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Executive Summary

In April 2026, the U.S. Food and Drug Administration (FDA) issued an unprecedented notice to more than 2,200 clinical
trial sponsors and researchers reminding them of their legal obligation to report trial results on ClinicalTrials.gov (1
www.fda.gov) (?hwww fiercebiotech.com). This action — encompassing over 3,000 individual studies — underscores a
longstanding compliance gap in trial reporting: notably, recent FDA analyses found that roughly 30% of applicable
clinical studies lack any posted results (I www.fda.gov) (Cl 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.ida.gov). Historically, compliance with reporting mandates
(enacted under Section 801 of the FDA Amendments Act [FDAAA]) has been poor. For example, a landmark study of
2008-2012 trials found only 13.4% of trials posted results within 1 year (and only 38.3% ever did over the subsequent 5
years) (‘° pme.nehinim.nih.gov), while an earlier review (BMJ 2012) reported just 22% timely compliance for mandatory
trials (" vww.bmj.com).

The FDA's 2026 initiative — a precursor to formal enforcement — seeks voluntary compliance by warning non-reporting
sponsors and investigators of potential civil penalties (up to $10,000 per day) and future Notices of Noncompliance ('°!
www.biospace.com) (7l www. fiercebiotech.com). 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 (I° 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 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.ncbi.nim.nin.gov) ()
www.bmj.com). In 2007, the Food and Drug Administration Amendments Act (FDAAA) expanded these mandates: Section
801 requires sponsors of certain “applicable clinical trials” (ACTS) to register trials and submit basic results no later than
one year after the trial’s primary completion date (**) www.biospace.com) (“*1 pmc.nchi.nim.nih.gov). These requirements
went into force with the FDAAA Final Rule (effective 2017) (““) www.raps.org) () pme.ncbi.nim.nih.gov). Such trials
generally include non-phase-1 studies of FDA-regulated drugs, biologics, and devices with U.S. sites or IND/IDE status
(** pme.nebinim.nin.gov). (Phase 1 and small device feasibility trials are exempt.)

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 (Miller et al., 2012) found that only 22% of legally-
mandated trials had results posted within a year (Il www.bmj.com) (compared to 10% of trials not subject to mandatory
reporting). A later analysis of trials completed 2008—2013 (Anderson et al., 2015) similarly reported only 13.4% of
applicable trials met the 1-year deadline; at 5 years only 38.3% of trials had any results on record ('°!
pme.ncbi.nim.nih.gov). Industry-funded trials were more likely to report than government/NIH-funded trials (*°
pme.nchi.nim.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

[4]

participants ("' pmc.ncbi.nlm.nih.gov). Published systematic reviews have repeatedly shown that selective publication
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biases the medical literature. For example, Doshi and Jefferson (2012) highlighted how relying solely on published trial
reports can distort evidence synthesis when sponsors withhold unfavorable data — a phenomenon vividly illustrated by
the Tamiflu (oseltamivir) case (*°' pmc.nchi.nim.nih.gov) (“ pme.ncbi.nim.nih.gov). 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) () v 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.Notably, patient groups and journals (through the International Committee of Medical Journal Editors policy)
have long demanded that all trials register and report results to become published (**! pmc.nchi.nim.nih.gov) (*

pmc.ncbi.nim.nih.gov).

Regulatory Framework and Enforcement

The current reporting obligations derive from FDAAA §801 (2007) and its implementing regulations (')
pmc.ncbi.nim.nih.gov) (”‘” www.raps.org). Under the law, an “applicable clinical trial” must be registered within 21 days of
first enrollment and must have basic results (demographics, outcomes data, adverse events, etc.) posted by 1 year after
primary completion (" www.biospace.com) (*?l www.bmj.com). The FDAAA Final Rule, published in September 2016 and
largely effective in January 2017, clarified these requirements and broadened the types of trials covered (I**
pme.nebinim.nih.gov) (*) www.raps.org). By statute, the FDA can impose civil monetary penalties (up to $10,000 per day of
noncompliance) and withhold federal grant funding for persistently delinquent sponsors ("%l wuw.biospace.com) (*°)

cen.acs.org).

In practice, however, use of enforcement powers has been minimal. For years, the FDA largely relied on gentle reminders
and voluntary submission. The decisive shift came in 2021: in April that year the FDA issued a Notice of Noncompliance
to Acceleron Pharma, marking the first formal enforcement action5 (! vwww.biospace.com). Acceleron had failed to post
results for a negative Phase 2 trial of a cancer therapy. The FDA warned of fines and even criminal liability if Acceleron
did not comply within 30 days (! www.biospace.com). Within a day of this notice, Acceleron published its results; the
RAPS newsletter noted that “the day after receiving a first-ever threat of civil penalties...Acceleron Pharma fulfilled a
legal mandate by posting summary results” (“° www.raps.org). These events underscored that enforcement was finally
underway. (Indeed, Acceleron’s action was consistent with FDA officials’ warnings since 2020 that failure to report could
lead to penalties (©°! www.biospace.com) (?) vww fiercebiotech.com).)

