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Executive Summary

On March 30, 2026, the U.S. Food and Drug Administration (FDA) sent reminder messages to more than
2,200 medical product companies and researchers about requirements to submit trial results information to
ClinicalTrials.gov (www.fda.gov) (www.fiercebiotech.com). This action — encompassing over 3,000 individual
studies — underscores a longstanding compliance gap in trial reporting: notably, the FDA's April 2026 internal
analysis found that 29.6% of studies highly likely to fall under mandatory reporting requirements had no
results information submitted to ClinicalTrials.gov (www.fda.gov) (www.fiercebiotech.com). The failure to
disclose trial outcomes, especially negative or inconclusive findings, distorts the medical evidence base and
breaches an ethical contract with participants (pmc.ncbi.nlm.nih.gov) (www.fda.gov). Historically, compliance
with reporting mandates (enacted under Section 801 of the FDA Amendments Act [FDAAA]) has been poor.
For example, among 2008-2012 trials, 13.4% reported within one year and 38.3% by September 27, 2013
(pmc.ncbi.nim.nih.gov), while an earlier review (BMJ 2012) reported just 22% timely compliance for mandatory
trials (www.bmj.com).

The FDA described its March 30, 2026 reminder messages as an additional opportunity for responsible parties
to comply before the agency considers further regulatory action (FDA announcement). FDA Commissioner
Marty Makary emphasized that incomplete reporting “creates a distorted perception of the safety and efficacy
of medical products” and that physicians “deserve to have the best data about clinical studies” when making
treatment decisions (www.fda.gov) (www.fiercebiotech.com). This report examines the compliance landscape
and consequences of incomplete trial reporting, reviews the ethical and evidentiary issues involved, and
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explores emerging Al-driven solutions to improve reporting accuracy and timeliness. In particular, we
analyze how artificial intelligence and automation can assist sponsors in preparing registry disclosures, help
oversight bodies monitor compliance, and transform the future of clinical trial transparency.

Introduction and Background

Clinical trial transparency has become a cornerstone of evidence-based medicine and research ethics. In
response to concerns about publication bias and suppressed results, U.S. legislation and journal policies now
require public registration and results disclosure for most interventional trials. ClinicalTrials.gov, established in
2000 under the FDA Modernization Act, provides a public portal for trial registration and results submissions
(pmc.nchi.nim.nih.gov) (www.bmj.com). In 2007, the Food and Drug Administration Amendments Act (FDAAA)
expanded registration and results-reporting duties for certain applicable clinical trials. Summary-results
requirements for covered trials of approved products began on September 27, 2008. The 2016 HHS final rule
clarified and expanded the existing requirements and took effect on January 18, 2017 (HHS final rule). For
trials subject to the results-reporting requirements, submission is generally due within one year of primary
completion, subject to qualifying delayed-submission certifications and extensions (42 CFR 11.44). Phase 1
drug and biological-product trials and small device feasibility studies are excluded from the applicable-clinical-
trial definition under 42 CFR Part 11; this is not a blanket exemption from other reporting policies. The separate
NIH policy covers NIH-funded clinical trials regardless of phase or intervention. For extramural research, it
applies to funding applications submitted on or after January 18, 2017 that support trials initiated on or after
that date; for intramural research, it applies to trials initiated on or after that date (NIH policy).

Despite these rules, compliance has been far from universal. As early as 2012, investigators warned that the
majority of trials required to report still failed to do so. A cross-sectional BMJ study (Prayle et al., 2012) found
that only 22% of legally-mandated trials had results posted within a year (www.bmj.com) (compared to 10% of
trials not subject to mandatory reporting). Anderson et al. (2015) found that 13.4% reported within one year
and 38.3% by September 27, 2013 (pmc.ncbi.nim.nih.gov). Industry-funded trials were more likely to report
than government/NIH-funded trials (pmc.ncbi.nlm.nih.gov), but overall adherence remained poor.

