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Forward Looking Statements

Certain statements contained in this presentation constitute forward-looking information within the meaning of securities laws. Forward-looking 
information may relate to our future outlook and anticipated events or results and may include statements regarding our future financial position, 
business strategy, budgets, litigation, projected costs, capital expenditures, financial results, taxes and plans and objectives. In some cases, forward-
looking information can be identified by terms such as “may”, “will”, “should”, “expect”, “plan”, “anticipate”, “believe”, “intend”, “estimate”, “predict”, 
“potential”, “continue” or other similar expressions concerning matters that are not historical facts. These statements are based on certain factors and 
assumptions regarding, among other things, expected growth, results of operations, performance, and business prospects and opportunities. While we 
consider these assumptions to be reasonable based on information currently available to us, they may prove to be incorrect. Forward looking-information 
is also subject to certain factors, including risks and uncertainties that could cause actual results to differ materially from what we currently expect. These 
factors include, among other things, the availability of funds and resources to pursue development projects, the successful and timely completion of 
clinical studies, and the ability to take advantage of business opportunities, the granting of necessary approvals by regulatory authorities, and general 
economic, market and business conditions. For more exhaustive information on these risks and uncertainties you should refer to our most recently filed 
Annual Information Form which is available at www.sedar.com. Forward-looking information contained in this presentation is based on our current 
estimates, expectations and projections, which we believe are reasonable as of the current date. You should not place undue importance on forward-
looking information and should not rely upon this information as of any other date. While we may elect to, we are under no obligation and do not 
undertake to update this information at any particular time.



About Spectral Medical

Spectral’s vision is to provide a personalized approach that will enable vastly improved 
outcomes for patients with septic shock by combining a targeted diagnostic test and therapy

Spectral is a phase 3 company seeking U.S. FDA approval for its unique product for the 
treatment of septic shock, Toraymyxin  (“PMX”)

• PMX is a therapeutic hemoperfusion device that removes endotoxin from the bloodstream and is 
guided by the Company’s Endotoxin Activity Assay (EAA )- the only FDA cleared diagnostic for the 
risk of developing sepsis

• Endotoxin causes an inflammatory reaction leading to endotoxic septic shock (ESS)… the most 
malignant form of septic shock

Spectral is listed on the Toronto Stock Exchange under the symbol EDT

COMMITTED TO DECREASING THE UNACCEPTABLY HIGH MORTALITY RATES CAUSED BY SEPTIC SHOCK
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Investment Highlights
• Spectral addresses Endotoxic Septic Shock… the most malignant form of septic shock 

o approx. 140,000 patients each year with a mortality rate > 50%

• U.S. $2.1 Billion+ annual TAM and No Competition - no FDA approved sepsis solutions in the market

• De-risked Phase 3 confirmatory trial- Tigris Trial

o Building on knowledge gained from the earlier EUPHRATES trial, which evaluated the use of PMX in a randomized 
controlled trial of adults treated for endotoxemia and septic shock 

o Inclusion of 179 patients subset from Euphrates to be combined with 150 Tigris trial patients as part of FDA regulatory 
submission

• De-risked commercialization- Exclusive Distribution Agreement with Baxter (Feb 2020)
o Recently amended initial term to 10 years post-FDA approval of PMX

o Distribution agreement to transfer to Baxter’s ‘Vantive’ spin-off (est. end 2024)… 
PMX partnership considered a strategic priority for ‘Vantive’

• 90 Patient Milestone Achieved (Feb/24) - Baxter paid Spectral non-dilutive milestone payment to retain exclusive 
distribution rights… next Baxter milestone payment at FDA approval

• U.S. FDA granted Breakthrough Device Designation for PMX in July 2022

• Company has strong track record of clinical and regulatory excellence (FDA, Health Canada, CE, etc.) 4



* Mortality attributed to sepsis.  Usually measured within 30 to 60 days.
1 Centers for Disease Control and Prevention, National Center for Emerging and Zoonotic Infectious Diseases (NCEZID), Division of Healthcare Quality Promotion (DHQP) August 9, 2022
2 Critical Care Medicine 46(12):p 1889-1897, December 2018
3 Spectral Management estimates, based on Euphrates trial data

