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EXECUTIVE TEAM

Mark Adams Paul Tebbey, PhD John Vacalis, JD

Co-Founder & Chief Chief Operating Officer President &

Executive Officer 30-year veteran with deep technical, operational, and Chief Legal Officer

Visionary entrepreneur with over 20+ years of commercial experience in both pharmaceutical and 20+ years advising start-ups and global institutions to
CEO experience, who has founded, built, and biologic sectors. Multiple successful commercial achieve strategic initiatives across an array of legal areas
sold or taken public several private and public launches at companies including Abbvie, Johnson & including negotiations, investments, IP, and M&A

companies in his career Johnson, and Wyeth/Pfizer.

Tim Moseley, PhD Jeff Mims

Chief Technology Officer Chief Financial Officer
A leading development expert in stem cell science Experienced CFO with over 25 years of
and extracellular vesicle (EV) technology with experience in finance and operations

LN DI LA over 10 years of experience across multiple different industries



PROBLEM

3 out of 5 people are
affected by overactive inflammation

Infections BUrH< Chronic inflammation sends inflammatory signals Cardiovascular Disease Rheumatoid

Cuts & Lacerations chemicsl to healthy tissue, causing cell death and tissue Cancer Arthritis

Allergic Reactions IFritanite destruction Neurological Disease Autoimmune
ARDS Disease

CONFIDENTIAL


https://www.ncbi.nlm.nih.gov/books/NBK493173/

OVERACTIVE INFLAMMATION: ARDS

Acute Resplratory Today, there is no FDA-

Distress Syndrome approved drug for ARDS
(ARDS) kills hundreds

of thousands and 50% S$19.5B >3M

C O St S b I I I I O n S eve ry Mortality rate for CAGR of 7.3% over Patients suffering

patients with severe forecast period till from ARDS

ye a r ARDS 2029 globally (2019)

The cause of every ARDS related death is an inflammatory
process that drives fluid into the lung and inflammatory deposits
which cause scarring, or fibrosis. This fluid and fibrosis results in
noncompliant lungs, meaning they can’t expand to have
adequate oxygenation, or breathing.

CONFIDENTIA q Source: , Management estimates based on growth rates



https://www.ihealthcareanalyst.com/global-acute-respiratory-distress-syndrome-devices-market/

OPPORTUNITY

You can save millions
of lives and win in
multiple billion-dollar
markets if you can
modulate inflammation

ExoFlo™ has the potential to work for other indications in multiple
billion-dollar markets
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$39.5B

Global inflammatory bowel
disease market (by 2031,
with a 5.8% CAGR)

$10.9B

Crohn's disease
treatment market (2022)

$12.9B

Ulcerative Colitis market
2022)
Source:

$10.3 B

Osteoarthritis therapeutics
market (by 2032, with 9.1%
CAGR)

Source:

$8.2 B

Alopecia global market
(2022)
Source:



https://www.coherentmarketinsights.com/market-insight/crohns-disease-treatment-market-1237
https://www.globenewswire.com/news-release/2023/07/03/2698319/0/en/IBD-Treatment-Market-to-Hit-US-39-5-Billion-by-2031-Exclusive-Report-by-Growth-Plus-Reports.html
https://www.marketresearchfuture.com/reports/osteoarthritis-market-1609#:%7E:text=Global%20Osteoarthritis%20Market%20Overview,period%20(2023%20%2D%202032).
https://www.grandviewresearch.com/industry-analysis/alopecia-market
https://www.globenewswire.com/news-release/2023/07/03/2698319/0/en/IBD-Treatment-Market-to-Hit-US-39-5-Billion-by-2031-Exclusive-Report-by-Growth-Plus-Reports.html

SOLUTION

=xOFlo

Extracellular Vesicles

ExoFlo
by Direct
Biologics

v Direct Biologics harnesses the
healing properties of signaling
molecules to reduce overactive
inflammatory response and
restore the body’s natural
healing process through
extracellular vesicles (EVs)
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HOW IT WORKS

Example: Healing ARDS with extracellular vesicles

We're activating the body's natural response to inflammation at scale

Extract and purify EVs from bone Introduce billions of EVs into EVs reduce overactive

1 marrow stem cells 2 the body to treat the 3 inflammation and restore the
inflammation

healing process

EVs trigger healthy cell responses:

Regenerative healing

CONFIDENTIAL‘



EXOFLO
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ExoFlo™ is currently being

studied in clinical trials to
treat All-Cause ARDS

During the COVID-19 pandemic, ExoFlo™ was designated a Regenerative Medicine
Advanced Therapy (RMAT) by the FDA because of its potential as a life-saving drug
for the treatment of ARDS.

