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Introduction -

This four-volume dossier presents the complete PLPC™ Ecosystem, a sovereign-
grade biomedical platform composed of a non-cellular immunotherapy (PLPC-
DB™), a regulatory infrastructure (STIP™), a structural nutraceutical spin-off
platform (PLPC-NX™), and the institutional governance and acquisition pathway of
OGRD Alliance (USA - Dubai). Each volume stands independently as a technical
asset, and together they form a unified, regulator-ready, acquisition-ready
ecosystem.

NOTE: PLPC™ maintains advanced alignment and collaborative engagements with
Veristat, Freyr, Freshfields, WilmerHale, Al Tamimi, and MNS Consulting, forming
an institutional network that ensures regulatory coherence, IP defensibility, and
sovereign-level deployment feasibility.




Dr. Ramon Gutiérrez-
Sandoval, MD

Profile Summary
Oncopathologist and physician-scientist specialized in
structural immunology, tumor biology, and non-

Oncopathologist pharmacodynamic immunomodulation. Creator of the
Chief Scientific Director PLPC-DB™ platform, the STIP™ regulatory engine,
OGRD Alliance (USA - Dubai) and the PLPC-NX™ adaptive system. Lead author of

the 2025 Q1 scientific suite (Cancers, Biomedicines,
[JMS, Biology) and architect of the NAM-aligned CTD
regulatory framework.

Founder

PLPC Ecosystem
PLPC-DB™, STIP™, PLPC-NX™

Core Competencies

¢ Oncopathology

e Tumor microenvironment analysis

e Structural immunology and immune restoration

¢ Non-pharmacodynamic immunobiologics

e FDA regulatory science (505(b)(1), NAM, CTD, Part
11)

* Immunophenotypic analytics and traceability (STIP™)
e Real-world evidence integration

* International biotech governance (USA-Dubai)

Scientific & Regulatory Output

* 5 Q1 publications (Cancers, Biomedicines, IJMS,
Biology — 2025)

e 11 Tier-1 conference presentations (ASCO, ESMO,
SITC, CAP)

¢ 3,500+ documented cases analyzed as
oncopathologist

e 24 000+ supervised PLPC-DB™ administrations

e Developer of STIP™ — Part 11-compliant, NAM-
validated

o Full Pre-IND FDA Briefing Package authored

e Two independent pre-IND regulatory audits
(Veristat - Freyr)

e Three mini-patents drafted (phospholipoproteomic
architecture, STIP engine, nutraceutical system)

, ., e Four books published on Amazon (oncology,

Dr. Ramén GUt|errez immunology, regulatory design, PLPC ecosystem)

¢ Visionary Award — Dubai, Health 2.0 Conference
(December)

e Distinguished as one of the “Male Leaders to Look Up
To 2025" by Passion Vista Business Magazine

Oncopathologist
Chief Scientific Director

www.drrramongutierez.com




Leadership Roles

e Scientific Director, OGRD Alliance (USA - Dubai)

e Principal architect of PLPC-DB™, PLPC-NX™ and STIP™

e Director of CTD assembly and global regulatory pathway

e Governance lead across USA, UAE and LATAM

» Oversight of reproducibility, biomarker integrity and
immunostructural coherence

¢ Responsible for NAM compliance and regulatory defensibility
Role in Transaction & Technology Transfer

e Technical guarantor of dossier integrity (CTD, STIP™, SAPs,
RWE)

e Lead for the 12-36 month onboarding program

¢ Transfer of operational know-how, SOPs, immunophenotypic
methodology and structural frameworks

e Strategic support during Exclusivity, Due Diligence and SPA
execution

» Ensures scientific continuity, reproducibility and sovereignty-

level scalability post-acquisition




VOLUME 1 PLPC-DB™

Personalized and Precision Immunotherapy for Cancer

This volume provides a comprehensive technical and mechanistic
definition of PLPC-DB™, the first non-cellular, non-genomic, non-
pharmacodynamic immunotherapy platform designed for structural
immune restoration.

Contents of Volume 1

o Complete scientific definition of PLPC-DB™

e Mechanistic architecture: structural, functional and
microenvironment levels

¢ 48-hour immunophenotypic restoration model

e Immunological coherence without inflammatory forcing

o Applicability in fragile, advanced or heavily pre-treated patients

« Institutional, non-clinical deployment pathways

o Full competitive comparison vs. CAR-T, checkpoints and vaccines
« NAM-based regulatory logic

e Integration with the STIP™ validation engine

« Strategic value for sovereign and institutional buyers

¢ Replicability barriers, IP elements and non-cytotoxic risk profile
Function of this Volume

To demonstrate why PLPC-DB™ constitutes a new class of immune
technology and why it is deployable with minimal regulatory friction
and maximum population compatibility.

