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Since establishing our 
relationship with the Force 
Family Team, we translated 

our vision for Sigyn Therapy™
from concept to clinical 

application in 2021.

THANK YOU FORCE FAMILY TEAM
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The following presentation is for informational purposes only and is not an offer to sell or a solicitation of an offer to buy any
securities of Sigyn Therapeutics, Inc. (“Sigyn”). All statements in this presentation, other than statements of historical fact,
are forward-looking statements within the meaning of the Private Securities Litigation Reform Act of 1995, as amended. In
some cases, you can identify forward-looking statements by terms such as “may,” “will,” “expect,” “plan,” “anticipate,”
“strategy,” “designed,” “intend,” “believe,” “estimate,” “target,” or “potential” and other similar expressions. Forward-
looking statements involve risks, uncertainties and assumptions that may cause Sigyn’s actual results, performance, or
achievements to be materially different from those expressed or implied by the forward-looking statements in this
presentation, including risks and uncertainties inherent in Sigyn’s business and other risks described in Sigyn’s filings with the
Securities and Exchange Commission (SEC). Sigyn’s forward-looking statements are based upon its current expectations and
involve assumptions that may never materialize or may prove to be incorrect. All forward-looking statements are expressly
qualified in their entirety by these cautionary statements. Further information regarding these and other risks is included
under the heading “Risk Factors” in Sigyn’s periodic reports filed with the SEC, which are available on the SEC’s website. You
are cautioned not to place undue reliance on forward-looking statements, which speak only as of the date on which they
were made. Sigyn undertakes no obligation to update such statements to reflect events that occur or circumstances that
exist after the date on which they were made, except as required by law.

FORWARD-LOOKING STATEMENTS
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Pathogen-related Conditions 
that Precipitate Sepsis

THE PROBLEM

In response to a 
pathogen infection, the 

immune system 
releases inflammatory 

cytokines

Unfortunately, 
sometimes the body 

goes into overdrive and 
releases more 

cytokines than it should

As the body loses 
control of cytokine 

production, it results 
in a “cytokine storm”

Result:
Sepsis
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THE CYTOKINE STORM THAT PRECIPITATES SEPSIS IS A LEADING CAUSE OF DEATH
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Leading Cause of Hospital 
Deaths Worldwide

SEPSIS

5M+ 
children 
worldwide die from 
sepsis each year1

1.6M
cases 
in the U.S. 
every year1

3rd
leading cause 
of death in the U.S. 
after heart disease 
and cancer1

1. Malik M, Sreekantan Nair A, Illango J, et al. (April 12, 2021) The Advancement in Detecting Sepsis and Its Outcome: Usefulness of Procalcitonin in Diagnosing Sepsis and Predicting Fatal Outcomes 
in Patients Admitted to Intensive Care Unit. Cureus 13(4): e14439. doi:10.7759/cureus.14439

2. Rudd KE et al. Global, Regional, and National Sepsis Incidence and Mortality, 1990-2017: Analysis for the Global Burden of Disease Study. The Lancet 2020; 395 (10219): 200-211.

$24B+
annual cost 
in U.S.2
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Going Beyond the 
Reach of Drugs

EXTRACORPOREAL BLOOD PURIFICATION (EBP)  

• Extracorporeal blood purification (EBP) is best 
known for treating acute and chronic kidney 
failure (dialysis)

• There is an increasing use of EBP to treat 
critically ill patients on the basis that removal of 
circulating inflammatory mediators and 
pathogenic molecules that precipitate sepsis

• Recent example: FDA clearance of four EPB 
technologies to treat COVID-19 under 
Emergency-Use Authorization (EUA)

Main Bioseparation 
Mechanisms

Adsorption 

Diffusion

Convection 
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A Significant Unmet Need 
Remains

DESPITE RECENT ADVANCEMENTS IN EBP 

Current blood purification technologies are 
often limited to the individual targeting of 
either cytokines, endotoxin, or viruses

Mechanistically, some EBP technologies 
concentrate therapeutic targets in the blood 
path where they can continue to interact 
with blood cells during treatment
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We envisioned a device that could 
extract pathogen sources of life-

threatening inflammation in concert with 
the broad-spectrum modulation of 

inflammatory mediators that fuel sepsis

OUR VISION
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LEADERSHIP

Jim Joyce
Co-founder, Chairman & 
CEO

Craig Roberts
Co-founder & 
Chief Technology Officer

Eric Lynam
Director of Clinical Affairs

Charlene Owen
Director of Operations

LASAR LLCPrana Pharma

Relevant Blood Purification Experience
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Nicole F. Roberts
Contributor
Healthcare

Illustration courtesy of Mainbridge Health Partners. LLC

The One Way All Hospitals Can 
Save Lives and Money

DRAWING FROM OUR PREVIOUS F IRST-IN-INDUSTRY ACHIEVEMENTS

https://www.forbes.com/healthcare
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Our Solution
SIGYN THERAPY™

• Broadly-deployable - A single-use disposable device 
designed for use on dialysis and CRRT machines located 
in hospitals and clinics worldwide

• Highly efficient – Up to 17 passes of the entire 
bloodstream during a single 4-hour treatment