Treatment for Septic Shock… Unmet Clinical Need
Septic shock is a severe and highly fatal form of sepsis… a life-threatening condition resulting in low blood 
pressure, cell death and severe organ disfunction… and is a leading cause of death in the ICU
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Sepsis1

1.7 million per year US
15-20% Mortality*

Septic Shock2

425k per year US
34% Mortality*

Endotoxic Septic Shock (ESS)3

140k per year US
>50% mortality

Other forms of Septic Shock
285k per year US
25-30% mortality

<10% of sepsis but
>25% of deaths

Spectral’s 
addressable 
market
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Commercialization Strategy
Commercial Partner

• Entered into an exclusive distribution agreement with Baxter in 2020
o Baxter to spin-off its Renal Care and Acute Therapies businesses, into an independent entity (“Vantive”) anticipated ~end 2024

o EAA + PMX products featured prominently in Baxter’s Vantive spin-off: Renal Investor Presentation (q4cdn.com)

• Exclusive distributor of PMX in US and Canada and non-exclusive rights to distribute EAA  globally

• Responsible to commercialize PMX entirely on its own behalf and its own expense

• Provides Spectral access to Baxter’s market capabilities thereby accelerating commercialization efforts
o Baxter installed critical care devices in U.S. ICUs estimated @ ~50% market share

• Milestone payments to Spectral:
o Contract signing 

o Interim 90-patient enrollment

o FDA approval of PMX

• Robust distribution economics, with minimum pricing and minimum quantities

• Term: 10-year initial term post-FDA approval
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Baxter relationship continues to be strong with collaboration on post-approval marketing plans for PMX 
commercialization, including: product branding, pricing and roll-out plans 

Financial commitment of ~$15mm to-date:
• ~$9mm in non-dilutive milestone payments
• ~$6mm invested in convertible note offerings

https://s22.q4cdn.com/911189824/files/doc_presentations/2023/Baxter-Investor-Announcement-010623.pdf


Illustrative US Market Penetration of EDT Addressable Market (%)
7.5% 15.0% 30.0% 40.0% 50.0%

No. Patients 10,500              21,000             42,000             56,000             70,000              
No. PMX Columns 21,000             42,000             84,000             112,000           140,000           
Spectral PMX EBITDA 
Potential

$55 M $110 M $221 M $294 M $368 M

No. EAA kits 52,500              105,000           210,000           280,000          350,000           
Spectral EAA EBITDA 
Potential

$2 M $4 M $9 M $12 M $15 M

Total Spectral EAA / PMX 
EBITDA Potential

$57 M $115 M $229 M $306 M $382 M

U.S. Market Opportunity: ~$2.1 Billion+ Annual TAM   

• U.S. Addressable Market = ~$2.1 
Billion1 p.a.

• Baxter market share of U.S. ICU 
CRRT devices = ~50%

• Current healthcare spend to 
manage sepsis in the U.S. = ~$20 
Billion p.a.

• Eli Lilly’s sepsis drug Xigris Year 1 
market penetration estimated at 
~9.5k patients (sales = US$89 
million)2 

Assumptions:
• PMX premium priced (gross margins anticipated at >70%):  

o current European pricing ~USD$6,000 per PMX column; LASER consultant report indicated 
US market pricing of ~USD$7,500 per PMX column (2016) 

• Typical medical device distribution economics range from 40%-60% revenue sharing

1 Based on 140,000 patients x 2 PMX columns per treatment x $7,500 price per PMX 
column

2 Eli Lilly’s Xigris was an FDA approved sepsis drug launched in 2001; the  product was 
pulled from the market by Eli Lilly  in 2011 after clinical trials showed  it provided no 
benefit for patients in septic shock 7

Addressable Market Illustrative Potential US Net Economics to Spectral – PMX + EAA (per annum) 