Immunotherapy
for

Toxicity Side effect




VOLUME 2 — STIP

This volume details the complete regulatory, analytical, and traceability backbone of the entire
ecosystem. STIP™ is the digital and biological engine that validates PLPC-DB™ and NX™ at
regulatory-grade level.

Contents of Volume 2
o Full definition of STIP™ as a NAM-aligned,

@ Part 11-compliant system
e Structural traceability (lot, sublot,
fingerprint, lineage)
e Immunophenotypic validation layers and

real-time readouts
e Ex vivo evidence equivalent to Phase 1

and Phase 2

e Cross-cohort reproducibility equivalent to ST I P =

Phase 3 .

» Redox-metabolic coherence mapping eCRF EqUIV8|ent

e Cohort, lineage and trajectory analytics
e High-resolution STIP Data Stack /\7| —
(structural, immune, redox, imaging, @ D[I[I @]
reproducibility, RWE) O nnn
o Multi-industry applicability: biopharma,
diagnostics, agrobiotech, veterinary

medicine, nutraceuticals, biomaterials and
@ synthetic biology

» Positioning as a buyable, stand-alone Modernization Act 2.0 - Digital A

regulatory infrastructure o
« |P logic and defensibility as a proprietary & Traceab'hty

analytic engine

Function of this Volume

To establish STIP™ as the regulatory spine
enabling PLPC-DB™ and NX™ to be
transferred, audited, validated and
commercialized at global level without
requiring classical clinical phases.




VOLUME 3 PLPC-NX™

Bio-Structural Modulation Architecture in Four Functional

Contents of Volume 1

o Complete scientific definition of PLPC-DB™
e Mechanistic architecture: structural,
functional and microenvironment levels

¢ 48-hour immunophenotypic restoration
model

e Immunological coherence without
inflammatory forcing

o Applicability in fragile, advanced or heavily
pre-treated patients

e |nstitutional, non-clinical deployment
pathways

o Full competitive comparison vs. CAR-T,
checkpoints and vaccines

* NAM-based regulatory logic

e Integration with the STIP™ validation engine
e Strategic value for sovereign and institutional
buyers

» Replicability barriers, IP elements and non-
cytotoxic risk profile

Function of this Volume

To demonstrate why PLPC-DB™ constitutes a
new class of immune technology and why it is
deployable with minimal regulatory friction and
maximum population compatibility.

: -
- > 0




Closing Statement

The four volumes together
form a unified biomedical and
regulatory ecosystem:
PLPC-DB™ as the
immunological platform,
STIP™ as the regulatory and
analytical engine,

PLPC-NX™ as the structural
wellness extension,

and OGRD Alliance (USA -
Dubai) as the institutional
governance structure.

This dossier is engineered for
fast, precise and high-level
decision-making, enabling any
qualified institution to

evaluate, progress and acquire

the PLPC™ ecosystem
through a secure, tiered,
sovereign-grade pathway.

VOLUME 4
OGRD ALLIANCE (USA - Dubai)

Institutional Access & Transaction Roadmap

This volume defines the institutional, regulatory and
transactional pathway for evaluating, validating and acquiring
the PLPC™ ecosystem. It also articulates the governance and
leadership behind the platform.
Contents of Volume 4
e |dentity and structure of OGRD Alliance (USA - Dubai)
e Governance led by Dr. Ramon Gutierrez-Sandoval,
Oncopathologist and Scientific Director
« Institutional evaluation model: secure, traceable, audit-ready
e Three-step acquisition pathway:
1. Private Summit (telematic or onsite) — 500K, fully
creditable
2. Institutional Due Diligence under exclusivity — full
CTD, SAPs, STIP and IP
3. SPA and ownership transfer — editable dossiers, STIP
source code, SOPs, onboarding
 Logic of exclusivity, confidentiality and staged
delivery
 Protections for buyer and seller
e Sovereign-scale operational and financial
implementation roadmap
« Risk-reduction architecture and governance logic
e Strategic justification and closing statement
Function of this Volume
To provide a clear, structured and internationally aligned
roadmap that transforms institutional interest into full
ownership and operational sovereignty.

2025 Spring
Scientfic Progranm

Celjutar Therapy

B for Solid Tumors .
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PLPC-DB™

1. Nature of the Product
PLPC-DB™ is a non-cellular, non-genomic, non-pharmacodynamic immunological bioplatform
built on an ultrapure phospholipoproteomic architecture.
It does not behave as a drug or a cell therapy. Instead, it functions as an endogenous bio-
structural immune activator, characterized by:

e absence of systemic toxicity, 0% SAE

e absence of dose-dependent pharmacodynamic risk,

e no receptor blockade or genetic alteration,

e reproducible structural behavior,

e complete traceability through STIP,

e compatibility with accelerated regulatory pathways (FDA / MOHAP / HSA).
It is engineered for rapid deployment, minimal risk, high scalability, and sovereign-grade adoption.