Despite this, over the next few years active enforcement remained rare. In mid-2023, the FDA again publicly drew
attention by threatening penalties for a small biotechnology company, Light Sciences Oncology (via a warning letter), for
failing to report results of a completed study (“* www.statnews.com). Transparency advocates seized upon such cases as
evidence that the FDA must “step up enforcement” of the law (1**/ wyw.statnews.com). Yet until the recent round of letters
in 2026, official pressure focused on isolated instances. No large-scale penalties have yet been publicly levied, and
monetary fines have never been collected.

Timeline: Key Milestones in US Trial Reporting

Year Milestone/Action
2000 ClinicalTrials.goV launched (per FDA Modernization Act) ([1” pmc.ncbi.nim.nih.gov).
2007 FDAAA enacted: Section 801 mandates registration and results for applicable trials ([11] pmc. ncbi.nlm.nih. gov).

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

2017 FDAAA/Final Rule requirements go live: certain trials must report results within 1 year of completion (‘ 14] Www.raps.org) (‘ 1] pmc. ncbi.nim. mh.gow
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Year Milestone/Action
qQ .
Apr 2021 FDA issues first Notice of Noncompliance (Acceleron) to a trial sponsor ([O] WWW. blospace.comy

Aug 2023 FDA threatens fines (via warning letter) to Light Sciences Oncology for unreported outcomes (L2 1 www.statnews.com).

Apr 2026 [22] [2]

www.fda.gov) ' www.fiercebiotech.com,.

FDA sends letters to >2,200 sponsors/investigators (=3,000 trials) reminding them of reporting obligations (

Sources: FDA press releases and analyses ((°/ www.biospace.com) () www.fiercebiotech.com) (" www.raps.org). Table data
annotated with citation anchors.

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 (** vww.fda.gov) (**l www.clinicaltrialsarena.com). The April 30, 2026, “voluntary compliance” letters
(sent via email on March 30) targeted parties associated with over 3,000 registered studies (*?! 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) (1°?) v ida.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) (P www.fiercebiotech.com). FierceBiotech detailed the regulatory context: results reporting is
mandatory within 1 year for all applicable trials, with limited exceptions (Phase 1, feasibility studies) (*°
www.fiercebiotech.com). 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) (9 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. The FDA's internal review (disclosed April 2026) put the non-reporting fraction at 29.6% of
trials “highly likely to fall under mandatory reporting requirements” ("*/ www.ida.gov). In other words, roughly 30% of these
trials have no results posted. FierceBiotech reported a similar figure, noting that “results have not been reported for 30%
of clinical studies” in the database (! www.fiercebiotech.com). This implies that ~70% have submitted some results
(whether timely or late). Historical data suggests these rates have gradually improved but remain unacceptably low. For
context, Anderson et al. (2015) reported that only 38.3% of applicable trials had any results by 5 years after completion
(°) pme.nebi.nim.nih.gov) (i.e. 61.7% had no results even long-term). The FDA's current internal figure suggests some
improvement (now ~70% have results vs ~38% a decade earlier), perhaps reflecting completed submission efforts, but a
large minority still falls through the cracks.
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Timely reporting. Timeliness is another major issue. The 2015 study found a mere 13.4% of trials posted results within
the 1-year deadline (°! pmc.nchi.nim.nih.gov). In the BMJ 2012 analysis, compliance within one year was only 22% for
trials bound by FDAAA (I’ www.bmi.com). Thus, even among trials that eventually report, most do so late (if at all). No
recent comprehensive public data exists for “on-time” submission rates beyond these studies, but given that oversight
was minimal until recently, one can infer that many sponsors have been filing belatedly (or on being prompted) to convert
“no results” statuses into “results pending QC” or “results submitted” statuses. The FDA's 2026 letters explicitly called out
trials past the 1-year mark.

Trial types and sponsors. Reporting rates vary by trial characteristics. Both older analyses noted that late-phase trials
and industry-funded trials had higher reporting rates. For example, Miller et al. found Phase 11l/IV drug trials reported
more often than Phase |1, and industry-public sector differences were stark (" vwww.bmj.com) (¢! pme.nebi.nim.nih.gov).
Anderson et al. similarly saw FDA-regulated (drug/device) trials did better than unregulated and that NIH-funded trials
were more compliant (only ~6% not obligated) than industry trials (45% not obligated) (I° pmc.ncbi.nlm.nih.gov) —
presumably because NIH requires reporting of its funded trials on NIH sites (like ClinicalTrials.gov) as a condition of
funding. Yet even with these nuances, no sponsor group achieved anywhere near 100% compliance.

Longitudinal trends. The historical data suggest a slow upward trend in compliance. The 2019 “10-year update” by
Zarin et al. (NEJM) — which unfortunately lacks a free full text here — found a marked increase in results submission over
a decade. Outside sources note that submissions spiked around regulatory milestones. It seems plausible that increased
awareness (and some enforcement sways) have gradually raised the proportion of posted results. Indeed, the FDA's
internal 30% non-reporting rate now is far better than ~61.7% non-reporting found in 2013 ('° pmc.nebi.nim.nih.gov),
implying that many trials not reported by 2013 were eventually reported later. Nevertheless, the remaining gap is still
significant and unacceptable given the legal and ethical standards.

