Al-Driven Drug Discovery & Next-Gen Validation

PHARMACEUTICAL & MEDICAL DEVICES

The pharmaceutical industry is undergoing a profound transformation. Traditional drug discovery—characterized by long
timelines, high failure rates, and linear experimentation—is being disrupted by Al-driven discovery platforms. Within the next few
years, more than 30% of new drug pipelines are expected to originate from Al-enabled systems capable of exploring vast
chemical spaces beyond human capability.

But discovery is only half the equation. Regulatory bodies are raising the bar on data integrity, traceability, and validation. Leading
organizations are moving toward "Next-Gen Validation"—where Al-generated insights are validated through automated,
transparent, and audit-ready systems, often reinforced by blockchain-backed data integrity. A global life sciences organization
recognized that future competitiveness would depend not only on Al capability—but on the ability to make Al trusted, explainable,
and regulator-ready.

50% 30%+ 100%

Reduction in Preclinical Timelines Al-Originated Pipelines Audit-Ready Traceability
Up to 50% faster from discovery to Share of new drug pipelines expected Full traceability of Al-driven decisions
candidate selection from Al-enabled systems and data integrity

From experimental science to autonomous, validated discovery systems — powered by Fortis & Peak A
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The Strategic Challenge

Despite significant investment in Al capabilities, many pharmaceutical organizations find themselves unable to operationalize Al
within a trusted, regulatory-grade framework. The gap between Al potential and real-world deployment is defined by five
compounding challenges that span the entire R&D lifecycle—from early discovery through regulatory submission.

Long, Costly R&D Cycles

Traditional discovery timelines are
slow, expensive, and characterized
by high failure rates that erode
competitive advantage and drain
capital before a single candidate
reaches clinical trials.

Regulatory Scrutiny on Al

Increasing regulatory pressure
demands that Al-generated results
be explainable, traceable, and
defensible—requirements that most
current Al deployments in pharma
are not designed to meet.

Limited Molecular Exploration

Human-led research cannot
adequately explore the complexity
of molecular interactions at scale,
leaving vast regions of chemical
space—including previously
"undruggable” proteins—out of
reach.

Lack of Al Transparency

Black-box Al models generate
outputs without sufficient
explainability, making it impossible
to satisfy regulators, auditors, or
internal governance bodies who
require clear decision rationale.

Fragmented Data Ecosystems

Research, clinical trials, and
validation processes operate in
silos, creating disconnected data
landscapes that undermine
consistency, reproducibility, and
cross-functional collaboration.

/A The organization could deploy Al—but could not operationalize it within a trusted, regulatory-grade framework. Capability
without compliance is not a competitive advantage.



Transformation Powered by 3D&S + NEXORA™

Fortis & Peak deployed its proprietary 3D&S execution framework and NEXORA™ orchestration engine to architect a fully
integrated, audit-ready Al discovery and validation system. The transformation unfolded across four disciplined phases—each
building on the last to convert Al experimentation into a regulated, continuously improving innovation engine.

1 2
@ DEFINE @ DESIGN
Diagnosed Al readiness and validation gaps across the full Architected an Al-Driven Discovery & Validation framework
R&D ecosystem. Evaluated workflows, data quality, model integrating explainable Al (XAl), blockchain-backed data
explainability, and compliance risks to establish a clear integrity, human-in-the-loop governance, and a unified data
baseline. architecture.

3 4
@ DELIVER @ sustaiN
Deployed Al models for molecular simulation and candidate Evolved the organization into an Al-native R&D enterprise
identification, automated validation workflows with real- through continuous model learning, ongoing compliance
time data capture, and integrated blockchain layers for monitoring, ethical governance frameworks, and capability
tamper-proof records. building.

Outcome: A self-improving, audit-ready innovation ecosystem where Al discovery and regulatory validation operate as a
single, synchronized system.



Core Platforms in Action

The transformation architecture is powered by two proprietary Fortis & Peak assets working in concert: NEXORA™, the Al and
validation orchestration engine, and 3D&S, the execution framework that drives structured, measurable change. Together, they bridge
the gap between Al capability and regulatory trust—converting raw Al outputs into decision-grade, audit-ready insights.

NEXORA — Orchestration Engine

Bridges discovery, validation, and regulatory compliance in a
single integrated platform. Enables explainable, transparent,
and traceable Al systems that satisfy both scientific and
regulatory standards. Converts Al outputs into audit-ready,
decision-grade insights that regulators and executives can
trust.
Al models for molecular design and prediction
Explainable Al (XAl) frameworks for transparency
Blockchain-backed data integrity and traceability
Real-time dashboards for R&D and compliance

3D&S — Execution Framework

A structured, phase-driven methodology that ensures Al
transformation is not just technically sound but operationally
embedded and continuously optimized. Each phase delivers
measurable outcomes tied to discovery speed, validation
quality, and regulatory readiness.

. Define: Identify Al readiness and validation gaps

. Design: Architect audit-ready Al and validation
systems

. Deliver: Deploy Al-driven discovery and automated
validation

. Sustain: Continuously optimize performance,

compliance, and trust

Discovery

Testing

Validation

Approval

The shift from a linear, high-risk R&D model to an autonomous, continuously validated discovery system represents the defining
competitive advantage of the next decade in pharmaceutical innovation.



Measurable Impact & Strategic Positioning

The deployment of NEXORA™ and the 3D&S framework delivered transformative, measurable outcomes across the full R&D and
regulatory lifecycle. The organization achieved significant reductions in drug discovery and preclinical timelines, increased
success rates in identifying viable drug candidates, and unlocked the ability to target complex and previously "undruggable”
proteins. Enhanced regulatory compliance through transparent, audit-ready systems improved collaboration between research,
regulatory, and executive teams—turning compliance from a bottleneck into a competitive asset.

Accelerated Timelines g Expanded Discovery

Up to 50% reduction in preclinical timelines, Al-enabled exploration of vast chemical spaces,
compressing the path from molecular hypothesis to including previously "undruggable" proteins beyond
validated candidate. human research capacity.

@ Regulatory Confidence A Continuous Improvement
Blockchain-backed, audit-ready data integrity systems A self-improving Al ecosystem with ongoing model
that satisfy increasing regulatory scrutiny on Al- optimization, compliance monitoring, and governance
generated results. built in by design.

The future of drug discovery is not just faster—it is trusted, transparent, and continuously validated by design.

This engagement positions Fortis & Peak as the creator of NEXORA™ and owner of the 3D&S methodology—a firm that
transforms Al into a regulatory and competitive advantage, and a recognized leader in enabling audit-ready, Al-native innovation
systems across the global life sciences industry.
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