Endotoxin Inflammatory Response
• Endotoxins are very potent and widely spread inflammation-inducing substances; and in the course of local 

infections induce acute non-specific inflammation
• Triggered by the body’s overactive response… this uncontrolled host response releases a potentially lethal array 

of pro-inflammatory molecules throughout the whole body

Bacterial 
Infection Surgery

Viral 
Infection Trauma

Toxicity to various tissues (heart, liver, kidneys, lungs) can lead to organ damage… and ultimately death

Renal 
Failure

Endotoxin Key Drivers

Inflammatory 
Reaction

Organ Failure… or Death

• Endotoxin shed from local bacterial infection
• Endotoxin translocation from GI tract

– every human has 25-30 grams of endotoxin 
in their GI tract

– <0.001 grams of endotoxin is enough to kill 
a person

• Heart
• Liver
• Kidneys
• Lungs
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Antibiotics / Drugs

Current Standard of Care… Limited Efficacy
• Standard of care therapies aimed at resuscitating the patient to ensure adequate blood pressure and 

pulmonary function.  
• The battery of therapies to address endotoxic septic shock remain limited:

Ventilator Dialysis

None of the standard of care therapies address the acute inflammatory agent – Endotoxin (i.e. the root cause)

Vasopressors / IV Fluids
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Spectral’s Personalized Solution
Combining a diagnostic- EAA  with a therapeutic 
device- PMX = Identification and Driver Removal

EAA  - Measure Endotoxin Activity

• Rapid diagnostic for endotoxin activity in 
human whole blood

• Predictor of ICU mortality in septic patients
• Quick results (30 mins)
• Sold globally
• Evidence of utility in thousands of patients
• FDA-approved diagnostic

PMX –Remove Endotoxin from the Blood

• Removal of endotoxin leads to a decrease 
in inflammatory mediator levels, as well as 
improvement in vascular function and 
hemodynamics

• Proven efficacy to remove endotoxin – 
bench test results: each cartridge can 
remove up to 20 µg of endotoxin

• Being evaluated in a phase 3 confirmatory 
trial
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Removal of Endotoxin the Driver of 
Shock and Organ Damage

Identify the Type of Septic Shock to 
Guide Therapeutic Options



Clinical Benefits - The EUPHRATES Trial

• A group of patients with baseline EAA  results between ≥0.60 and <0.90 at 
randomization, treated with PMX, had a 28-day mortality of 26% as 
compared to 37% in patients who did not receive PMX (p<0.05, n=194). 

• In the same population, patients who received PMX had a 90-day mortality 
of 30% as compared to 41% in patients who did not receive PMX (p<0.04, 
n=194).

The EUPHRATES Trial – a double blinded, randomized trial of PMX-demonstrated that PMX cartridge 
therapy decreased mortality, increased both ventilator free and renal replacement therapy free days

11

194 patients with baseline EAA  results of ≥0.60 and <0.90, and MODS >9
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*Mean difference from Day 0 to Day 3 in patients treated with PMX as 
compared to patients who received SHAM
**Median difference over 28 days in patients treated with PMX as 
compared to patients who received SHAM

PMX Observed Data – Euphrates Trial Subset

28-Day Absolute Mortality 
Reduction (“ARR”)

28-Day Relative Mortality 
Reduction (“RRR”)

Ventilator-free days**

Renal Replacement 
Therapy-free days**

Mean Arterial Pressure 
(“MAP”)*

Vasopressor Index change*

10%

29%

0.8 
units

5.0 
mmHg
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Tigris Confirmatory Trial

Trial design agreed upon with the FDA:
• US sites only- up to 25 sites
• 150 total target patients
• Randomized 2:1
• Open label trial
• Target Endpoint: minimum 10% difference in mortality in a 28-day period vs standard of care (ARR of 10%)
• Bayesian statistical analysis

Current status:
• 116 patients randomized to-date out of the 150 total target

o Observed accelerated enrollment continued into 2024… Jan, Feb, Apr & Jun 2024 record enrollment months to-
date