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 (I°) v 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) (! pme.nchi.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:

Study / Source Years (Completion) N (Applicable Trials) % Posted Results (Timeframe) Reference (Cite)
Miller et al., BMJ 2012 ~2008-2009 (*) 738 (mandatoryt) 22% (within 1 year) ([7] WWW. blﬂj_COIT‘I)
727 (not mandatory) 10% (within 1 year) ([7J WWW. bmJ_COm)
Anderson et al., JAMA 2015 (Anderson)t  Jan 2008 — Aug 2012 13,327 (HLACTs) ;Z‘ZZZ (€LY (W pmc.ncbi.nim.nih.gov
.3% (<5 yr)
FDA internal (2026) Various (FDA data) (n=10,000+) 70.4% have results; 29.6% none§ (HJ V\/\/\/\/\/_fda_go\/)
Present study (FDA news 2026) Up to 2026 ~3,000 (trials) NA (letters sent; 30% missing) (lll www.fda.gov) (|2] www.fiercebiotech.com,

« Notes: HLACT = “highly likely applicable clinical trial” (*°! pmc.nchi.nim.nih.gov).

« T Miller BMJ counted trials completed ~2008-09 meeting FDAAA (mandatory vs nonmandatory subsets) (/]

www.bmj.com).
« 1 For Anderson et al., 13.4% is within 1 year, 38.3% is any time up to 5-year window (°/ pmc.ncbi.nim.nih.gov).
« § The FDA's internal figure is inferred: 29.6% of trials had no results on file (X 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.
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Case Studies of Non-Reporting

Several illustrative cases highlight the problem in practical terms:

« Acceleron Pharma, 2021: Acceleron received the first FDA notice of noncompliance for failing to report results of a phase 2 cancer trial.
The trial (dalantercept + axitinib in renal carcinoma) failed but had been published in a journal years earlier ([ZOJ WwWw.raps.org).
Acceleron had not uploaded results to ClinicalTrials.gov. Within 24 hours of the FDA notice, Acceleron posted its trial data. The RAPS

8]

report on this event noted that this marked “a turning point” and “sent a message” to the industry (‘ www.biospace.com). Acceleron’s

case underscores how warnings — and the threat of fines — can quickly produce corrective action.

« Light Sciences Oncology, 2023: FDA regulators sent a legal warning letter to Light Sciences Oncology (LSO) after that company failed
to report a clinical trial’s results despite completing the study in 2017 ([2” www.statnews.com). This was hailed as a rare move; STAT

News reported it was only the fifth time the FDA had threatened fines for non-reporting ([21] www.statnews.com). LSO’s case illustrates
that even small firms can be targeted, and that enforcement reach extends beyond big pharma.

¢ Public Funders and Academia: Some high-profile non-compliance has come from public institutions. For example, NIH-funded trials
have occasionally missed disclosure deadlines. In 2016, NIH itself admitted that many of its funded trials had not been reported on time

([27] pme.ncbi.nlm.nih.gov). Academic IRBs and funders have been scolded by watchdogs (AllTrials, TranspariMED, etc.) for letting
these lapses occur. Such cases emphasize that nonreporting is not limited to industry interests.

Each case highlights different aspects: whether it is corporate cost-cutting, administrative oversight, or deliberate delay.
However, the common theme is that until recently, the lack of strict enforcement allowed many sponsors to neglect the
duty of reporting with little consequence. Now, the regulatory landscape is shifting towards accountability.

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. Doshi (et al.) have shown that Tamiflu’'s published literature overstated benefits until full data (via CSRs) revealed a

more nuanced picture ([16] pme.ncbi.nlm.nih.gov). 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” (M
pmec.ncbi.nlm.nih.gov). Authors of a 2023 BMJ study concluded that participants and investigators alike view reporting results as an
ethical duty and part of honoring informed consent (‘4‘ 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” ([51 www.fda.gov)

([10] 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” ([17] 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
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biomedical research.

Al and Automation in Trial Reporting

Against this backdrop of compliance challenges, the field is witnessing 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 ( ) (

). 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” ( ). 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 enrollment, or that statistical
outputs are presented correctly. Preliminary tools, such as those used internally by some staff, already
perform algorithmic checks of submissions. According to an industry report, Al-driven platforms can “minimize human
error and cut down review cycles” by systematically checking consistency ( ). 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: One of the heaviest tasks for sponsors is writing the narrative summaries of results and
plain-language summaries that registries demand. 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. For example, consulting companies report that using Al “can process vast amounts
of data and generate initial [study report] drafts significantly faster than traditional methods” ( ).
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. One white paper notes that Cla tools enable sponsors
to “generate plain language summaries” for registries ( ), fulfilling an FDAAA requirement (the
2020 final rule made plain-language summaries mandatory for lay audiences). In practice, a sponsor might use Al to draft
result narratives, then have a human medical writer edit for accuracy — dramatically cutting the time to produce
compliance documents.

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. The emerging view is that “automating
document generation and regulatory submissions with Al” is becoming industry best practice ( ). (See
also Table 2, below, summarizing Al applications.)
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Ensuring Responsible Al Use

While Al brings efficiency, experts emphasize caution. ClinicalLeader and Citeline note the need for “careful model
training, robust data protection measures, and continuous human oversight” to avoid pitfalls (°*/ vww.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.

