews, or earnings calls can signal CRLs,

litigation, and valuation correction.



A framework for the
Al-audited era

In an environment where disclosure is
machine verifiable at scale, measurement
frameworks like DARI become operationally
valuable. Regulators, investors, journalists,
and plaintiff attorneys now have access to
the same automated detection tools that
can cross-reference thousands of
documents in minutes. The question is no
longer whether inconsistencies will be
discovered, but whether organizations will

discover them first.

DARI reframes disclosure as a strategic

variable in corporate valuation.

Organizations that maintain cross-source
consistency signal reliability fo both
regulators and investors, earning lower
uncertainty discounts and stronger ESG

governance scores.

Detailed scoring rubrics and detection
methodologies for each of the six risk
dimensions are provided in the framework
tables below. For strategic implications,
governance implementation guidance, and
case studies demonstrating how DARI
scores correlate with real-world regulatory
and market outcomes, see the companion

article “Clinical Disclosure in 2026: How

misalignment impacts company valuation

and litigation risk.”

In an era of machine-verifiable transparency,
truth has become a metric — and credibility

a competitive advantage.




DARI Framework | Disclosure alignment risk index (DARI) framework
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* Material SAEs omitted or
Accuracy and 2-3 = Incomplete
downplayed ) )
. . . completeness of ) ) detail . Elevates reputational
2. Disclosure integrity risk i ) * Event label differs from internal High (0.25-0.30) for late- o
information released ) liability and
» data stage disclosures
through SEC filings and 4-5= SEC Rule 10-b 5

* “Event Framing Divergence”
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Detecting and classifying disclosure misalignment risks

Disclosure
domain

Common divergence or misalignment

Analyst detection
method

Downstream
consequence

Indicative risk rating
(0-5)

ClinicalTrials.gov

registry (CTgov)

SEC filings
(10-K/10-Q/8-K/S-1)

Press releases &

investor decks

OM changes without disclosed protocol amendment;
delayed results posting; post-PCD changes
suggesting post-hoc analyses; missing or vague

results summaries

Safety events disclosed with minimized framing (e.g.,
"elevated creatinine” instead of “renal failure”);
omission of ongoing protocol deviations; optimistic

tone inconsistent with registry data

Rosy tone, omission of Grade 4-5 SAEs, inconsistent
OM reporting, and outdated “no drug-related deaths”

claims

Compare version history (e.g.,
oufcome changes affer PCD);
check update cadence vs.

regulatory milestones

NLP cross-reference of AE
language across filings vs.
registry; sentiment analysis of

tone vs. risk language

Compare against contfempo-
raneous SEC and CTgov
records; detect semantic
contradictions and sentiment
drift

AT Aiff_~rharl, hataiaan clida
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Regulatory delay, CRL,
or data-integrity
inquiry

Investor litigation,
10b-5 exposure,

valuation volatility

Market mispricing,
investor suits,

reputational erosion
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4-5 High if OM added/replaced
post-PCD or without amendment
2-3 Moderate if during active

recruitment and documented

3-5 Moderate-High, depending on
framing divergence and tone-to-

data gap

4-5 High if contradiction vs.
SEC filing;
3 Moderate if omission

likely unintentional
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