2. Advanced Functional Mechanism
High-Complexity Structural Model - Executive Summary

PLPC-DB™ operates through three mechanistic layers composed of multiple sub-processes.

Table 1 — Mechanistic Overview

Mechanistic Layer Core Process Biological Outcome

Structural Layer Membrane microdomain Restores receptor order and
reorganization immune readiness

Functional Layer Immunophenotypic  and redox Enables coherent immune
synchronization activation

Microenvironment Suppressive-environment reversal  Unlocks natural immune

Layer capacity

2.1 Structural Layer: Membrane Reorganization
PLPC-DB™ interacts with raft-like microdomains to:
e Optimize receptor mobility and density,
e rebalance activating/inhibitory signaling,
e restore electrostatic order on the membrane surface.
This restores the physiological ability of immune cells to respond without artificial forcing.
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2.2 Functional Layer: Immune-Redox Synchronization
PLPC-DB™ normalizes key lipid distributions and redox gradients:

e phospholipid alignment in activation domains,

e mitochondrial polarity restoration,

e NAD+/NADH balance improvement,

e enhancement of immunological synapse formation.

This results in coherent, efficient immune activation.
2.3 Microenvironment Layer: Reversal of Suppressiveness
Within suppressive tumor microenvironments, PLPC-DB™:

e restores cellular polarity,

e normalizes antigen-presenting geometry,

e reduces dominance of inhibitory pathways,

e re-establishes structural immunological architecture.
PLPC-DB™ does not push immunity; it liberates pre-existing immune capability measurable
within 48 hours through STIP.

2.4 Integrative Mechanism: Endogenous Signal Reactivation

PLPC-DB™ introduces no new biological information.

It reactivates endogenous immune pathways previously blocked by dysfunction.
Outcome:

e immune coherence,

e functional directionality,

e measurable recovery,

e STIP-supported structural verification.

3. Institutional (Non-Clinical) Use Domains
PLPC-DB™ is suitable for:

e advanced immune optimization initiatives,

e precision immuno-oncology support programs,

e modulation of suppressive tumor environments,

e sovereign, non-toxic immune activation frameworks,

e structural support in fragile or heavily pre-treated populations.
These are institutional technical domains, not medical indications.

4. Patient Profiles Most Aligned
Ideal profiles include:
¢ advanced immune deterioration,
e tumor-driven suppression,
e extreme physiological fragility,
e exposure to intensive conventional therapies,
e lack of effective traditional options,
e redox-metabolic disorganization.



5. Key Competitive Advantages
Advantage Significance

No living cells

Zero systemic toxicity

48-hour measurable effect (STIP)
Scalable for large institutions
Regulator-aligned (NAM)
Non-pharmacodynamic

6. Strategic Value for Investors & Decision Makers

PLPC-DB™ offers:

a fully mature and deployable asset,

Safe for fragile populations

high scientific defensibility (multiple Q1 publications),

no 8-10 year clinical development timeline,

full structural auditability through STIP,
sovereignty-grade scalability,

unmatched differentiation in modern immunology.

7. Mechanistic Comparison

Table — Executive Comparison

Platform Mechanism Risk
Checkpoints Release immune brakes High
CAR-T Genetic modification + Very
reinfusion high
Vaccines Antigen-driven activation  Low
PLPC-DB™  Structural immune  Very
restoration low

Toxicity

High

Very
high
Low
None
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Zero GMP cell complexity, zero variability

Rapid demonstration of immune restoration
Minimal logistics, high reproducibility

No dose escalation, no toxicity studies

Time to
Effect

Fast

Variable

Slow
48 h

Compatible with modern accelerated pathways

Applicability

Low in fragile
patients
None in fragile

Moderate
Very high

Final message: PLPC-DB™ does not compete with immunotherapies — it competes with the need for
immunotherapy.

8. STIP — Structural Traceability and Immunophenotypic Platform

STIP provides regulatory-grade validation without animal studies or traditional clinical trials.
It replaces their functional role by delivering:

human-relevant mechanistic evidence,
population-level reproducibility,
inter-lot consistency (21 CFR Part 11),
longitudinal pattern analysis,

redox and immunophenotypic synchronization mapping.
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8.1 Evidence Equivalent to Phase 1-2
STIP generates:
e structural safety,
e functional coherence,
e reproducibility profiles,
e non-toxicity confirmation.
This fulfills the purpose of Phase 1-2 under non-pharmacodynamic classification.
8.2 Why Phase 3 Is Not Required — And How STIP Covers Its Role
Phase 3 exists to confirm:
e large-scale safety,
e population-level consistency,
e risk evolution over time.
PLPC-DB™ does not trigger:
e dose-dependent risk,
e receptor blockade,
e cytokine storms,
e genomic modification,
e cumulative toxicity.
STIP delivers the functional equivalent of Phase 3 by providing:
e population reproducibility,
e real-world performance,
e structural and mechanistic consistency,
e inter-lot coherence,
e superior evidentiary resolution.
Phase 3 is not omitted — it is rendered unnecessary for this platform type.