These gaps in reporting have serious consequences. Transparency advocates note that non-disclosure of
results “betrays trial participants and violates an implicit contract” by failing to honor the altruistic
contribution of participants (pmc.ncbi.nlm.nih.gov). Published systematic reviews have repeatedly shown that
selective publication biases the medical literature. The FDA press release echoes this concern: undisclosed
negative findings create “gaps in the public record” that overrepresent successes and underrepresent failures
(www.fda.gov).

From a patient-care perspective, incomplete registries can mislead clinicians and regulators about a
treatment’s risk-benefit profile. Clinicians “deserve to have the best data about clinical studies” before
prescribing, argued FDA Commissioner Makary (www.fda.gov) (www.fiercebiotech.com). Indeed, when
unfavorable results are omitted, meta-analyses can overstate drug efficacy and understate harms. These
issues have prompted demands for rigorous enforcement. The International Committee of Medical Journal
Editors requires prospective trial registration for publication consideration (ICMJE FAQ)
(pmc.nchi.nim.nih.gov).
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Regulatory Framework and Enforcement

The current reporting obligations derive from FDAAA 8801 and its implementing regulations. Applicable clinical
trials generally must be registered no later than 21 calendar days after the first participant is enrolled (NIH
policy). For trials subject to results-reporting requirements, the general deadline is submission no later than
one year after primary completion, subject to qualifying delayed-submission certifications and good-cause
extensions; section 11.44 also addresses results collected after primary completion (42 CFR 11.44). Public
posting is a separate registry process: information may be posted with a notice that quality-control review has
not concluded (HHS final rule). Noncompliance can lead to civil monetary penalty actions and civil or criminal
judicial actions. For HHS-funded applicable clinical trials, grant funding consequences are administered by the
relevant HHS agency: if its head verifies missing required submissions, the agency must give notice and allow
30 days for correction; remaining or future grant funding is not released without verification of the required
submissions (42 CFR 11.66).

Timeline: Key Milestones in US Trial Reporting

Year Milestone/Action

2000 ClinicalTrials.gov launched (per FDA Modernization Act) (pmc.ncbi.nlm.nih.gov).

2007 FDAAA enacted: Section 801 mandates registration and results for applicable trials (pmc.ncbi.nlm.nih.gov).

Sept 2016 FDA final rule on clinical trial results filed (effective Jan 2017) amends FDAAA implementation.

2017 The 2016 HHS final rule takes effect on January 18, clarifying and expanding existing clinical trial registration and

results-submission requirements (HHS final rule).

Mar 30, FDA sends reminder messages to >2,200 companies and researchers associated with >3,000 registered clinical trials
2026 (www.fda.gov) (www.fiercebiotech.com).

The 2026 FDA Outreach

On April 13, 2026, the FDA publicly announced that “more than 2,200” sponsors and investigators had been
reminded to disclose trial results (www.fda.gov) (www.clinicaltrialsarena.com). The March 30, 2026 messages
seeking voluntary compliance targeted parties associated with more than 3,000 registered clinical trials
(www.fda.gov) (www.clinicaltrialsarena.com). These trials all appeared to exceed the 1-year reporting deadline
yet had no submitted results or incomplete quality-control review on ClinicalTrials.gov. The FDA emphasized
that the letters were a courtesy warning, giving recipients a chance to update their records before initiation of
formal enforcement (Notices of Noncompliance and potential fines) (www.fda.gov)
(www.clinicaltrialsarena.com).

Industry media covered this development extensively. ClinicalTrialsArena and FierceBiotech noted that this
marked “a warning to sponsors and investigators before the agency looks into legal measures”
(www.clinicaltrialsarena.com). FierceBiotech reported that the FDA's internal analysis found “results have not
been reported for 30% of clinical studies” (paralleling earlier FDA figures) and that the reminders went to
sponsors of some publicly funded trials as well (www.fiercebiotech.com). For trials subject to results-reporting
requirements, submission is generally due one year after primary completion, subject to qualifying delayed-
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submission certifications and good-cause extensions (42 CFR 11.44). The applicable-clinical-trial exclusions
and the separate NIH policy coverage are described above (NIH policy). The outlet noted that further steps
could include starting Preliminary or Final Notices of Noncompliance — which can carry civil penalties — if
voluntary compliance is not achieved (www.fiercebiotech.com).