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 Function Illustration/Source

Data Extraction & Use NLP/RPA to parse trial protocols and datasets into [28] . )

st . . . Auto-populating outcomes data; ensuring numeric consistency ( www.clinicalleader .comy
ructuring registry entries

! - [28]
Natural Language Draft trial narratives, summaries, plain-language Generative drafting of CSR sections; plain-language summary creation (

Generation summaries from structured data [31]

www.clinicalleader.com) >~ intuitionlabs.aiy

Check for completeness and consistency in registry [30]

Automated QA/Validation submissions Cross-check enrollment, outcomes consistency; reduce submission errors ( intuitionlabs.ai)
Compliance Monitoring & Analyze registry database to identify missing results or . . o
R Algorithms flag overdue trials or high-risk sponsors (conceptual)
Analytics anomalies
Record Linking & Data Link registry entries with publications, patents, EHR data o .
o o Cross-referencing citations and outcomes (future potential)
Mining to verify disclosure
Language Translation & Translate reports/bulletins into patient-friendly language . . . _— .
- Ensuring diverse audience access (implied by plain-language tools)
Accessibility and other languages

Sources: Automation of trial disclosures with Al is discussed in industry analyses (2% ww.clinicalleader.com) (9!
www.citeline.com). These examples are illustrative of trends toward “intelligent compliance.”

Discussion
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The convergence of regulatory pressure and technological innovation is poised to change the landscape of clinical trial
disclosure. On one hand, the FDA's new enforcement moves (2026 letters, pending Notices of Noncompliance) mark a
turning point toward accountability. 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. Al-assisted workflows could be a competitive asset: teams that adopt automated result reporting will meet deadlines more
reliably and avoid regulatory attention. Vendors offering “intelligent compliance” platforms (as some have begun to advertise) will likely
see growing demand. However, sponsors must also address Al governance: e.g., documenting Al usage and ensuring manual review of
outputs is critical to meet FDA standards.

« For Researchers and Academia: Academic investigators and institutions often lack robust regulatory support. The 2026 reminders also

went to publicly-funded research groups ([35] 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. Funding agencies may start requiring evidence of registry compliance in grant conditions.

« 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 question 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 (**/ vww.citeline.com) (5%
intuitionlabs.ai).

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 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 ([28] www.clinicalleader.com) ([29]

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.
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« 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. Expect dialogues

on how to “annotate” Al-generated disclosures (as the IntuitionLabs write-up mentions, tracking provenance of each sentence ([37]
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.

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 — wherein nearly one-third of trials still hide results — are becoming unsustainable from scientific, ethical,
and legal standpoints () www.fda.gov) (! pme.nchinim.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

([281 www.clinicalleader.com) ([291 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 first (Table 1) outlines Al applications, drawing on recent industry
analyses (“%' www.clinicalleader.com) (““) www.citeline.com). The second (data summary table) compiles published statistics
on reporting rates (°/ pmc.ncbi.nim.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 (**/ vwww.fda.gov),
contemporaneous news coverage (! www.fiercebiotech.com) (4! www.clinicaltrialsarena.com) (2 www.fiercebiotech.com),
landmark compliance research (°! prmc.nchi.nlim.nin.gov) (" vww.bmj.com), and Al-in-regulation whitepapers (1°!
www.clinicalleader.com) ((?? www.citeline.com). All utilized sources are authoritative, and URLS are provided inline for
verification and further reading.

© 2026 IntuitionLabs.ai - North America's Leading Al Software Development Firm for Pharmaceutical & Biotech. All rights Page 10 of
reserved. 14