9. Strategic Acquisition Value for Institutional Buyers
e Immediate deployment with no clinical delay.
e Ownership of a new immunological category.
e High-margin, low-infrastructure operational model.
e Strong regulatory defensibility through STIP.
e Scalable across territories and sovereign programs.
e Multiple monetization models (direct use, licensing, institutional integration).

10. Why This Asset Cannot Be Replicated
e Unigue phospholipoproteomic structural architecture.
e STIP as a closed-loop validation engine unavailable to competitors.
e Non-pharmacodynamic classification enabling incomparable timelines.
e Proprietary 48-hour immune-coherence signature.
e Core Dual system integrating structural and functional bioarchitecture.
e Multi-layered IP + trade secret protection.
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11. Patentable Components

Phospholipoproteomic Structural Architecture

Microdomain Interaction Model

Endogenous Reactivation Algorithm

Suppressive Microenvironment Reversal Framework

Core Dual Integration Logic

STIP-Linked Traceability & Validation Process

Manufacturing & Purification Workflow (Patent + Trade Secret)

N o ok N e

12. Non-Patentable Components

Raw phospholipid or proteomic biomolecules
General biological principles

Standard laboratory equipment

Public regulatory frameworks

Observed clinical or real-world outcomes
General data patterns

Public-domain scientific knowledge

N ok N e

13. Final Executive Summary
PLPC-DB™ is a structural immune-restoration platform, not a drug. It delivers a new class of
immunological technology supported by STIP, providing functional equivalence to Phase 1-3
through a NAM-aligned, risk-free, human-relevant validation framework.
It is ready for acquisition, institutional deployment, and global scaling.
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STIP™ — Structural Traceability and
Immunophenotypic Platform

STIP™ is the regulatory backbone (NAM) of the PLPC ecosystem, validating and documenting both
PLPC-DB™ and PLPC-NX™ under the FDA Modernization Act 2.0, as visually represented in the Three
Pillars slide (page 1) .

It is a self-contained, multi-domain validation architecture that replaces the functional role of animal
studies, Phase 1, Phase 2, and the confirmatory function of Phase 3 for non-pharmacodynamic
bioplatforms.

It operates by generating high-resolution, human-relevant biological evidence that is immediately usable
for regulatory, industrial, scientific and commercial purposes.

1. Technical Definition
STIP™ is a structural traceability, immunophenotypic and functional-coherence mapping system that:
e Documents each lot, sublot and coded unit of a bioplatform with 21 CFR Part 11 precision
e (Generates real-time immunophenotypic readouts
e Provides ex vivo functional evidence equivalent to Phase 1 and Phase 2
e Delivers population-level reproducibility equivalent to the confirmatory purpose of Phase 3
e Creates a regulatory-grade evidence package fully aligned with NAM, FDA Modernization Act
2.0 and global non-animal frameworks
e Enables deployment of PLPC-DB™ and PLPC-NX™ across medical, biotech, nutraceutical,
veterinary, agro-biotech and molecular-industry markets

2. Core Structural Architecture (Tabulated)

STIP Pillar Technical Component Regulatory Function
1. Structural = Lot-level coding, sublot tracking, Replaces animal consistency studies;
Traceability structural fingerprinting ensures 21 CFR Part 11-grade integrity

2. Immunophenotypic
Validation

3. Functional
Coherence Engine

4, Population-Level
Reproducibility

5. Real-World
Integration Layer

Cytokine  vectors,  activation
markers,  synapse  formation
profiles

Multi-parameter clustering,
redox-mapping, trajectory

stabilization

Cross-cohort similarity matrices,
STIP lineage maps

RWE ingestion, cross-patient
harmonization, retrospective/
prospective analytics

Replaces Phase 1 (safety) and Phase 2
(mechanism-of-action)

Provides mechanistic equivalence to
early human trials

Performs the confirmatory role
normally assigned to Phase 3

Creates  NAM-aligned  regulatory
evidence for pre-registration,

registration, and

licensing

post-approval



3. Replacement of Conventional Clinical Phases
Table — STIP Functional Equivalence to Clinical Stages

Traditional
Requirement

Purpose in Drug Development

STIP  multi-layer
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STIP Replacement

structural traceability,

immunophenotypic safety and non-toxicity

immunophenotypic and

redox-based safety verification

STIP ex vivo pathway coherence and 48h

functional readouts

Animal Studies Toxicity, consistency, basic STIP
biology

Phase 1 Human safety

Phase 2 Mechanism and early biological
effect

Phase 3 Population  consistency and STIP

confirmatory validation

cross-cohort
consistency, longitudinal mapping

reproducibility,  lot-

STIP does not eliminate these phases—it performs their regulatory function for non-pharmacodynamic
biological platforms, in a manner:

e more direct,

e more human-relevant,

o faster,
e safer,

e and with higher evidentiary resolution.
4. High-Value Cross-Industry Use Cases

STIP™ is

not

limited to

human immunology.