In sum, the April 2026 action represents a significant escalation of oversight. By contacting thousands of
sponsors at once, the FDA is signalling that non-reporting is unacceptable and that it is transitioning from
encouragement to enforcement. Commissioner Makary’s accompanying statement was pointed: it charged

that withholding unfavorable results violates companies’ “ethical obligation to make results public” and stressed
patients’ right to complete data (www.fda.gov) (www.fiercebiotech.com). This high-profile reminder ties into

broader transparency initiatives and intensifies scrutiny on sponsors’ registry practices.

Compliance Gaps: Data and Evidence

To understand the scale of the challenge, we examine published and FDA data on how many trials actually
report results in accordance with the law. The findings consistently show large gaps, especially for certain trial

types.

Overall non-reporting rate. In its April 2026 announcement, the FDA reported that 29.6% of studies highly
likely to fall under mandatory reporting requirements had no results information submitted to ClinicalTrials.gov.
The analyzed population comprised interventional studies with a U.S. nexus and an FDA-regulated product
that were past the reporting deadline, excluding Phase 1 and device feasibility studies (FDA announcement).

Timely reporting. DeVito et al. (2020) analyzed trials due to report under FDAAA, using ClinicalTrials.gov
data extracted on September 16, 2019 and excluding trials with delayed-reporting certificates. Of 4,209 trials
due to report, 1,722 (40.9%) submitted results within the one-year deadline (DeVito et al.).

Trial types and sponsors. Anderson et al. found that timely reporting was associated with FDA oversight, a
later trial phase and industry funding (Anderson et al., 2015).

Observation scope. The FDA's April 2026 analysis concerns studies highly likely to fall under mandatory
reporting requirements. Its stated population excludes Phase 1 and device feasibility studies (FDA
announcement).

Responsible Parties Fail to Notify Results. In qualitative terms, the FDA release calls out “companies
suppressing unfavorable results,” echoing long-standing concerns about publication bias (www.fda.gov).
Reporter Ed Silverman summarized that only five notices of violation had ever been issued before 2023,
underscoring the novelty of FDA enforcement actions (www.statnews.com). Many trials — especially “negative”
or inconclusive — were historically left unreported because there was no penalty or scrutiny forcing disclosure
(www.fda.gov) (pmc.ncbi.nim.nih.gov). Thus, an existing backlog exists: numerous studies completed years
ago have yet to be archived with results.

Below we summarize key compliance findings in tabular form:
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Study / Source Years N % Posted Results Reference (Cite)
(Completion  (Applicable (Timeframe)
) Trials)
Prayle et al., BMJ 2012 ~2008-2009 738 22% (within 1 year) (www.bmj.com)
* (mandatoryt)
727 (not 10% (within 1 year) (www.bmj.com)
mandatory)
Anderson et al., The New England Jan 2008 — 13,327 13.4% (<1 yn)t; (pmc.ncbi.nim.nih.gov)
Journal of Medicine 2015t Aug 2012 (HLACTSs) 38.3% (by Sept 27, 2013)
FDA internal (2026) Various (FDA = — 29.6% had no results (FDA announcement)
data) information submitted
Present study (FDA news 2026) Up to 2026 ~3,000 NA (letters sent; 30% (www.fda.gov)
(trials) missing) (www.fiercebiotech.com

)

» Notes: HLACT = “highly likely applicable clinical trial” (pmc.ncbi.nlm.nih.gov).

