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Quality Assurance in Regulatory Submissions

How much time does your team spend manually verifying data in regulatory submissions?
Where are the biggest compliance and accuracy bottlenecks in your research workflows?

Have regulatory delays ever occurred due to inconsistencies in submission documents?

How confident are you that your submissions align with compliance and regulatory guidelines?
What if Al could detect discrepancies, generate content, and speed up submission reviews?

Years of discovery and development effort go into creating new interventions before trials and regulatory
submissions get started. No matter your company size or phase of product development, regulatory submissions
are challenging, requiring strict adherence to data accuracy and consistency. Failed applications are costly,
slowing approvals as the process needs to start again with longer timelines and delays in drug development.
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The process of writing submissions and quality audits involves numerous steps and requires close coordination by research,
non-clinical, or clinical departments with regulatory, safety, quality, marketing, and other stakeholders. Companies can mitigate
submission quality and data conformance issues in regulatory reports by automatically identifying discrepancies between
information in the report and source materials. Expert.ai designed an Al-powered solution for quality control and content
generation to build smarter, more efficient workflows that streamline study report creation, source data verification, quality
review processes, and regulatory approvals.

Measured Outcomes

Mitigate the risk of regulatory delays by catching errors early
Accelerate submission preparation with Al-driven data validation
Enhance consistency between reports, summaries, and source materials
Reduce overall quality control review time for faster approvals
Support regulatory teams with intelligent tools for seamless compliance

Al-Driven Quality Control & Content Generation Solution

Expert.ai’'s advanced Al solution automates document quality checks and content creation, ensuring submission accuracy
while reducing manual effort. Designed for scientists, document managers, and regulatory affairs teams, our technology:

Performs Al-powered quality checks to detect inconsistencies in toxicology, pharmacokinetics, and clinical data
Automates content generation, helping researchers create reports and regulatory documents aligned with source data
Compares submission documents to study reports to verify accuracy before regulatory submission



@ Ensures compliance with internal policies and health authority guidelines by following structured document outlines
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5.3.2. Repeat-Dose Study Summary

Ina 14 day repeat dose oral toxicity study, EAI326 (sactium salt was administered to

a (5/sex/group) at doses of O fcontrol), 10, 75 and 100 img/kg/day [Report

1], EAI326 was formulated with 0,5% [PMC and 0.1% Tueen 80. Parameters

ualed during the sludy were clinical observations, oxicokinelics, body

weights, faod consumption, hematclogy and clinical chemistry, ophthalmoscopic

organ weights, ions and pathalogy

(including stage dependent evaluation of spermatagenesis. A tabulated summary of
this study s presented i m2 6.7, Table 6.2

Ina 14 day repeal dose oral loxicily sludy, EATIZ6 (sodium sall) was administered to
€1 mice (I0/SEETGNY at doses of U (control), 10, 75 and 1000 me/ke/day. EALIZ6
was formulated with 05% HEMC and 0.1% [ween 50, Parameters that were evaluated
curing the study were clinical observations, toxicokinetics, body weights, food
consumplion, hemalology and clinical chemistry, ophthalmoscopic observalions,
organ weights, macroscopic ohservations and microscopic pathology fincluding stage
dependent evaluation of spermarogencsish

The NOAEL was 1600 mug/Ka/day|(mean AUCO-24 (2587 jgh/mi; mean Coas 142

The Stemid e (pla & nc AUCO-24 values) of EALZ2E rased
systemic exposure (plasma Cmax a values) inercased less S/l (gendermveraged based on Ty 14 vabuesll

than propartionally with the increase in dose in each sex an both Days 1 and 14,
Although the systemic exposure was shghtly higher (sbout 10% to 70%) on Day 14
compared 1o Day 1, there were no marked differences in exposure. There wert no
gender differences i systemic exposure.

Minimal to moderate increases in serum enzymes alanine aminotransferase [ALT),
glutamate dehydrogenase (GLOH), and aspartate aminotransferase (AS1) were noted
in one male and female mouse cach given 1000 mg/kg/day. No hepatic hisiological
correlates were observed in the male, and it could not be determined if the minimal

nerrosis in the female for the minimal (o mild elevated
serum enzymes, as 3 control male had comparable hepatocellular necrosis, but with
no enzyme clevations. Although likely test article-related, a definitive relationship
could not be established becanse there were no lustologic comelates or sumlar
chargges in other mice, These findings were considered non-adverse

Other clinical or anatomic pathology changes were within the range of biological
wariation and were nat considersd related 10 treatment with FAIG26. There were no
changes considered related (o EAI26 administration in the stage-dependent
evaluation of spermatogenesis.

‘The NOAEL was 1000 ma/ka/dose [mean AUCD-24 2,3863 jgh/ml; mean Cmax 142
pi/ml (gender averaged based on Day 14 values)|.
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Core Functionalities

Expert.ai’'s solutions for Life Sciences and Healthcare provide medical, research, pre-clinical, clinical, regulatory and
knowledge management teams with the highest quality, standards-based and most consistent Life Sciences knowledge
models available. Teams can now accelerate quality assurance processes for regulatory reporting by using a hybrid Al
approach combining neuro-symbolic, generative, and agentic artificial intelligence. Our solution for quality assurance in
regulatory submission transforms the internal documentation workflow and regulatory submission process:

@ Text and Data Comparison: Automatically detects discrepancies between summary reports and supporting studies.
@ Automated Report Generation: Uses Al to generate structured content from reference materials.
@ Intelligent Review & Validation: Identifies misalignments and ensures conformance with submission standards.

About us

° Expert.ai (EXAL:IM) leverages more than 30 years of Al expertise to transform Pharma and Healthcare. Our advanced hybrid Al
\‘ capabilities empower researchers, clinicians, and pharmaceutical leaders to extract insights from complex medical data, accelerating

drug discovery, optimizing clinical trials, and enhancing real-world evidence analysis for smarter, data-driven decisions.
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