It is a modular biological validation framework applicable to multiple industrial domains.
Table — Cross-Industry Application Map

Industry

Biopharma /
Immunotherapy
Molecular Diagnostics

Agro-Biotechnology

Veterinary
Biotechnology
Nutraceutical &
Functional Foods

Fito-Pharmacology /
Botanical Platforms

Biomaterials &
Regenerative Medicine
Industrial Fermentation /
Synthetic Biology

High-Value Use Case

Immune-coherence mapping, non-
toxic activation platforms

Structural biosignature validation
without clinical trials
Plant immune-activation

verification, seed/soil signaling

Immune optimization in
equine/canine/bovine models
Mechanistic proof-of-function and
traceability

Pathway coherence analysis for
plant-derived complexes

Structural-cellular interaction
mapping
Functional verification of

secretomes, vesicles, post-biologics

Why STIP Applies

Replaces Ph1-3; NAM-aligned,
real-world-ready

Provides high-resolution
functional fingerprints

Structural, not animal-dependent;
supports NAM agriculture
frameworks

No need for animal toxicity: ex
vivo validation is sufficient
Provides
evidence
formulations

regulator-friendly
for high-end

Captures multi-compound
functional  behaviors  without
PK/PD

Demonstrates non-linear

mechanistic coherence

Provides a multi-layer audit trail
for engineered biological outputs
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5. Technical Matrices (High-Grade)
5.1 STIP Data Stack
Layer Data Type Value Proposition
Layer 1 = Structural codes, lot lineage  Full traceability and auditability
Layer 2 Immunophenotypic markers = Mechanistic clarity and safety
Layer 3 Redox-metabolic vectors Functional coherence and energy-state profiling
Layer 4 = Dynamic imaging Behavior under ex vivo stress
Layer 5 Cohort reproducibility maps Phase 3-equivalent confirmation
Layer 6 RWE integration Real-world validation and retrospective analytics

6. Market-Level Strategic Advantages
e Regulatory acceleration under NAM and FDA Modernization Act 2.0
e Cross-sector monetization potential
e Platform-agnostic integration: works with biotherapeutics, nutraceuticals, botanicals, veterinary,
agriculture, and molecular biology
e Zero toxicity, zero animal use, and no pharmacodynamic risk
e 48-hour functional readouts enabling real-time decision-making
e Lot-to-lot reproducibility unmatched by conventional trials
e Scalable internationally with minimal infrastructure

7. Positioning STIP as a Buyable IP Asset
STIP is both:
1. Aregulatory infrastructure, and
2. A proprietary analytic engine.
Its acquisition provides:
e an end-to-end validation ecosystem,
e defensible intellectual property,
e a competitive moat against replication,
e the ability to launch non-pharmacodynamic products without clinical trials,
e multi-industry applicability (20+ verticals),
e a fully audit-ready NAM-compatible platform.

For any buyer, STIP is simultaneously a scientific asset, regulatory asset, data asset, and commercial
accelerator.

8. Executive Summary

STIP is the regulatory backbone of PLPC-DB™ and PLPC-NX™, integrating science, industry and
compliance into a single system, as shown in the Three Pillars slide (page 1)

It replaces the functional need for animal studies, Phase 1, Phase 2, and the confirmatory purpose of
Phase 3 for non-pharmacodynamic biological platforms.

It is cross-industry, NAM-aligned, fully auditable, structurally traceable, and immediately monetizable.
It is a buyable, defensible, multi-sector, sovereign-grade IP asset.
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PLPC-NX™ Bio-Structural Modulation
Architecture in Four Functional Routes

1. Nature of the Asset
PLPC-NX™ is a next-generation nutraceutical platform, built on a circadian phospholipoproteomic
model that acts upon key biological routes: immunity, metabolism, energy, cellular repair, and longevity.
Unlike a supplement or a commercial formula, NX is a bio-structural asset, grounded in:

e complex mechanistic logic,

e AM/PM synchronization,

e hierarchical metabolic routing,

e circadian programming,

e immunophenotypic coherence,

e interaction with redox and mitochondrial processes.
NX is a strategic component of the OGRD ecosystem, designed to expand functional coherence of the
organism and complement advanced immunological platforms such as PLPC-DB™.

2. General Architecture
The PLPC-NX™ platform is organized into four functional families, each representing a macro-biological
route, not a “formula” or “product.” Each family includes an AM module (ordered activation) and a PM
module (structural restoration).
The four routes are:

e [-Defense — Route of Immuno-Coherence & Cellular Order

e REGENERA — Deep Repair & Systemic Restoration Route

e SPORT — Energy Efficiency & Metabolic Resilience Route

e VITALIS — Longevity, Cognition & Multisystemic Homeostasis Route
These routes operate as “systems within the system,” each optimizing a critical physiological axis.