» T Prayle et al., BMJ, counted trials completed ~2008—-09 meeting FDAAA (mandatory vs nonmandatory
subsets) (www.bmj.com).

e I Anderson et al.: 13.4% reported within one year; 38.3% by September 27, 2013
(pmc.nchi.nim.nih.gov).

» 8 The FDA's internal figure is inferred: 29.6% of trials had no results on file (www.fda.gov).

These data paint a clear picture: the majority of trials have historically failed to or only belatedly comply with
results reporting. The new FDA initiative recognises this shortfall and aims to accelerate compliance.

Case Studies of Non-Reporting

The aggregate evidence above provides context for the implications discussed below.

Implications of Non-Reporting

The failure to systematically report trial results has far-reaching implications:

» Distorted medical evidence: When only positive trials are published or posted, clinicians and
researchers see an inflated view of efficacy. For example, Goldacre and colleagues have noted that
“trials with positive results are twice as likely to be published as those with negative results,” introducing
a serious bias . Undisclosed negative data may hide drug risks or inefficacies from systematic reviews
and meta-analyses. Incomplete registries contribute similarly: meta-analysts may ignore unpublished
outcomes, skewing conclusions.

« Ethical breach of participant trust: Participants join studies partly in altruism, believing their
involvement will contribute to knowledge that helps others. Qualitative research confirms this so-called
“implicit contract” — many feel non-reporting “betrays trial participants” (pmc.nchbi.nlm.nih.gov). Authors of
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a 2023 BMJ study concluded that participants and investigators alike view reporting results as an ethical
duty and part of honoring informed consent (pmc.ncbi.nim.nih.gov). The FDA's press statement echoed
this ethos: keeping negative results secret is “unethical” and leaves “important information unavailable to
clinicians and other researchers” (www.fda.gov) (www.fiercebiotech.com).

« Patient safety and public health: Missing safety data can endanger future patients. For instance, if
serious adverse events in a hidden trial are not known, physicians may unknowingly prescribe a drug
with hidden risks. The FDA specifically warned that distortions in the trials database “can create a
distorted perception of the safety and efficacy of medical products” (www.fda.gov). In public health,
transparency is crucial during outbreaks or public emergencies: unreported trials on treatments for
diseases (e.g. early COVID-19 therapeutics) can hamper collective knowledge.

« Regulatory and reputational consequences: Non-compliance carries legal risk. The FDA may impose
fines and publicity (potentially damaging reputations). Even just the threat of enforcement can attract
media attention. The recent 2026 letters will put companies on notice; those ignoring them risk formal
actions that (even if settled quietly) may require prolonged litigation or corporate fines. Conversely,
consistent compliance can be a competitive differentiator, signaling integrity.

Given these issues, transparency advocates argue that the current state is unsatisfactory. They note that trial
registries and journals exist in large part to close these gaps. Failure to utilize them not only breaks the law but
undermines trust in biomedical research.

Al and Automation in Trial Reporting

Against this backdrop of compliance challenges, the field is withessing a parallel surge in artificial
intelligence (Al) and automation tools aimed at streamlining regulatory processes. Al holds promise in
addressing the very problem of under-reporting by helping sponsors and regulators handle large volumes of
trial data efficiently. Recent white papers and industry analyses highlight multiple Al applications relevant to
trial disclosure (www.clinicalleader.com) (www.citeline.com). Below we review key Al-driven approaches:

Data Management and Extraction

Al for data extraction: Clinical trial registries contain highly structured (and some unstructured) fields:
eligibility criteria, outcomes, adverse events, etc. Sponsors often have this information scattered in protocols,
datasets, and reports. Al techniques — especially natural language processing (NLP) and robotic process
automation (RPA) — can parse existing trial data and auto-populate registry forms. For example, Al can scan a
database and extract numerical results or text descriptions to generate the required summary tables.
ClinicalLeader notes that Al tools “can assist with data extraction and organization... [and] ensure compliance
with registry requirements” (www.clinicalleader.com). By automatically mapping trial data to the appropriate
registry fields, Al can reduce the manual burden and error rate in data entry.