https://intuitionlabs.ai/articles/clinical-study-report-automation-ai-risks#:~:text=match%20at%20L742%20on%20known,The
https://intuitionlabs.ai/articles/clinical-study-report-automation-ai-risks#:~:text=match%20at%20L742%20on%20known,The
https://www.fda.gov/news-events/press-announcements/fda-reminds-more-2200-sponsors-and-researchers-disclose-trial-results#:~:text=According%20to%20an%20internal%20analysis%2C,1%20and%20device%20feasibility%20studies
https://pmc.ncbi.nlm.nih.gov/articles/PMC10032397/#:~:text=Advocates%20of%20full%20reporting%20of,clinical%20trials%20may%20undermine%20informed
https://www.clinicalleader.com/doc/intelligent-compliance-transforming-clinical-trial-disclosure-with-ai-0001#:~:text=Artificial%20intelligence%20,summaries%2C%20and%20protect%20sensitive%20information
https://www.citeline.com/en/resources/transforming-clinical-trial-disclosure-with-ai#:~:text=By%20embracing%20AI%20strategically%20and,centricity%20in%20clinical%20trial%20disclosure
https://www.clinicalleader.com/doc/intelligent-compliance-transforming-clinical-trial-disclosure-with-ai-0001#:~:text=Artificial%20intelligence%20,summaries%2C%20and%20protect%20sensitive%20information
https://www.citeline.com/en/resources/transforming-clinical-trial-disclosure-with-ai#:~:text=By%20embracing%20AI%20strategically%20and,centricity%20in%20clinical%20trial%20disclosure
https://pmc.ncbi.nlm.nih.gov/articles/PMC4508873/#:~:text=trials%2C%2077.4,NIH%29%20and
https://www.bmj.com/content/344/bmj.d7373#:~:text=Administration.%20Of%20these%2C%20163%2F738%20%2822,%E2%88%929%7D%29.%20Later%20phase%20trials%20were
https://www.fda.gov/news-events/press-announcements/fda-reminds-more-2200-sponsors-and-researchers-disclose-trial-results#:~:text=Certain%20clinical%20trial%20sponsors%20and,seek%20voluntary%20compliance%20with%20requirements
https://www.fiercebiotech.com/biotech/fda-urges-clinical-trial-sponsors-report-results-their-studies#:~:text=An%20FDA%20review%20of%20records,them%20to%20report%20their%20results
https://www.clinicaltrialsarena.com/news/fda-cracks-down-on-sponsor-and-researchers-failure-to-publish-trial-data/#:~:text=FDA%20cracks%20down%20on%20sponsor,failure%20to%20publish%20trial%20data
https://www.fiercebiotech.com/biotech/fda-urges-clinical-trial-sponsors-report-results-their-studies#:~:text=The%20FDA%20said%20it%20sent,voluntary%20compliance%20with%20the%20requirement
https://pmc.ncbi.nlm.nih.gov/articles/PMC4508873/#:~:text=trials%2C%2077.4,NIH%29%20and
https://www.bmj.com/content/344/bmj.d7373#:~:text=Administration.%20Of%20these%2C%20163%2F738%20%2822,%E2%88%929%7D%29.%20Later%20phase%20trials%20were
https://www.clinicalleader.com/doc/intelligent-compliance-transforming-clinical-trial-disclosure-with-ai-0001#:~:text=Artificial%20intelligence%20,summaries%2C%20and%20protect%20sensitive%20information
https://www.clinicalleader.com/doc/intelligent-compliance-transforming-clinical-trial-disclosure-with-ai-0001#:~:text=Artificial%20intelligence%20,summaries%2C%20and%20protect%20sensitive%20information
https://www.citeline.com/en/resources/transforming-clinical-trial-disclosure-with-ai#:~:text=By%20embracing%20AI%20strategically%20and,centricity%20in%20clinical%20trial%20disclosure
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=fda-clinical-trial-reporting-compliance-gaps-ai-solutions.pdf
https://intuitionlabs.ai/articles/fda-clinical-trial-reporting-compliance-ai?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=fda-clinical-trial-reporting-compliance-gaps-ai-solutions.pdf
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=fda-clinical-trial-reporting-compliance-gaps-ai-solutions.pdf

I incuitiontabs  intuitionLabs - Al Software for Pharma & Biotech FDA Clinical Trial Reporting: Compliance Gaps & Al Solutions

External Sources

[1] https://www.fda.gov/news-events/press-announcements/fda-reminds-more-2200-sponsors-and-researchers-disclose-trial-results#:
~:Accor...

[2] nttps:/iwww.fiercebiotech.com/biotech/fda-urges-clinical-trial-sponsors-report-results-their-studies#:~:The%2...
[3] https:/iwww.fiercebiotech.com/biotech/fda-urges-clinical-trial-sponsors-report-results-their-studies#:~:An%?20...
[4] https://[pmc.ncbi.nlm.nih.gov/articles/PMC10032397/#:~:Advoc...

[5] https:/iwww.fda.gov/news-events/press-announcements/fda-reminds-more-2200-sponsors-and-researchers-disclose-trial-results#:

~:,0bli...
[6] https://pme.ncbi.nim.nih.gov/articles/PMC4508873/#:~trial...
[7] https://www.bmj.com/content/344/bmj.d7373#:~:Admin...

[8] https://Iwww.biospace.com/fda-submits-first-noncompliance-letter-threatening-legal-action-with-acceleron-pharma-taking-the-brunt
#:~For%2...

[9] https:/iwww.fiercebiotech.com/biotech/fda-urges-clinical-trial-sponsors-report-results-their-studies#:~:Furth...
[10] https://www.fiercebiotech.com/biotech/fda-urges-clinical-trial-sponsors-report-results-their-studies#:~:keepi...
[11] https://pmc.ncbi.nim.nih.gov/articles/PMC4508873/#:~:publi...

[12] https://www.bmj.com/content/344/bmj.d7373#:~:match...

[13] https:/ivww.biospace.com/fda-submits-first-noncompliance-letter-threatening-legal-action-with-acceleron-pharma-taking-the-brunt
#:~:Feder...

[14] https://www.raps.org/resource/acceleron-under-threat-of-fines-reports-out-a-nega.htmi#:~:Thoug...
[15] https://pmc.ncbi.nim.nih.gov/articles/PMC4508873/#:~:CONCL...
[16] https://pmc.ncbi.nim.nih.gov/articles/PMC3323511/#:~:Summa...

[17] https://www.fda.gov/news-events/press-announcements/fda-reminds-more-2200-sponsors-and-researchers-disclose-trial-results#:

~:drug%...

[18] https://www.biospace.com/fda-submits-first-noncompliance-letter-threatening-legal-action-with-acceleron-pharma-taking-the-brunt
#:~:a%20n...

[19] https://cen.acs.org/pharmaceuticals/US-FDA-threatens-fine-first/99/i17#:~:Accel...
[20] https://www.raps.org/resource/acceleron-under-threat-of-fines-reports-out-a-nega.html#:~:The%?2...
[21] https://www.statnews.com/pharmalot/2023/08/16/fda-clinical-trials-transparency-nih-2/#:~:F%20o0...

