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SQI Diagnostics

• Precision medicine company that discovers, develops and 
commercializes innovative rapid diagnostic tests helping clinicians, 
patients and consumers improve health outcomes

• Advanced diagnostics targeting organ transplant, autoimmune 
disease and serological testing (including COVID-19) 

• Seasoned executive management team with 80+ years of 
successful  medical device and drug development and 
commercialization experience

• Expanding U.S. manufacturing and commercial operations
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Est. Market Potential $800M+ Annual Sales
North American Potential Diagnostic Revenue Streams

Organ 
Transplant

• TOR-dx™ Lung Panel Test $50M – $100M

Serological 
Testing

• COVID-19 Triage RALI-Dx™ / RALI-fast™ $250M – $500M

• COVID-19 Home Antibody Test $250M – $500M

Autoimmune 
Disease

• Celiac Disease/Rheumatoid Arthritis (RA) Test $250M – $500M
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COVID-19 Home Antibody, Celiac Disease and Rheumatoid Arthritis tests kits will be sold Direct-to-Consumer (DTC).
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Organ Transplant – Lung Health
Evaluating Health and Improving Availability of Donor Lungs
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“Integrating rapid diagnostics is a major step forward in lung transplantation. By providing transplant
teams with quantitative metrics to more accurately assess donor lungs, we are moving decision making
in transplantation into the era of personalized medicine.”- Dr. Shaf Keshavjee, Surgeon-in-Chief, Sprott Department of

Surgery, Director, Toronto Lung Transplant Program and Director, Latner Thoracic Surgery Research Laboratories

• Donor lungs have one of the lowest utilization rates in transplantation

• One in five patients in need will die waiting for a lung transplant 

• Major challenge is assessing the health and quality of donor lung and deciding if it is suitable for 
transplantation 

• That decision today relies on assessment by the surgeon – a process that currently involves many 
qualitative or subjective factors

Unmet clinical need:
Device (test) that can better inform whether a lung is suitable for transplantation, by using
measurable biological readouts of lung health



TOR-dxÊ Lung Panel Test
Enables Surgeon to Assess if Organ is Healthy for Transplant

• 15,000 donor lungs available in North America yearly – only about 
3,000 transplanted (20%)

• There is no test to detect inflammation or health of organ

• Surgeon uses (“eye-test”) to decide if lung is healthy for transplantation

• Lung transplant surgery costs $1M+, hospitalizations are expensive, life 
is at risk, so surgeons are cautious and reject many healthy lungs

ü TOR-dxϰdetects  inflammation at molecular level to assess health of 
donor lung 

Á Enables surgeons to transplant healthy lungs which otherwise would have 
been rejected

Á Significantly increases the number of lungs available for transplant, ~85%, 
saving many lives

Á Provides for significant increase in hospital profit – lung transplant is 
highest revenue generator at $500K profit per surgery
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Similar diagnostic test planned or both kidney and liver transplant after TOR-dx™FDA approval.
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Serological Testing – COVID/Flu
Identifying Severity and Potential Immunity to Improve Health Outcomes

Coronavirus disease (COVID-19) is an illness caused by severe acute respiratory syndrome coronavirus
2 (SARS-CoV-2) and has resulted in a global pandemic with 55M cases and 1.3M deaths.

Influenza is a common viral infection that can be deadly, especially in high-risk groups. CDC estimates
from Oct. 2019 to April 2020 there have been 39M-56M cases, 18M-26M medical visits, 410K-740K
hospitalizations and 24K-62K deaths.

A key factor in both COVID-19/Flu symptomatic patients who experience severe respiratory distress is
the presence of elevated levels of multiple inflammatory cytokines.

Unmet clinical need:
Assay (test) that provides quantitative measurement of key inflammatory biomarkers to assist
clinician in determining which COVID-19/Flu patients will have a severe inflammatory response
(“cytokine storm”) and should be admitted to hospital or not
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RALI-dxÊ COVID-19 Severity/Triage Test

Measures biomarkers IL-6, IL-8, IL-
10, sTNF-R1, sTREM-1 predictive of
adverse respiratory event “cytokine
storm”.

1
2

4

3
Triage tool helps advise clinician to
send patient home, admit to hospital
and monitor or send to ICU for
advanced respiratory care measures.

Helps Predict Adverse Cytokine Event or Not

Fast 50-minute result aides in
diagnosing severity of COVID-19,
influenza or other respiratory
distressed patients.

Saves lives, maximizes resources,
reduces burden on healthcare
system and prevents unnecessary
hospital admissions and costs.

FDA has confirmed RALI-dx™ submission to be under Emergency Use Authorization (EUA). RALI-dx™ clinical study has tested over 1000 plasma samples and data has shown to predict
adverse respiratory event with a high degree of accuracy.
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RALI-fast Ê COVID-19 POC Severity/Triage Test

Measures IL-6 level, the most
critical biomarker predictive
of adverse respiratory event
“cytokine storm”.

1
2

Helps Predict Adverse Cytokine Event or Not

Rapid 15-minute result aides in
diagnosing severity of COVID-19,
influenza or other respiratory
distressed patients.

Triage tool helps advise clinician to
send patient home, admit to hospital
and monitor or send to ICU for
advanced respiratory care measures.