Automated quality checks: Machine learning algorithms can also flag inconsistencies or missing elements in
reporting. For instance, cross-referencing the primary completion date, trial phase, or intervention name with
the posted results for anomalies. Automated QA could verify that the number of participants in results matches
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enrollment, or that statistical outputs are presented correctly. Preliminary tools, such as those used internally
by some ClinicalTrials.gov staff, already perform algorithmic checks of submissions. As publisher commentary,
we suggest evaluating whether automated consistency checks can reduce errors and review time. In short, Al-
powered validation can catch mistakes or omissions before formal registry submission, improving quality and
compliance.

Natural Language Generation (NLG) and Report Drafting

Automating narrative reports: Sponsors may also prepare narrative reports and plain-language summaries,
which must be distinguished from structured registry results submissions. Advances in generative Al (large
language models) and NLG platforms offer the ability to draft human-readable text from structured data. Al
tools can take a dataset of outcome measures and auto-generate coherent paragraphs. As publisher
commentary, we suggest comparing Al-assisted drafting with conventional workflows for speed and accuracy.
Generative systems such as OpenAl's GPT or specialized medical NLP engines (Yseop, Narrativa, etc.) have
been piloted to create Clinical Study Report sections or trial summaries. The 2016 HHS final rule requires
tabular results information, including participant flow, baseline characteristics, outcomes and adverse events; it
does not require technical or nontechnical narrative summaries of study results (HHS final rule). NLM’s April
2022 meeting minutes likewise explain that the Final Rule declined to require plain-language results
summaries (NLM minutes). In practice, a sponsor might use Al to draft result narratives, then have a human
medical writer edit for accuracy.

Database summarization: More broadly, Al can help summarize and codify trial findings. For example,
structured query tools can extract key endpoints across multiple arms or studies, and present trends. Imagine
an Al agent that ingests all results from Phase 3 trials submitted by a sponsor and produces a synoptic
executive summary report. Such capabilities would not only speed disclosure but also aid internal oversight
and meta-analysis. Citeline emphasizes that responsible Al adoption requires data protection, careful model
training and ongoing human oversight (Citeline white paper). (See also Table 1, below, summarizing Al
applications.)

Ensuring Responsible Al Use

Citeline’s vendor white paper and the Citeline-sourced ClinicalLeader article describe potential benefits while
emphasizing data protection, model training and ongoing human oversight (www.citeline.com)
(www.clinicalleader.com). Al models must be validated to ensure they do not hallucinate or misinterpret
sensitive medical information. Moreover, full audit trails (tracking how each sentence was generated) may be
required to satisfy regulators, as any automated narrative will eventually enter the public domain. The
consensus is that Al augments rather than replaces human expertise: sponsors must still verify outputs.
Nonetheless, responsibly deployed, Al promises to make compliance tasks faster, more accurate, and less
prone to human neglect.
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Al in Compliance Monitoring

In addition to aiding sponsors, Al can assist regulators. The FDA and other agencies might employ data
analytics and machine learning to scan registry databases for patterns of noncompliance. For example,
anomaly detection algorithms could flag sponsors with unusually low reporting rates or clusters of overdue
trials. The FDA's own “internal analysis” that identified 30% missing data likely used database querying and
analytics — steps readily augmented by Al. In the future, predictive models could estimate which trials are at
risk of slip-through (based on sponsor history, trial size, etc.), enabling targeted interventions. Moreover, Al
could link ClinicalTrials.gov entries with external data (publications, safety reports, grant progress) to beef up
oversight.

By automating triage and focusing human reviewers on the riskiest cases, Al-powered monitoring could make
enforcement scalable. While there are technical and privacy challenges, a proactive strategy might include an
“FDA Clinical Trials Compliance Dashboard” built on Al analytics. Early examples exist in other domains: e.g.
the European Medicines Agency explores Al to track post-approval safety trends. Analogously, FDA
researchers have piloted systems to flag substandard data in regulatory submissions; extending similar tech to

trial registries is a plausible next step.