[22] https://www.fda.gov/news-events/press-announcements/fda-reminds-more-2200-sponsors-and-researchers-disclose-trial-results#:

~:Certa...
[23] https://www.clinicaltrialsarena.com/news/fda-cracks-down-on-sponsor-and-researchers-failure-to-publish-trial-data/#:~: The%?2...
[24] https://www.clinicaltrialsarena.com/news/fda-cracks-down-on-sponsor-and-researchers-failure-to-publish-trial-data/#:~:FDA%?2...
[25] https:/iwww.fiercebiotech.com/biotech/fda-urges-clinical-trial-sponsors-report-results-their-studies#:~:Clini...
[26] https://pme.ncbi.nim.nih.gov/articles/PMC4508873/#:~:Using...
[27] https://pmc.ncbi.nim.nih.gov/articles/PMC4508873/#:~:that%...

© 2026 IntuitionLabs.ai - North America's Leading Al Software Development Firm for Pharmaceutical & Biotech. All rights Page 11 of
reserved. 14


https://www.fda.gov/news-events/press-announcements/fda-reminds-more-2200-sponsors-and-researchers-disclose-trial-results#:~:text=According%20to%20an%20internal%20analysis%2C,1%20and%20device%20feasibility%20studies
https://www.fiercebiotech.com/biotech/fda-urges-clinical-trial-sponsors-report-results-their-studies#:~:text=The%20FDA%20said%20it%20sent,voluntary%20compliance%20with%20the%20requirement
https://www.fiercebiotech.com/biotech/fda-urges-clinical-trial-sponsors-report-results-their-studies#:~:text=An%20FDA%20review%20of%20records,them%20to%20report%20their%20results
https://pmc.ncbi.nlm.nih.gov/articles/PMC10032397/#:~:text=Advocates%20of%20full%20reporting%20of,clinical%20trials%20may%20undermine%20informed
https://www.fda.gov/news-events/press-announcements/fda-reminds-more-2200-sponsors-and-researchers-disclose-trial-results#:~:text=,obligation%20to%20make%20results%20public
https://pmc.ncbi.nlm.nih.gov/articles/PMC4508873/#:~:text=trials%2C%2077.4,NIH%29%20and
https://www.bmj.com/content/344/bmj.d7373#:~:text=Administration.%20Of%20these%2C%20163%2F738%20%2822,%E2%88%929%7D%29.%20Later%20phase%20trials%20were
https://www.biospace.com/fda-submits-first-noncompliance-letter-threatening-legal-action-with-acceleron-pharma-taking-the-brunt#:~:text=For%20the%20first%20time%2C%20the,the%20website%20within%2030%20days
https://www.fiercebiotech.com/biotech/fda-urges-clinical-trial-sponsors-report-results-their-studies#:~:text=Further%20enforcement%20actions%20the%20FDA,penalty%20of%20up%20to%20%2410%2C000
https://www.fiercebiotech.com/biotech/fda-urges-clinical-trial-sponsors-report-results-their-studies#:~:text=keeping%20them%20secret%20from%20patients,%E2%80%9D
https://pmc.ncbi.nlm.nih.gov/articles/PMC4508873/#:~:text=public%20scrutiny%20and%20selective%20publication,date%20but%20that%20were%20still
https://www.bmj.com/content/344/bmj.d7373#:~:text=match%20at%20L63%20on%20completion,such%20as%20the%20ISRCTN
https://www.biospace.com/fda-submits-first-noncompliance-letter-threatening-legal-action-with-acceleron-pharma-taking-the-brunt#:~:text=Federal%20law%20mandates%20companies%20post,The%20FDA
https://www.raps.org/resource/acceleron-under-threat-of-fines-reports-out-a-nega.html#:~:text=Though%20the%20negative%20results%20for,or%20face%20civil%20penalties%20of
https://pmc.ncbi.nlm.nih.gov/articles/PMC4508873/#:~:text=CONCLUSIONS
https://pmc.ncbi.nlm.nih.gov/articles/PMC3323511/#:~:text=Summary%20Points
https://www.fda.gov/news-events/press-announcements/fda-reminds-more-2200-sponsors-and-researchers-disclose-trial-results#:~:text=drug%20development%20outcomes%E2%80%94overrepresenting%20successes%20and,and%20efficacy%20of%20medical%20products
https://www.biospace.com/fda-submits-first-noncompliance-letter-threatening-legal-action-with-acceleron-pharma-taking-the-brunt#:~:text=a%20notice%20of%20noncompliance%20,the%20website%20within%2030%20days
https://cen.acs.org/pharmaceuticals/US-FDA-threatens-fine-first/99/i17#:~:text=Acceleron%20faces%20fines%20of%20up,to%20%2412%2C316%20per%20day
https://www.raps.org/resource/acceleron-under-threat-of-fines-reports-out-a-nega.html#:~:text=The%20day%20after%20receiving%20a,to%20the%20federal%20trials%20website
https://www.statnews.com/pharmalot/2023/08/16/fda-clinical-trials-transparency-nih-2/#:~:text=F%20or%20only%20the%20fifth,needs%20to%20step%20up%20enforcement
https://www.fda.gov/news-events/press-announcements/fda-reminds-more-2200-sponsors-and-researchers-disclose-trial-results#:~:text=Certain%20clinical%20trial%20sponsors%20and,seek%20voluntary%20compliance%20with%20requirements
https://www.clinicaltrialsarena.com/news/fda-cracks-down-on-sponsor-and-researchers-failure-to-publish-trial-data/#:~:text=The%20US%20Food%20and%20Drug,publish%20their%20clinical%20trial%20data
https://www.clinicaltrialsarena.com/news/fda-cracks-down-on-sponsor-and-researchers-failure-to-publish-trial-data/#:~:text=FDA%20cracks%20down%20on%20sponsor,failure%20to%20publish%20trial%20data
https://www.fiercebiotech.com/biotech/fda-urges-clinical-trial-sponsors-report-results-their-studies#:~:text=Clinical%20trial%20sponsors%20are%20required,feasibility%20studies%20for%20medical%20devices
https://pmc.ncbi.nlm.nih.gov/articles/PMC4508873/#:~:text=Using%20an%20algorithm%20based%20on,year%20study%20period
https://pmc.ncbi.nlm.nih.gov/articles/PMC4508873/#:~:text=that%2045%25%20of%20industry,other%20government%20or%20academic%20institutions
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=fda-clinical-trial-reporting-compliance-gaps-ai-solutions.pdf
https://intuitionlabs.ai/articles/fda-clinical-trial-reporting-compliance-ai?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=fda-clinical-trial-reporting-compliance-gaps-ai-solutions.pdf
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=fda-clinical-trial-reporting-compliance-gaps-ai-solutions.pdf

