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November 9, 2022 
MANAGEMENT’S DISCUSSION & ANALYSIS 
(All figures are expressed in thousands of Canadian dollars) 
 

This Management’s Discussion & Analysis (“MD&A”) for the three and nine-months ended September 30, 
2022 has been prepared to help investors understand the financial performance of Spectral Medical Inc. 
(“Spectral” or the “Company”) in the broader context of the Company’s strategic direction, the risks and 
opportunities as understood by management, and the key success factors that are relevant to the 
Company’s performance. Management has prepared this document in conjunction with its broader 
responsibilities for the accuracy and reliability of the condensed interim consolidated financial statements 
and accompanying notes, which have been prepared in accordance with International Financial Reporting 
Standards as issued by the International Accounting Standards Board (IFRS), including IAS 34, “Interim 
Financial Reporting”, as well as the development and maintenance of appropriate information systems and 
internal controls to ensure that the financial information is complete and reliable. The Finance and Audit 
Committee of the Board of Directors has reviewed this document and all other publicly reported financial 
information for integrity, usefulness, reliability and consistency. 

This MD&A is dated November 9, 2022 and should be read in conjunction with the condensed interim 
consolidated financial statements for the three and nine-months ended September 30, 2022, and the 
audited annual consolidated financial statements of the Company for the years ended December 31, 2021 
and December 31, 2020 (“Annual Financial Statements”), as well as management’s discussion and analysis 
for the year ended December 31, 2021.  

FORWARD LOOKING STATEMENTS 

Certain statements contained in this MD&A constitute forward-looking information within the meaning of 
securities law.  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 of the Company to take advantage of business opportunities, the granting of necessary approvals by 
regulatory authorities as well as 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 MD&A 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.  

This document and the related consolidated financial statements can also be viewed on the Company’s 
website at www.spectraldx.com and at www.sedar.com.  The Company’s Annual Information Form and 
Management Information Circular are also available on these websites. 

  

http://www.spectraldx.com/
http://www.sedar.com/
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INTRODUCTION  

The Company’s primary strategic focus is on the regulatory development and commercialization of its 
products in the areas of septic shock and renal disease. The Company’s products for the treatment of septic 
shock include its EAA™ diagnostic and PMX therapeutic device. If approved, this will be the first targeted 
therapy guided by a specific diagnostic in the area of sepsis. In the area of renal disease, the Company has 
developed a platform to perform renal replacement therapy (“RRT”) initially targeting the acute kidney injury 
segment of the market and continuing to the chronic dialysis dependent population including those on home 
hemodialysis. The platform is also able to deliver hemoperfusion including PMX. Furthermore, the Company 
is continuing its legacy business of manufacturing and selling certain proprietary reagents. 

 ENDOTOXIN ACTIVITY ASSAY (“EAA™”)  

Spectral has pioneered the development of biochemical markers for the clinical syndrome known as “septic 
shock”. In 2003, the Company achieved U.S. Food and Drug Administration (“FDA”), Health Canada (“HC”) 
and European CE clearance of the EAA™ for the first recognized rapid test for the risk of developing sepsis 
in the Intensive Care Unit (“ICU”). In North America alone over 1,700,0001 patients are diagnosed with the 
clinical syndrome of sepsis annually.  Approximately 330,0002 patients develop septic shock in the ICU, 
with a mortality rate at approximately 50%2.  The Company’s addressable market, which is comprised of 
patients suffering from endotoxemic septic shock, represents an estimated 120,000 patients per year.  
Earlier identification and treatment of patients at risk for sepsis reduces mortality and saves significant cost 
by reducing the length of stay in the ICU and by helping to guide therapeutic interventions. Spectral’s EAA™ 
endotoxin activity measurement is the only FDA cleared diagnostic for this indication currently on the 
market. 

POLYMYXIN B-HEMOPERFUSION (“PMX”)  

PMX is a therapeutic hemoperfusion device that removes endotoxin from the bloodstream. PMX has been 
on the market in many countries outside the U.S. and has been used in more than 340,0003 patients to 
date, and has demonstrated in clinical trials that it safely (fewer than 0.01% adverse events) and effectively 
removes endotoxin and reduces mortality in patients with septic shock. 