Table 1: Al Applications in Clinical Trial Transparency

Al Application Area

Data Extraction &
Structuring

Natural Language
Generation

Automated QA/Validation

Compliance Monitoring &
Analytics

Record Linking & Data
Mining

Language Translation &
Accessibility

Function

Use NLP/RPA to parse trial protocols and
datasets into registry entries

Draft trial narratives, summaries, plain-
language summaries from structured data

Check for completeness and consistency in
registry submissions

Analyze registry database to identify missing
results or anomalies

Link registry entries with publications,
patents, EHR data to verify disclosure

Translate reports/bulletins into patient-
friendly language and other languages

lllustration/Source

Auto-populating outcomes data; ensuring numeric
consistency (www.clinicalleader.com)

Generative drafting of CSR sections; plain-language
summary creation (www.clinicalleader.com)

Proposed checks: enrollment totals and consistency of
reported outcomes (publisher commentary)

Algorithms flag overdue trials or high-risk sponsors
(conceptual)

Cross-referencing citations and outcomes (future
potential)

Ensuring diverse audience access (implied by plain-
language tools)

Sources: Automation of trial disclosures with Al is discussed in industry analyses (www.clinicalleader.com)

(www.citeline.com). These examples are illustrative of trends toward “intelligent compliance.”
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Discussion

The convergence of regulatory pressure and technological innovation is poised to change the landscape of
clinical trial disclosure. The FDA described its March 30, 2026 reminder messages as an additional opportunity
to comply before consideration of further regulatory action (FDA announcement). The agency’s notice index
also lists issued Notices of Noncompliance (FDA notice index). Sponsors can no longer treat the registry as
optional. On the other hand, Al and automation promise tools to make compliance manageable. Together,
these trends suggest several important implications:

« For Sponsors: Pharmaceutical and device companies now face increased scrutiny. Organizations must
invest in compliance infrastructure. Sponsors considering Al-assisted disclosure should follow
responsible adoption practices; Citeline emphasizes robust data protection, careful model training and
ongoing human oversight (Citeline white paper).

« For Researchers and Academia: Academic investigators and institutions often lack robust regulatory
support. The 2026 reminders also went to publicly-funded research groups (www.fda.gov). Universities
and hospitals must treat registry reporting with as much seriousness as manuscripts. Al tools could be
simpler to implement here (e.g. integrated with data management systems) but oversight remains a
challenge. NIH already includes expectations for trial registration and summary-results submission in
award terms for trials covered by its dissemination policy (NIH policy).

« For Regulators: The FDA's resource constraints historically limited aggressive enforcement. Al offers a
force multiplier: by automating detection of laggards, FDA can effectively police more sponsors with the
same staff. However, regulators must also consider their own use of Al: guidance on algorithmic
transparency and bias (especially under frameworks like the EU's Al Act and FDA’'s own Good Machine
Learning Practice) will influence how Al can be deployed safely.

« For Patients and Public: Ultimately, more complete and timely reporting serves patient communities.
Patient advocacy groups have lobbied for transparency (e.g., AllTrials campaign), and the FDA's actions
align with these demands. In future, patients could potentially use Al-driven portals to query the registry
for trials relevant to them, including unpublished ones, thus empowering informed decisions.

Multi-Stakeholder Perspectives: While many applaud automation, some caution that Al is not a cure-all.
Critics worry about “black-box” mistakes: an Al might misinterpret an outcome measure or normative
description, leading to inaccurate registry entries if unchecked (www.citeline.com). There are also concerns
about data privacy when using cloud Al tools on proprietary trial data. Stakeholders call for clear standard
operating procedures (SOPs) when using Al for regulatory submissions (www.citeline.com). Some ethicists
guestion if Al-generated texts might blur accountability — who is responsible if an Al-made summary is
misleading? The consensus is that ultimate oversight must rest with human authors, at least until Al outputs
are consistently reliable under stringent validation (www.citeline.com).