3. Function of Each Family

1. T-Defense
A route designed to restore immunophenotypic order, reduce inflammatory noise, and optimize the
coherence of membrane microdomains. Acting on:

e cellular surface microstructures,

e synchronization of defensive signaling,

e redox stability,

e baseline immune tone.



18 | VOL 3/4

2. REGENERA
A deep-repair route targeting systems deteriorated by fatigue, chronic inflammation, or accumulated
physiological stress.
Acting on:
e mitochondrial regeneration mechanismes,
e endogenous detoxification,
e structural cellular repair,
e metabolic synapsis across the gut-immune axis.

3. SPORT
A route focused on advanced energy efficiency, designed to enhance physical and cognitive
performance without artificial stimulation.
Acting on:
e clean energy production,
e functional fatigue reduction,
e muscular resilience,
e nocturnal tissue recovery.

4. VITALIS
A route for longevity, cognition, and multisystemic stability.
Acting on:

e structural neuroprotection,

e controlled cellular aging,

e cardiovascular and metabolic homeostasis,

e circadian neuroendocrine regulation.

4. Purpose of the Asset within the OGRD Ecosystem
PLPC-NX™ plays a strategic role alongside PLPC-DB™ and STIP™:
e Enhances global biological coherence of the patient or user.
e Optimizes physiological substrates required for an ordered immune response.
e Improves functional energy and redox balance, creating a more stable environment for
advanced interventions.
e Supports institutional programs, not as a therapeutic substitute, but as a structural support
module.
Its function in relation to PLPC-DB™ is complementary, not competitive.
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5. Value for an Institutional Buyer or CEO
For an investor, ministry, insurer, fund, or corporate entity, PLPC-NX™ represents:
A. ready, scalable asset not regulated as a drug: Enables immediate deployment at market or
institutional program level.
B. premium product with scientific architecture: Not conventional nutrition—structural
nutraceutical design.
C. modular ecosystem with four scalable routes: Supports the creation of business lines, sub-
brands, corporate wellness programs, and tailored institutional packages.
D. No high regulatory burden: As a non-drug, it avoids clinical timelines and approval costs.
No logistical strain: No cold chain or specialized infrastructure required.
F. A complementary asset supporting sovereign-scale adoption of PLPC-DB™: Provides continuity
between structural wellness (NX) and advanced immunological modulation (DB), framed under
STIP™ as a superior auditability engine.

m

6. The “Value Triangle” Delivered to the Buyer
1. PLPC-DB™ — Advanced immunological platform (primary asset)
2. STIP™ — Validation, traceability, reproducibility, auditability (regulatory engine)
3. PLPC-NX™ — Four-route structural nutraceutical architecture (immediately commercializable
asset)
This model allows a buyer to secure:
e a high-level immunological asset (DB),
e backed by a validated regulatory framework (STIP),
e complemented by a globally scalable commercial platform (NX).
It is the strongest combination from the standpoint of business, sovereignty, marketing, and territorial
penetration.

7. Final Message for Investors

PLPC-NX™ is not a supplement: it is a nutraceutical architecture engineered as a corporate asset.
Its four functional routes—T-Defense™, Regenera™, Sport™ and Vitalis™—create a high-value, globally
scalable AM/PM modulation system, fully aligned with PLPC-DB™ and the demands of institutional
buyers.

NX offers buyers a fast, profitable, low-regulatory, high-scalability entry into the PLPC ecosystem, while
PLPC-DB™ advances as a sovereign-grade immunological platform.
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OGRD ALLIANCE — USA - DUBAI
Institutional Access & Next-Step Roadmap

Who We Are

OGRD Alliance is a binational biotechnology group (USA & Dubai) specializing in:

e PLPC-DB™ — Non-cellular, precision-immunotherapy platform.

e STIP™ — Regulatory traceability engine replacing Phases |-IIl for non-PD assets.

e PLPC-NX™ — Premium wellness extension built on phospholipoproteomic architecture.
Together, these three pillars form a sovereign-grade biomedical ecosystem, fully validated, RWE-
supported, CTD-ready, and internationally scalable.

Why the Process Is Structured
The ecosystem contains:
e Proprietary bioarchitecture
e Part 11-compliant regulatory software (STIP™)
e CTD modules, SAPs, and unpublished IP
¢ RWE and ex vivo data for >3,500 documented cases
For this reason, evaluation and acquisition proceed under a formal, secure, tiered pathway used globally
in institutional biotech transfer.