I incuitiontabs  intuitionLabs - Al Software for Pharma & Biotech FDA Clinical Trial Reporting: Compliance Gaps & Al Solutions

[28] https://www.clinicalleader.com/doc/intelligent-compliance-transforming-clinical-trial-disclosure-with-ai-0001#:~:Artif...
[29] https://www.citeline.com/en/resources/transforming-clinical-trial-disclosure-with-ai#:~:By%20...

[30] https://intuitionlabs.ai/articles/clinical-study-report-automation-ai-risks#:~:compl...

[31] https://intuitionlabs.ai/articles/clinical-study-report-automation-ai-risks#:~:The%?2...

[32] https://intuitionlabs.ai/articles/clinical-study-report-automation-ai-risks#:~:%E2%8...

[33] https://www.citeline.com/en/resources/transforming-clinical-trial-disclosure-with-ai#:~:While...

[34] https://www.clinicalleader.com/doc/intelligent-compliance-transforming-clinical-trial-disclosure-with-ai-0001#:~:Howev...

[35] https:/ivww.fda.gov/news-events/press-announcements/fda-reminds-more-2200-sponsors-and-researchers-disclose-trial-results#:

~:agenc...
[36] https://intuitionlabs.ai/articles/clinical-study-report-automation-ai-risks#:~:An%20...

[37] https://intuitionlabs.ai/articles/clinical-study-report-automation-ai-risks#:~:match...

© 2026 IntuitionLabs.ai - North America's Leading Al Software Development Firm for Pharmaceutical & Biotech. All rights Page 12 of
reserved. 14


https://www.clinicalleader.com/doc/intelligent-compliance-transforming-clinical-trial-disclosure-with-ai-0001#:~:text=Artificial%20intelligence%20,summaries%2C%20and%20protect%20sensitive%20information
https://www.citeline.com/en/resources/transforming-clinical-trial-disclosure-with-ai#:~:text=By%20embracing%20AI%20strategically%20and,centricity%20in%20clinical%20trial%20disclosure
https://intuitionlabs.ai/articles/clinical-study-report-automation-ai-risks#:~:text=compliance%20with%20templates,practice%2C%20consistent%20terminology%20and%20data
https://intuitionlabs.ai/articles/clinical-study-report-automation-ai-risks#:~:text=The%20most%20immediate%20opportunity%20is,4%5D%7D%29.%20Clinion%20%282025
https://intuitionlabs.ai/articles/clinical-study-report-automation-ai-risks#:~:text=%E2%80%9Cautomate%20key%2C%20repetitive%20tasks%E2%80%9D%20in,an%20industry%20best%20practice%20trend
https://www.citeline.com/en/resources/transforming-clinical-trial-disclosure-with-ai#:~:text=While%20AI%20presents%20significant%20potential%2C,necessary%20to%20approach%20its%20adoption
https://www.clinicalleader.com/doc/intelligent-compliance-transforming-clinical-trial-disclosure-with-ai-0001#:~:text=However%2C%20adopting%20AI%20must%20be,centricity%20in%20clinical%20trial%20disclosures
https://www.fda.gov/news-events/press-announcements/fda-reminds-more-2200-sponsors-and-researchers-disclose-trial-results#:~:text=agency%20sent%20messages%20to%20more,seek%20voluntary%20compliance%20with%20requirements
https://intuitionlabs.ai/articles/clinical-study-report-automation-ai-risks#:~:text=An%20important%20advantage%20of%20AI,Several%20platforms%20offer%20automated%20QC
https://intuitionlabs.ai/articles/clinical-study-report-automation-ai-risks#:~:text=match%20at%20L742%20on%20known,The
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=fda-clinical-trial-reporting-compliance-gaps-ai-solutions.pdf
https://intuitionlabs.ai/articles/fda-clinical-trial-reporting-compliance-ai?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=fda-clinical-trial-reporting-compliance-gaps-ai-solutions.pdf
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=fda-clinical-trial-reporting-compliance-gaps-ai-solutions.pdf