RMAT is intended to expedite a life-saving therapy faster
than any other pathway through the FDA approval
Process.



PHASE Il RESULTS

As published in Chest, a
leading, peer-reviewed
journal in pulmonology

40% reduction in mortality: one
of the most relevant phase Il
trial results in pulmonology
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40%

Reduction in
mortality

ExoFlo™ has demonstrated a
positive benefit-to-risk profile in
clinical studies performed to date.

Source: Chest Journal

Note: P-value of 0.0340


https://journal.chestnet.org/article/S0012-3692(23)00926-1/fulltext
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Asset

ExoFlo™
(DB-2Q)

DB-3Q

DB-3Q

DB-3Y

Current Clinical Trials

Indication

Acute Respiratory
Distress Syndrome
(ARDS)

Perianal Fistulizing
Crohn’s Disease

Medically Refractory
Crohn’s Disease

Medically Refractory
Ulcerative Colitis

Discovery /

Preclinical Phase 1 Phase 2

Phase 3



SCALABLE MANUFACTURING CAPABILITIES

Direct Biologics’ proprietary EV technology is positioned to scale with global demand,
including meeting the FDA's rigorous manufacturing requirements

cGMP manufacturing
facilities across the US,
including state-of-the-art
R&D facilities and quality
control labs in San Diego
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Cell banks derived from
healthy human donors are
Good Tissue Practice
compliant and have master
drug files with the FDA

Treatment with cell
derived EVs rather than cell
therapy allows for minimal
batch-to-batch variability
as the product can be
derived from a single
donor rather than
harvesting from multiple
donors

Substantial progress in the
development of
proprietary technology
capable of mass producing
ExoFlo™, significantly
increases the yield of EV
production while
simultaneously reducing
manufacturing costs

Direct Biologics already has substantial cGMP manufacturing capabilities and clinical experience with ExoFlo™ in
multiple diseases established during the FDA's discretionary enforcement period for certain regenerative medicines

Robust patent and trade
secret portfolio protecting
IP extensively in the US and
in select jurisdictions
throughout the world



INTELLECTUAL PROPERTY

Strong Intellectual
Property Defense
Strategy

Direct Biologics works to maintain its competitive
position by utilizing a multilayered approach that
includes filing and prosecuting US and foreign
patent application and protecting proprietary
know-how as trade secrets
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Trade Secrets

Coupled with our patent protection, the company maintains trade secrets that
further safeguard our technology and processes

Patents

In order to protect our manufacturing process and delivery mechanisms across
multiple disease states, we have a growing global portfolio of 25 different patent
families which includes over 130 applications in 19 different countries.

DB leverages a firm globally recognized as the #2 intellectual property law firm for
emerging companies and venture capital to manage our patent portfolio. We work
hand-in-hand with leading experts in cell science to develop our proprietary process
and technology platform.

Objective is real time evaluation and patent protection of the Company’s global IP
position and preparation for a potential IPO or M&A transaction within the next 18
months. This includes, ongoing analysis of the company’s:

(1)Patent estate (Scope of protection, patentability, ownership, prosecution
strategy)

(2)Freedom-to-Operate / Patent Landscape Analysis regarding relevant third party
patents and identification of FTO risks

(3)Preparation of legal opinions regarding FTO, noninfringement or invalidity of
third party patents identified in FTO analysis



BUSINESS MODEL

Multiple potential paths to return
shareholder value

Emergency Use T : License
1 Acquisition 2 Drug Sales 3 Authorization 4 iy lyophilization
(EUA) other verticals technology
|deal target for acquisition Commercialize and sell Sell ExoFlo to governments, License our technology License our proprietary
by a larger pharmaceutical ExoFlo to approved healthcare providers, and to be validated for other process to lyophilization, or
company healthcare providers, other authorized disease verticals freeze dry, molecules to
hospitals, pharmacies, and purchasers with emergency drastically improve shelf-life
other authorized use authorization from the and minimizing storage needs
purchasers FDA while maintaining bioactivity
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DEVELOPMENT PLAN

How we got here:

2017

Company founded by
Mark Adams and Joe
Schmidt

2019

2018

CONFIDENTIAL

Commercialized product under HCT/P .
361 tissue regulations

Filed additional significant IP for .
manufacturing, delivery and disease ?
indications

Achieved S2M MRR as a minimally 2

manipulated tissue product

2021

(@)

N

e Started operating in Jan 2018

* Acquired the assets of Paisley
Laboratories, LLC

* Secured cGMP drug manufacturing
agreement and finalized
manufacturing processes

Initiated 25 IRB studies for different

medical conditions
Completed Phase 2 trial

Opened R&D facility at Center for Novel .
Therapeutics on campus of UCSD

Pull ExoFlo™ from commercial market
to comply with FDA guidance on HCT/P .