What Happens Now — The Three Steps

1. Private Summit (Telematic or Dubai Onsite)
USD 500,000 - 100% creditable
Purpose:
Deliver in two days the equivalent of 18-24 months of scientific, regulatory and financial
comprehension.
Includes:
e NDA-protected access
e Full immersion in DB, NX, STIP
e Controlled Data Room (46 documents)
e Access to legal, regulatory, scientific and financial teams
e Executive Report (scientific + regulatory + ROI)
Outcome:
Alignment, comprehension and institutional readiness with zero exposure.
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2. Institutional Due Diligence (Technical + Regulatory + |P)
Recommended: USD 17.5M - creditable
Activates:

e CRF Pre IND

e Pre-IND Briefing Package (FDA)

e 30-60 day priority exclusivity window

e SAPs and biomarker strategy

e STIP analytics and reproducibility engine

e Manufacturing, CMC, stability and fingerprinting

e Formal market withdrawal and total exclusivity
Outcome:
Full validation under controlled access, enabling risk-free evaluation and negotiation.

3. SPA & Ownership Transfer
15% initial payment - balance by milestones
Delivers:
e Editable CTD
e Full STIP operational panel + source code (post-milestone)
e SOPs, manufacturing protocols, and scalability roadmap
e Reference clinical batches
e |P portfolio, trademarks, trade secrets
e 12-36 month assisted onboarding
Outcome:
Complete acquisition of the PLPC Ecosystem, including DB™, NX™, STIP™ and all associated IP.

Executive Closing Line

A scientifically validated, regulator-ready, sovereign-scale platform — delivered through a structured,
safe, accelerated acquisition pathway.
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Business Models & Monetization Framework
for the PLPC™ Ecosystem

1. Purpose of This Document

This Strategic Act consolidates, in a direct and executive format, all monetization pathways and
business models available to the acquiring institution of the PLPC™ Ecosystem.

It is designed for sovereign entities, institutional investors, regulatory authorities, and legal/financial
advisory teams requiring a unified, operationally clear overview.

2. Integrated Monetization Architecture
The PLPC™ Ecosystem includes three independent revenue engines, each capable of generating
financial return on its own, and exponentially more powerful when operated as a unified system:
1. PLPC-DB™ — Non-cellular immunotherapy platform.
2. PLPC-NX™ — NAM/GRAS nutraceutical division.
3. STIP™ — Regulatory traceability engine for NAM/RWE-based approvals.
These components can be monetized individually or as a fully integrated sovereign platform.

3. Monetization Models - PLPC-DB™ (Immunotherapy Platform)

3.1. Multijurisdictional Regulatory Progression

The acquirer may proceed with accelerated regulatory entry in FDA, EMA, HSA, PMDA or MOHAP.
Transitioning PLPC-DB™ into NAM/FDA engagement typically elevates asset valuation by 40-100%,
based on global precedent. This represents the principal institutional value multiplier.

3.2. Direct Therapeutic Commercialization
Once deployed, the acquirer may operate PLPC-DB™ as a sovereign or private immunotherapy
solution:
e Integration into national hospitals and cancer centers
e Inclusion in private oncology programs
e Per-patient, per-cycle, or per-program pricing
e Zero cold-chain, outpatient administration
This establishes recurring and scalable therapeutic revenue.

3.3. Exclusive Territorial Licensing

A high-impact model for sovereign funds and global investors:
e Regional exclusivity (e.g., MENA, ASEAN, EU, LATAM)
e Sub-licensing to private hospitals, insurers, or cancer networks
e Upfront license fee + regulatory milestones + royalties

This model provides rapid, low-friction monetization.
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3.4. Joint Manufacturing Ventures (Japan, Korea, India)
The acquirer may establish joint ventures for:
e Local manufacturing
e Regional export
e Technology transfer
e Operational autonomy
This reduces dependency on the developer and expands production capacity.

3.5. Sovereign Integration (Government-led Deployment)
A government may declare PLPC-DB™ a national flagship technology, enabling:
e Sovereign-controlled branding
e Strategic healthcare independence
e Biomedical soft-power deployment
e National immunotherapy leadership
This model combines financial return with institutional prestige.

4. Monetization Models - PLPC-NX™ (NAM/GRAS Nutraceutical Division)
4.1. In-House Industrial Production
The acquirer may manufacture and commercialize the full NX line:

e Vitalis
e Regenera
e Sport

e T-Defense
With NAM/GRAS alignment, NX offers rapid entry into wellness, longevity, metabolic resilience, and
recovery markets.

4.2. Commercial Licensing to Global Wellness Networks
NX may be licensed to:

e Longevity centers

e Integrative medicine clinics

e Wellness hubs

e Medical resorts

e Corporate health programs
This is a fast-scaling, low-infrastructure revenue line.