• 23 Tigris sites onboarded

The Tigris trial is a prospective, multicenter, randomized, open-label clinical trial that uses the PMX 
cartridge versus standard of care for patients with septic shock and endotoxemia (measured as EAA level of 
≥ 0.60 to 0.90)
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FDA Regulatory Pathway… De-Risked
The FDA has agreed to a Bayesian analysis approach for the regulatory submission of PMX- this allows the 
inclusion of a subset of 179 patients from EUPHRATES to be combined with the 150 Tigris trial patients
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• Prior population consists of 179 patients from US sites in EUPHRATES (target weight* 75%) 

• 150 new patients to be added from the TIGRIS trial (116 patients have been randomized to-date)

EUPHRATES Evidence [TIGRIS Prior]:
US patients with MOD>9 and EAA 0.6-0.9:
• N= 90 PMX with 38% mortality
• N= 89 controls with 48% mortality

TIGRIS New Patients:
• 100 PMX and 50 control
• Inclusion criteria amended to add SOFA; 

exclusion criteria same
• Up to 25 U.S. sites (most are returning sites 

from EUPHRATES)

TIGRIS: Bayesian trial designed to show:
• Minimum 10% difference in mortality 

Target Weight 75% Weight 100%



Bayesian Analysis: Tigris Methods Paper
Tigris trial methods paper published in Critical Care, which discusses use of Bayesian methods in clinical 
trial design 
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• Methods:  Simulation study incorporating historical data from EUPHRATES

– Historical data from a 179-patient subgroup of the previous trial of adult 
critically ill patients with septic shock, multiple organ failure and an EAA 
between 0.60 to 0.89

– Trial intervention consisted of two PMX treatments (2 hours each) 
completed within 24 hours of enrollment

– Simulations were run 2,000 times per scenario

Observed hypothetical results:
• Using our planned 75% weight on the prior, an observed ARR of 7% (37%vs 

44%) is approximately the boundary for reaching the 95% probability 
threshold for declaring PMX effective



Enrollment Timeline - Projections
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• Since January 2024: 0.29 patients/site/month
• Over 2023:  0.19 patients/site/month

Enrollment Rate 0.19 0.29

August 2024 120 127

November 2024 133 147

February 2025 146

Tigris 
Enrollment 

Rate

Estimated Full Tigris Enrollment around end of 2024

Projected Enrollment



Post-Enrollment Timeline
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T+28D

Commercial launch

Last 
patient 
enrolled

T=0

Last 
patient 

out

T+ 75D

Primary
 data 
lock

Release 
topline 

data

T+120D

T+ 180D

FDA 
submission 

CSR

Publication

T+240D

T+ 360D

FDA 
review 

complete

Response
to

FDA

T+420D

Full enrollment Regulatory review

T+ 450D

FDA 
Approval & 
Commercial 

Launch

Clinical 
Adoption



Market Landscape – No Direct Competitors

PMX Cytosorb Oxiris Aethlon Boa Garnet Exthera
Target Endotoxin Small molecules <70kd Small molecules <70kd Viruses, Viral RNA/DNA Live organisms and 

PAMPs
Live organisms

Technology Sorbent: Polymyxin 
bound fiber

Sorbent: Porous 
polymer beads

Dialyzer: modified 
surface 

Coupled Plasma filter/ 
Sorbent: Lectin

Dialyzer: 
mannose-binding 
lectin (fragment)

Sorbent: beads coated 
with heparin

Specificity High Very Low Very Low Low Low Low
Removes Endotoxin ++++ + ++ - ++ -
Removes Bacteria +/- - - - +++ +++
Patient selection FDA approved 

diagnostic (EAA 30min 
turnaround)

Clinical criteria Clinical criteria Viral assays (e.g. PCR) Proprietary pathogen 
detection system—not 
FDA cleared

Blood cultures
(up to 3 days for 
culture report)