SMALL, 6” x 8” TABLE-TOP INSTRUMENT 

Saves lives, maximizes resources,
reduces burden on healthcare
system and prevents unnecessary
hospital admissions and costs.

4
3
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FDA has confirmed RALI-fast™ submission to be under Emergency Use Authorization (EUA).
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COVID-19 At-Home Antibody Test Kit
Quick, Precise Detection for Presence/Potential Immunity of SARS-CoV-2

• Test shipped to home, business, school, sports team, 
government, etc. 

• Finger stick blood sample sent pre-paid to SQI lab

• Result in 24-48 hours with > 99% accuracy

• Tests for quantitative presence of all 3 antibodies IgM, 
IgA, IgG of SARS-CoV-2 

• Confirms vaccine effectiveness and PCR test results and 
potential immunity status

• Enables return to work, school, life knowing you’re not 
infecting others

• Avoids trip to clinic, hospital or lab center
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FDA has confirmed RALI-fast™ submission to be under Emergency Use Authorization (EUA).
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Autoimmune Disease Testing – Celiac/RA
Empowerment to Improve Family Health from Comfort of Home

Autoimmune disease is a condition in which your immune system mistakes part of your body, like your
joints or skin, as foreign. Under this condition, proteins called autoantibodies are released and attack
healthy cells.

Celiac disease is a serious autoimmune disease that occurs in genetically predisposed people where
the ingestion of gluten leads to damage in the small intestine. Those undiagnosed are at risk for long-
term health complications.

Rheumatoid arthritis (RA) is a chronic inflammatory disorder that can affect more than just your
joints. The condition can damage a wide variety of body systems, including the skin, eyes, lungs, heart
and blood vessels. Women are 2-3 times more likely to get RA than men.
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Celiac & Rheumatoid Arthritis (RA) Test 
Managing and Improving Health Outcomes from Home

• Direct-to-consumer (DTC) test screens for Celiac 
and/or RA disease from the comfort of home

• Celiac test confirms disease and can validate 
effectiveness of gluten-free diet and confirm the 
autoimmune response is improving

• RA test can confirm and identify early symptoms 
for timely care and treatment
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Clinical Development Moving Forward

RALI-Dx

RALI-fast

COVID 
At-Home 
Antibody

TORdx LUNG

Research Development Clinical 
Validation

EUA/FDA 
Submission

Est. FDA/EUA 
Approval

Q1-2021

Q1-2021

Q4-20/Q1-21

*Q1 2021

*All non-COVID related submissions on-hold at FDA due to priority of EUA COVID submissions.
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Manufacturing/Testing Capability & Scale 

• Additional manufacturing plant Southeast, 
MI, est. Q3 2021

Á 20M antibody tests 

Á 2M RALI-dx triage tests

Á 10M RALI-fast POC test cartridges

Á CLIA certified laboratory testing

• Existing manufacturing in Toronto

Á 4M antibody tests 

Á 2M RALI-dxÊ triage tests

ÁNY State Certified Lab Buffalo, NY 
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CLIA Laboratory Testing

• New York State DOH validated DTC product 
CLIA-lab 

Á Antibody testing

Á Celiac Disease/Rheumatoid Arthritis testing

Á RALI-dx™ testing 

• CLIA Certified Lab Michigan (est. Q3 2021)

Á COVID-19 Antibody Home collection testing

Á Full-service “COVID-19 lab”

Á PCR (diagnosis), Antigen

Á Celiac Disease, Rheumatoid Arthritis

Á RALI-dx™ testing

Full-Service Diagnostic Testing
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Safe Harbor Statement

FORWARD-LOOKING INFORMATION

This presentation contains forward-looking statements that relate to future events or our future financial performance and involve known and unknown

risks, uncertainties and other factors that may cause our, or our industry’s, actual results, levels of activity, performance or achievements to be materially

different from any future results, levels of activity, performance or achievements expressed, implied or inferred by these forward-looking statements.

Such risks and uncertainties include, but are not limited to, the costs of compliance with and the risk of liability being imposed under the laws in which

SQI operates under including environmental and health product regulations, the development and viability the Company’s COVID-19 HOME Antibody

Test, its COVID-19 RALI-dx™ Severity Triage Test, COVID-19 RALI-fast™ Severity Triage Point-of-Care (POC) Test and its TORDx™ Lung Test the suitability of

such tests for advanced clinical testing, including human trials, the content and timing of decisions made by the FDA relating to the use and

commercialization of such tests, the timing and costs involved in establishing the commercialization of the tests, the impact that the ongoing COVID-19

pandemic may have on the company’s business, including the expected development, manufacturing, regulatory and commercialization timelines relating

to the aforementioned COVID-19-related tests.

These factors should be considered carefully and readers are cautioned not to place undue reliance on such forward-looking statements. The forward-

looking statements are based upon management’s beliefs and assumptions and are made as of the date of this presentation. In light of the significant

uncertainties inherent to the forward-looking statements included in this presentation, the inclusion of such information should not be regarded as a

representation or warranty by us or any other person that our objectives and plans will be achieved in any specified time frame, if at all.

You should not place undue reliance on these forward-looking statements. Except to the extent required by applicable laws or rules, we undertake no

obligation to update or revise any forward-looking statements included in this presentation.
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