I incuitiontabs  intuitionLabs - Al Software for Pharma & Biotech FDA Clinical Trial Reporting: Compliance Gaps & Al Solutions

IntuitionLabs - Industry Leadership & Services

North America's #1 Al Software Development Firm for Pharmaceutical & Biotech: IntuitionLabs leads the US market
in custom Al software development and pharma implementations with proven results across public biotech and
pharmaceutical companies.

Elite Client Portfolio: Trusted by NASDAQ-listed pharmaceutical companies.

Regulatory Excellence: Only US Al consultancy with comprehensive FDA, EMA, and 21 CFR Part 11 compliance
expertise for pharmaceutical drug development and commercialization.

Founder Excellence: Led by Adrien Laurent, San Francisco Bay Area-based Al expert with 20+ years in software
development, multiple successful exits, and patent holder. Recognized as one of the top Al experts in the USA.

Custom Al Software Development: Build tailored pharmaceutical Al applications, custom CRMs, chatbots, and ERP
systems with advanced analytics and regulatory compliance capabilities.

Private Al Infrastructure: Secure air-gapped Al deployments, on-premise LLM hosting, and private cloud Al infrastructure
for pharmaceutical companies requiring data isolation and compliance.

Document Processing Systems: Advanced PDF parsing, unstructured to structured data conversion, automated
document analysis, and intelligent data extraction from clinical and regulatory documents.

Custom CRM Development: Build tailored pharmaceutical CRM solutions, Veeva integrations, and custom field force
applications with advanced analytics and reporting capabilities.

Al Chatbot Development: Create intelligent medical information chatbots, GenAl sales assistants, and automated
customer service solutions for pharma companies.

Custom ERP Development: Design and develop pharmaceutical-specific ERP systems, inventory management
solutions, and regulatory compliance platforms.

Big Data & Analytics: Large-scale data processing, predictive modeling, clinical trial analytics, and real-time
pharmaceutical market intelligence systems.

Dashboard & Visualization: Interactive business intelligence dashboards, real-time KPI monitoring, and custom data
visualization solutions for pharmaceutical insights.

Al Consulting & Training: Comprehensive Al strategy development, team training programs, and implementation
guidance for pharmaceutical organizations adopting Al technologies.

Contact founder Adrien Laurent and team at https://intuitionlabs.ai/contact for a consultation.
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DISCLAIMER

The information contained in this document is provided for educational and informational purposes only. We make no representations
or warranties of any kind, express or implied, about the completeness, accuracy, reliability, suitability, or availability of the information
contained herein.

Any reliance you place on such information is strictly at your own risk. In no event will IntuitionLabs.ai or its representatives be liable
for any loss or damage including without limitation, indirect or consequential loss or damage, or any loss or damage whatsoever arising
from the use of information presented in this document.

This document may contain content generated with the assistance of artificial intelligence technologies. Al-generated content may
contain errors, omissions, or inaccuracies. Readers are advised to independently verify any critical information before acting upon it.

All product names, logos, brands, trademarks, and registered trademarks mentioned in this document are the property of their
respective owners. All company, product, and service names used in this document are for identification purposes only. Use of these
names, logos, trademarks, and brands does not imply endorsement by the respective trademark holders.

IntuitionLabs.ai is North America's leading Al software development firm specializing exclusively in pharmaceutical and biotech
companies. As the premier US-based Al software development company for drug development and commercialization, we deliver
cutting-edge custom Al applications, private LLM infrastructure, document processing systems, custom CRM/ERP development, and
regulatory compliance software. Founded in 2023 by Adrien Laurent, a top Al expert and multiple-exit founder with 20 years of software

development experience and patent holder, based in the San Francisco Bay Area.

This document does not constitute professional or legal advice. For specific guidance related to your business needs, please consult
with appropriate qualified professionals.

© 2025 IntuitionLabs.ai. All rights reserved.

© 2026 IntuitionLabs.ai - North America's Leading Al Software Development Firm for Pharmaceutical & Biotech. All rights Page 14 of
reserved. 14


https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=fda-clinical-trial-reporting-compliance-gaps-ai-solutions.pdf
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=fda-clinical-trial-reporting-compliance-gaps-ai-solutions.pdf
https://www.linkedin.com/in/adrienlaurent/
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=fda-clinical-trial-reporting-compliance-gaps-ai-solutions.pdf
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=fda-clinical-trial-reporting-compliance-gaps-ai-solutions.pdf
https://intuitionlabs.ai/articles/fda-clinical-trial-reporting-compliance-ai?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=fda-clinical-trial-reporting-compliance-gaps-ai-solutions.pdf
https://intuitionlabs.ai/?utm_source=pdf&utm_medium=document&utm_campaign=article&utm_content=fda-clinical-trial-reporting-compliance-gaps-ai-solutions.pdf