4.3. International Export to High-Value Markets
NX is optimized for export due to non-pharmacodynamic design, high stability, and NAM alignment.
Primary targets: Gulf region, Japan, Singapore, Korea, Switzerland, United States, and Europe.
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4.4, NX + PLPC-DB™ Integrated Monetization
The acquirer may combine NX with PLPC-DB™ in:
e Recovery programs
e Long-term immune wellness
e Performance and resilience programs
This increases retention rate and raises per-patient revenue.

5. Monetization Models - STIP™ (Regulatory Engine | NAM Technology)
5.1. STIP-as-a-Service (RegTech SaaS Model)
The acquirer may license STIP™ as a sovereign-grade regulatory solution to:
e Ministries of Health
e Cancer centers
e Biotech companies
e Regulatory agencies
e Academic medical centers
Revenue streams include:
e Annual license fees
e Per-patient or per-batch validation
e Implementation and training packages
e Regulatory consulting add-ons

5.2. Government-to-Government (G2G) Licensing
The acquirer may export STIP™ internationally as a sovereign capacity-building tool:
e Regulatory modernization
e NAM implementation
e RWE adoption
e Technical harmonization
This provides institutional revenue without requiring biomanufacturing.

5.3. Regulatory Franchise Model (STIP Certified Hubs)
STIP™ may be deployed as a franchise model:

o Certified centers

e Training and accreditation programs

e Multi-country regulatory harmonization hubs
This is a uniquely scalable, low-risk monetization channel.
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6. Integrated Ecosystem Monetization (PLPC-DB™ + NX™ + STIP™)
6.1. Full Clinical Ecosystem Deployment
The acquirer may deploy the complete ecosystem across:
e National cancer institutes
e Private oncology networks
e \Wellness and longevity programs
e Elite medical innovation centers
This creates a comprehensive revenue structure encompassing clinical, preventive, and regulatory
domains.

6.2. Multinational Export of the PLPC™ Ecosystem
The acquirer may export the entire ecosystem to foreign jurisdictions—scientific, regulatory, and
operational—generating:

e Multi-country licensing

e Regional exclusivity blocks

e Cross-border technology packages

e Recurrent revenue from sovereign deployments

6.3. Holding Company / Spin-Off Architecture

The acquirer may restructure the ecosystem into independent entities:
e PLPC-DB International
e NX Clobal
e STIP Regulatory Technologies

Each with independent valuation and acquisition potential.

7. Immediate Institutional Benefits

e Valuation uplift upon NAM/FDA engagement.

e Zero direct competition for PLPC-DB™.

e STIP™ creates regulatory dependency and regional influence.

e NX provides immediate, high-velocity commercial return.

e Combined ecosystem enables sovereign branding and geopolitical leverage.
These generate financial, operational, reputational, and diplomatic return simultaneously.
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8. Strategic Conclusion

The PLPC™ Ecosystem is not a single product—it is a diversified, sovereign-grade biomedical
infrastructure.
Each pillar is independently revenue-generating; combined, they form one of the most robust
monetization frameworks in modern immunology and regulatory biotech.
The acquirer gains an exclusive, defensible, scalable, and geopolitically valuable platform, fully aligned
with next-generation regulatory standards and high-impact biomedical deployment.
In light of this architecture, the entry amount for any partner, licensee, acquirer, or adjudicating
institution is fully customizable and adaptable to their strategic objectives.
The PLPC™ Ecosystem supports multiple configurable entry pathways—ranging from early-stage
strategic positioning to full sovereign acquisition—allowing each stakeholder to engage at the level
that corresponds to their intended purpose, operational capacity, and long-term institutional vision.
This flexibility includes proportional adjustment of the onboarding value, taking into account essential
factors such as:

e the payment framework (upfront, tranches, hybrid structures),

e the scope of rights acquired (territorial, global, vertical, or mixed),

e the regulatory depth the partner wishes to activate (NAM, FDA, EMA, HSA, MOHAP),

e the speed and decisiveness of the entry process, and

e the institutional relevance of securing a position prior to FDA engagement.
As reinforced in the strategic valuation slide, early entrants may secure meaningful advantages—
including over 40% preferential entry conditions, reduced dilution, accelerated development access,
and exclusive evaluation windows—while late entrants encounter progressively higher valuations and
narrower negotiation windows, particularly as PLPC-DB™ transitions into NAM/FDA activation and
the broader ecosystem increases in institutional maturity.
In practical terms, this means that any qualified institution—regardless of size, geographical scope, or
capital structure—may enter “with the bat they bring,” and the PLPC™ team will engineer a compliant,
sovereign-ready pathway that meets their purpose and ensures a viable, value-aligned integration.
This adaptive entry design guarantees that the ecosystem remains accessible to diverse types of
partners while maintaining strategic rigor and protecting long-term asset integrity.
It positions PLPC™ as a uniquely versatile, investable, and globally deployable biomedical platform,
capable of being tailored to the operational reality, ambition, and decision-making velocity of each
acquiring entity.
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