Outcome Reduction in 28-day 
mortality

Reduction in cytokines Reduction in small 
solutes

Reduction in viral load 
in blood

Reduction in pathogen 
burden in blood

Reduction in pathogen 
burden in blood

Addressable population 
US /year

Based on EAA  and 
organ dysfunction
150,000

Unknown Based on sepsis with 
renal failure requiring 
dialysis: 
100,000

Unknown (in theory all 
patients with viremia)

Primary blood stream 
infections with 
resistant organisms    
5-10,000

Primary blood stream 
infections with 
resistant organisms    
5-10,000

World-wide use Clinically available 
outside the US

Clinically available 
outside the US

Clinically available 
outside the US

Experimental Experimental (EUA: 
COVID-19)

Experimental (EUA: 
COVID-19)

USA regulatory 
pathway and status

Phase-3 confirmation 
trial underway

No trial in sepsis 
underway 

No trial in sepsis 
underway 

No trial in sepsis 
underway 

No trial in sepsis 
underway 

No trial in sepsis 
underway

• Spectral has the only viable solution in Phase 3 clinical trials
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• 15+ years of clinical research and regulatory 
governance

• Experience ranging from CRO to industry, 
pharmaceuticals & medical devices, small to 
large scale multi-national trials in various 
phases of research development (Phases I-
III and Bio-Equivalent clinical trials)

• Experienced in regulatory submissions to 
Health Canada & US FDA

• Honors Bachelor of Science from University 
of Toronto

Management Team
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Chris Seto
CEO & Interim CFO

• Over 30 years of capital market and 
management experience 

• Former CFO of MJardin Group Inc. 

• Former senior investment banking roles at 
Paradigm Capital, UBS Securities and CIBC 
World Markets

• Former Strategy & Finance senior executive at 
Warren Shepell Consultants (EAP)

• Received B.Comm from McMaster University; 
MBA from Richard Ivey School of Business 

• CMA designation

John A. Kellum, MD, MCCM
Chief Medical Officer

• World expert is sepsis, acute kidney injury and 
blood purification

• Authored over 400 publications and is one of the 
most highly-cited investigators in the world

• Professor of Critical Care Medicine, Medicine, 
Bioengineering, and Clinical and Translational 
Science at the University of Pittsburgh

• Received his medical degree from the Medical 
College of Ohio; completed his residency and 
fellowship training at the Universities of 
Rochester and Pittsburgh

Esha Kamaluddin
VP Clinical Development



Capitalization
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Ticker Symbol:  EDT
As at March 31, 2024 No. Outstanding                        
Common Shares1 279,394,428

Options2 12,069,994
RSUs 4,123,734
Warrants3 17,964,014
DSUs4 3,028,090
Fully Diluted Shares Outstanding 316,580,260

As at 
March 31, 2024

Pro Forma 
May/24 Financing

Cash 2,074,000 10,574,000
Total Debt5 12,972,000 21,472,000

1 ~31.2% of outstanding common shares held by: Toray Industries (45,630,105 shares); Birch Hill Management (36,210,017 shares); and Management & Board (5,044,011 shares)
2 Options weighted average exercise price = $0.39
3 Warrants weighted average exercise price = $0.49
4 DSUs held by Board members
5 Total CAD $21.5 million comprised of convertible notes (“CN”):  

(i) November 7, 2022 - CAD $6.9 million (USD $5.0 million) CN, 4 year term (Nov 2026), 7% coupon (semi-annual), $0.48 conversion price, held by Baxter and Pinnacle Island LP; 
(ii) September 7, 2023 - CAD $6.2 million (USD $4.5 million) CN: maturity (Nov 2026), 9% coupon (semi-annual), $0.40 conversion price, held by Baxter, Pinnacle Island LP and Rosalind 

Capital Partners; 
(iii) May 23, 2024 – CAD $8.5 million CN, 4 year term (May 2028), 9% coupon (semi-annual), $0.52 conversion price.



TSX: EDT

Ali Mahdavi
Capital Markets & Investor Relations
Spinnaker Capital Markets Inc.
416-962-3300
am@spinnakercmi.com
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