• Immense capacity - Incorporates a cocktail of adsorbent 
components with 200,000 square meters (~50 acres) of 
surface area on which to adsorb and bind bloodstream 
targets  

• Extraction mechanism - Unlike devices that concentrate 
therapeutic targets in the blood-path, Sigyn Therapy™
extracts targets from the bloodstream to eliminate 
continued blood cell interactions
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Unmet Needs in Global Health
LARGE, WELL-DEFINED THERAPEUTIC OPPORTUNITIES 

Therapeutic Opportunities for Sigyn Therapy™ Include:

BIODEFENSE - Drug-
resistant Pathogens

Community-acquired 
Pneumonia (CAP)

Hepatic 
Encephalopathy (HE)

• A fraction of the ~300 human viruses are 
addressed with an approved drug 
therapy
• 3-4 new human viruses discovered each 

year, and the challenge of aligning post-
exposure antiviral with each threat is 
immense 
• 2.8 million+ infections caused by 

antibiotic-resistant bacteria each year in 
U.S., resulting in approximately 35,000 
deaths1

• A life-threatening complication of liver 
cirrhosis
• Results in 25,000-40,000 U.S. hospital 

admissions each year2

• 3-year survival rate following the first 
episode of HE ~23%3

• HE severity has been correlated with 
highly elevated serum concentrations of 
pro-inflammatory cytokines and toxins

• Accounts for over 4.5 million U.S. 
outpatient and emergency room visits 
annually4

• Leading cause of death among infectious 
diseases
• Leading cause of death in children under 

5 years of age
• A catalyst for ~50% of sepsis and septic 

shock cases

1. CDC. Antibiotic Resistance Threats in the United States, 2019. Atlanta, GA: U.S. Department of Health and Human Services, CDC; 2019.
2. Hirode G, Vittinghoff E, Wong RJ. Increasing burden of hepatic encephalopathy among hospitalized adults: an analysis of the 2010-2014 national inpatient sample. Dig Dis Sci. 2019Jun;64(6):1448–1457. 

Epub 2019 Mar 13. PMID: 30863953
3. Ventura-Cots M, Carmona I, Moreno C, et al. Duration of the acute hepatic encephalopathy episode determines survival in cirrhotic patients. Therap Adv Gastroenterol. 2017;11:1756283X17743419. 

Published 2017 Nov 26. doi:10.1177/1756283X17743419
4. National Ambulatory Medical Care Survey (NAMCS) and National Hospital Ambulatory Medical Care Survey (NHAMCS) 2009 - 2010. https://www.cdc.gov/nchs/data/ahcd/combined_tables/2009-

2010_combined_web_table01.pdf
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Successful in vitro Studies
GROWING CLINICAL PROFILE

Since December 2020, we reported the
completion of six in vitro blood purification
studies that validated the ability of Sigyn
Therapy™ address 12 relevant targets. This
includes viral pathogens, gram-negative bacterial
toxins, gram-positive bacterial toxins, hepatic
toxins, cytovesicles and pro-inflammatory
cytokines
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50 ACRES

• We also initiated and completed our first 
pilot study in a porcine (pig) model

• We have since expanded our porcine 
studies and have treated 5 subjects in 
an 8 subject study

• Primary endpoint is to demonstrate that 
Sigyn Therapy™ is safe and well 
tolerated during six-hour treatments

SIGYN THERAPY™ IN ACTION

Recent in vivo Studies

Image of Sigyn 
Therapy™ being 

Administered on a 
Fresenius Dialysis 

Machine 

TREATMENT DATE:
DECEMBER 10, 2021

Image from 
6-hour treatment

TREATMENT DATE:
DECEMBER 14,  2021
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Regulatory Pathway
MOVING FORWARD

The data resulting from our in vitro and in
vivo studies will be incorporated into an
Investigational Device Exemption (IDE)
application that we plan to submit to the
U.S. Food and Drug Administration (FDA) to
support the potential initiation of human
clinical studies
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Comparable
CLEAR PUBLIC MARKET

Adsorbent components Single adsorbent 
component

Cocktail of adsorbent 
components

Therapeutic Targets Cytokines, hepatic toxins
Cytokines, hepatic toxins, 
viral pathogens, bacterial 

toxins, CytoVesicles

Surface 
adsorption area

~45,000 
square meters

~200,000 + 
square meters

<
Cytosorbents

Nasdaq: “CTSO”
$180M - $700M in 2021

Sigyn
OTC: “SIGY”
~$18 million
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Highlights
INVESTMENT

Differentiated Technology
Sigyn Therapy™ performs functions beyond 
the reach of drugs and overcomes the 
constraints of previous blood purification 
technologies 

Significant Unmet Needs
Large, well-defined market opportunities 
include DRP, HE and CAP

Experienced Management 
Strong team with a record of 
industry success

Upcoming Milestones
Near- and mid-term news flow and 
investment triggers
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2468 Historic Decatur Road, Suite 140
San Diego, California 92108
SigynTherapeutics.com

IR Contact: Stephen Kilmer
(646) 274-3580
stephen@sigyntherapeutics.com

http://SigynTherapeutics.com
mailto:jj@SigynTherapeutics.com