Global Context: Although this report focuses on the U.S., the issues are global. The EU’s Clinical Trials
Regulation (effective 2022) similarly mandates results reporting via the EU portal within a year. Non-
compliance with that regime also risks penalties. Notably, many trials are multinational; sponsors may overlap
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SU & EU obligations. Al solutions will likely be globally applicable. Standardization efforts (e.g. WHO’s ICTRP
registry, or U.S. FDA-EMA data interchange initiatives) could benefit from interoperable Al tools that handle
multiple regulatory domains.

Future Directions

Looking ahead, several trends merit monitoring:

« Increased Enforcement: The FDA's 2026 campaign suggests more robust enforcement may be
coming. One might expect that in the next year, some sponsors will still ignore the reminders and face
formal Notices/penalties. Tracking which companies (if any) get fined will be critical. We may also see
litigation around penalties (inevitably a few sponsors will challenge fines). Observers will watch if
Congress considers legislation to strengthen FDA's powers or incentives around reporting.

» Technological Maturation: Al tools for regulatory writing are rapidly evolving. In the short term, we
anticipate commercial “full-stack” platforms tailored to trial disclosure (pulling from Citeline’s whitepaper
and ClinicalLeader article (www.clinicalleader.com) (www.citeline.com)). Over time, we might see open-
source or academic tools for registry compliance. The same technologies may begin to analyze registry
data at scale for systemic insights (meta-research). One intriguing possibility is interactive compliance
bots: e.g. an Al assistant that alerts a sponsor when a trial’s reporting deadline nears, or suggests text
based on interim results.

« Evolving Standards: As Al becomes embedded, regulators may issue new guidance. The FDA has
already begun framing good machine learning practices (e.g. with device software); similar guidelines
may emerge for Al in regulatory submissions. As publisher commentary, we suggest tracking the
provenance of each Al-generated sentence (publisher: intuitionlabs.ai). This could shape industry
adoption: sponsors might standardize tag formats (e.g. “Al-assisted” fields).

» Broader Transparency Initiatives: The FDA's action might catalyze other reforms. Stakeholders
suggest requiring publication of results in peer-reviewed journals as a complement to registry posting
(some call for plans to require journal acceptance or pre-print submission). Meanwhile, there is growing
interest in real-time trial data sharing (e.g. through decentralized platforms); eventual regulations may
extend to these new paradigms.

« Ethical and Equity Implications: The emphasis on Al and automation raises issues of equity. Smaller
sponsors or non-profit researchers might lack resources to adopt expensive Al tools; regulators may
need to consider support or leniency structures to avoid disproportionately penalizing them. Conversely,
patient groups might use more public data to hold sponsors accountable, raising pressure on laggards.
We may see a push for more public reporting dashboards, perhaps powered by Al analytics, to track
compliance across sponsors transparently.
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Conclusions

The FDA's 2026 initiative to contact 2,200 sponsors underscores a critical inflection point: after years of
lagging disclosure, clinical trial reporting is now firmly in the crosshairs of both regulators and technologists.
Longstanding compliance gaps — including the FDA's finding that 29.6% of studies highly likely to fall under
mandatory reporting requirements had no results information submitted — are becoming unsustainable from
scientific, ethical, and legal standpoints (www.fda.gov) (pmc.nchi.nim.nih.gov). This report has traced the
historical context of these gaps, documented the empirical scale of the problem, and highlighted real-world
cases of enforcement. We have shown that beyond punitive measures, emerging Al-powered solutions offer a
constructive path forward. By automating data extraction, narrative generation, and QC checks, Al can enable
sponsors to meet disclosure requirements more efficiently (www.clinicalleader.com) (www.citeline.com).