361

N

2020

COVID-19 patients

indications

* |nitiated elRB trial at Christ Hospital for

* Approved for Phase 2 Mod-Severe ARDS
associated with COVID-19 i
* Gained FDA approval for 6 IND

* Admitted into project “Warp Speed” as
part of the Pence task force f.

 Completed 3 PPQ commercial qualification

runs

* Had first meeting with Biomedical Advanced

for non-dilutive funding

Fistula clinical trial

2023

Opened full time corporate office in Austin
consolidating senior leadership team
Launched Phase 1 clinical trials for
ulcerative colitis and Crohn’s disease
Received the FDA’s RMAT designation to
expedite regulatory process

FDA approval to go forward with Phase 3
ARDS trial

Opened full time storage and distribution
center in San Antonio

Validated scale up manufacturing process

* Received FDA approval to include All-Causes
of ARDS to the Phase 3 trial

Filed for California Institute for Regenerative
Medicine (CIRM) grant to support Peri-Anal

Paul Tebbey officially joined Direct Biologics
* Bill Arana joins Direct Biologics as Executive
Vice President of Clinical Affairs

2024

Research and Development Authority (BARDA)

15t Patent Approval

2025

e US Patent Office awards

Moved into a new combined Quality
Control and R&D laboratory facility in
San Diego, CA

Approved to move to Phase 2 for
Crohn’s Disease

Approved to move to Phase 2 for
Ulcerative Colitis

Started Process for globalization for
Phase 3 ARDS

Completed 3 AICPA audit with PWC



L egal disclaimer

This presentation (“Presentation”) is for informational purposes only to assist
interested parties in making their own evaluation with respect to Direct Biologics, LLC,
a Wyoming limited liability company (“Direct Biologics”). By accepting this
Presentation, the recipient acknowledges and agrees that all of the information
contained herein is confidential and that the recipient shall not distribute, disclose or
use such information in anyway detrimental to Direct Biologics.

The information contained herein does not purport to be all-inclusive and Direct
Biologics nor any of their respective affiliates nor any of its or their controlling
persons, officers, directors, employees or representatives makes any representation
or warranty, express or implied, as to the accuracy, completeness or reliability of the
information contained in this Presentation.

Some of the statements made in this Presentation constitute forward-looking
statements. These statements relate to future financial and other performance or
anticipated plans and are identified by words such as” “wil expect,”. ‘coula; % Gt
“expected”,” “anticipate”,” look forward”, “believe”, “potential,” “propose” and
“continue” or negative variants of such terms. These and similar forward-looking
statements discuss Direct Biologics” future expectations and plans. Direct Biologics
operates in a very competitive and rapidly changing environment. New risks emerge

I” o
4
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from time to time. Given these risks and uncertainties, Direct Biologics cautions
against placing undue reliance on these forward-looking statements. These
statements are only estimates of future performance. Actual performance or events
may not meet such expectations or estimates and may, in fact, differ materially.

Although Direct Biologics believes that the expectations reflected in the forward-
looking statements made herein are reasonable, Direct Biologics cannot and does not
guarantee future results, levels of activity, performance or achievements. Moreover,
Direct Biologics does not assume any responsibility for the accuracy and
completeness of such forward-looking statements in the future. Direct Biologics does
not plan and, subject to applicable law, undertakes no obligation to update any of the
forward-looking statements made herein after the date hereof in order to conform
such statements to actual results. Exoflo is not currently approved for commercial use
by the FDA. Exoflo is an investigational product currently being studied in FDA
approved clinical trials for a variety of indications including Acute Respiratory Distress
Syndrome, Ulcerative Colitis, Crohn’s, Perianal Fistula, and Transplant.



Thank you

Direct Biologics Investment Team | investorrelations@directbiologics.com
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