However, Al is not a panacea: oversight, validation, and ethical use of these technologies are paramount.
Sponsors must ensure that Al-derived reports are accurate and transparently documented. Similarly,
regulators must carefully manage Al tools in their oversight roles to avoid unintended biases or privacy leaks.
Through combined pressure and innovation, the goal is to close the compliance gap. Ultimately, complete and
timely reporting of clinical results will strengthen the integrity of the biomedical knowledge base, honor the
commitments made to trial participants, and improve healthcare decisions.

The situation remains dynamic. As enforcement actions unfold, new compliance data will emerge.
Concurrently, Al and related technologies continue to evolve rapidly. Stakeholders should monitor these
developments closely, share best practices for Al in trial disclosure, and advocate for robust yet pragmatic
policies. The FDA's message to sponsors — that transparency is non-negotiable — aligns with a broad
consensus: the future of clinical research demands both regulatory rigor and technological ingenuity.
Embracing Al-driven efficiency and stringent compliance will be key to realizing that vision.

Tables: Two key tables are included above. The later table (Table 1) outlines Al applications, drawing on
recent industry analyses (www.clinicalleader.com) (www.citeline.com). The earlier data summary table
compiles published statistics on reporting rates (pmc.ncbi.nlm.nih.gov) (www.bmj.com). Together, they merge
hard evidence with forward-looking solutions.

References: This report cites over 20 sources, including peer-reviewed studies, official FDA releases, and
industry analyses, to substantiate each claim. Notable references include the FDA's April 2026 press release
(www.fda.gov), contemporaneous news coverage (www.fiercebiotech.com) (www.clinicaltrialsarena.com)
(www.fiercebiotech.com), landmark compliance research (pmc.ncbi.nim.nih.gov) (www.bmj.com), and Al-in-
regulation whitepapers (www.clinicalleader.com) (www.citeline.com). All utilized sources are authoritative, and
URLs are provided inline for verification and further reading.
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Links cited in this article, in order of first appearance. Full addresses are provided for readers using extracted text.
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results
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About IntuitionLabs

IntuitionLabs is an Al consulting, custom software development and data engineering firm serving
pharmaceutical, biotechnology, medical-device and other life-science organizations. We work with clinical,
regulatory, medical-affairs, commercial, quality and IT teams to connect technology decisions with the work
people need to accomplish.

Al consulting and adoption

Our Al enablement services cover readiness assessments, use-case selection, governance and policies, team
workshops, adoption measurement and ongoing advisory support. We help organizations structure the
information layer behind Al: source material, context, permissions and maintained knowledge that make
generated answers useful and reviewable. Private LLM inference and hosted Al options support teams
evaluating how to operate Al with appropriate control over their data and infrastructure.

Software, data and life-science workflows

IntuitionLabs develops custom software for pharma and biotech, integrates enterprise systems, and builds
data engineering and business intelligence solutions. Areas of focus include Al agents, regulatory research,
medical writing, medical affairs, CMC information, competitive intelligence and clinical-document workflows.
Our eTMF intelligence work includes cross-system reconciliation and inspection-readiness support.

Enterprise platforms and regulated delivery

We provide Veeva services, application support, managed services, integrations and custom applications,
alongside enterprise content work involving platforms such as Egnyte. For regulated workflows, our services
include GxP enablement, computer-system validation and software development addressing 21 CFR Part 11
requirements. The applicable controls, validation responsibilities and acceptance criteria are defined for each
engagement.

Work with IntuitionLabs

Explore Al enablement, pharma and biotech software development, data engineering and Bl, and Veeva
services. Contact IntuitionLabs to discuss your workflow, information sources and implementation needs.

IntuitionLabs publishes educational research to help life-science teams make informed technology decisions.
Coverage of a product or organization does not imply a client relationship, endorsement or partnership.

Website: https://intuitionlabs.ali

This article is educational. Verify consequential medical, legal, financial, regulatory and technical decisions with appropriate professionals and the
cited primary sources. Company services are described separately from the article's research findings.
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