PROPRIETARY REAGENTS  

Spectral develops, produces and markets recombinant proteins, antibodies and calibrators. These materials 
are sold for use in research and development as well as in products manufactured by other diagnostic 
companies. 

RENAL REPLACEMENT THERAPY (“RRT”)  

The Company entered into the RRT business by acquiring the rights to SAMI, an easy-to-use dialysis 
machine on which to use its PMX cartridges, from Infomed S.A. (“Infomed”). The Company entered into a 

 
1 National Centre for Emerging and Zoonotic Infectious Disease (NCEZID); Centers for Disease Control and Prevention, Division of 

Health Care Quality Promotion (DHCQP) data reports, 2016. 
 
2  National (Nationwide) Inpatient Sample (“NIS”) database, 2013. 
 
3 Report of Prior Investigations (“ROPI”) is a report that is part of the Code of Federal Regulations, from September 1994 to January    

2022. 
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manufacturing and supply agreement with Infomed on December 1, 2018. The agreement expires on 
December 31, 2026, with a provision to extend it for additional two-year terms. 

SAMI complements the PMX/EAA™ development as it can be used to deliver the Company’s therapy in 
the ICU and reduces reliance on third party instrumentation. This state-of-the-art equipment will enable the 
Company to provide a fully integrated and user-friendly septic shock treatment system to the ICU. In 
addition, SAMI is also designed to provide an open platform for other hemoperfusion cartridges and to 
deliver continuous renal replacement therapy (“CRRT”) when indicated for patients with kidney failure. 

On December 13, 2017, the Company received 510(k) clearance from the FDA for SAMI for use in CRRT 
and therapeutic plasma exchange (“TPE”). Since it is also designed as an open platform hemoperfusion 
delivery device, the Company intends to seek further 510(k) clearance for this purpose when there is an 
FDA approved hemoperfusion cartridge available for use in the U.S. market, including the Company’s 
planned PMX treatment. 

On February 18, 2018, the Company announced that HC approved SAMI, under License No. 100541 for 
use in CRRT, TPE, as well as for Hemoperfusion (“HP”), a modality specifically designed to facilitate patient 
treatment with the PMX cartridge. 

On March 8, 2018, SAMI received a CE mark in Europe for the same applications.  

The Company has exclusive license rights for SAMI in North America for all CRRT applications and has 
worldwide exclusivity for any hemoperfusion applications.  

Spectral transferred its RRT business to its wholly owned subsidiary, Dialco Medical Inc. (“Dialco”) in 2019. 

On March 18, 2019, Dialco entered into a development, licence and exclusive distribution agreement with 
Infomed to extend its license to include the North American exclusive rights to an easy-to-use home 
hemodialysis machine (“DIMI”), built on the same platform as SAMI.  The Company is seeking to obtain 
regulatory approval for DIMI in the United States for in-home use. DIMI is already CE marked for 
hemodialysis in Europe by Infomed.  

On August 31, 2020, the Company received FDA 510(k) clearance for DIMI to treat patients with acute 
and/or chronic renal failure with or without fluid overload using hemodialysis (“HD”), hemofiltration (“HF”) 
and/or ultrafiltration (“UF”) in hospital or clinical settings. This is the first major step of the full regulatory 
development of DIMI. Further advances will be clearance for home and peritoneal dialysis use. Dialco also 
submitted an application to HC to add DIMI as a new product under the SAMI family of products.  

On November 11, 2020, the Company announced that a paper from the University of Michigan Medical 
Center (“UMMC”) reporting on the deployment and use of its SAMI unit during the COVID-19 pandemic was 
published in the Journal of Blood Purification, titled, “Deployment of a new CRRT/PIRRT device during the 
COVID-19 pandemic emergency: organizational challenges an implementation results”. The paper 
describes the first month of using SAMI as part of UMMC’s PIRRT (Prolonged Intermittent Renal 
Replacement Therapy) program throughout April 2020. The installation and training were successfully 
managed remotely with SAMI utilized to treat 23 patients in the first 4 weeks. The paper goes on to state, 
“The results from the nurse questionnaire, as well as the successful deployment of the SAMI in our institution 
during the pandemic with only 3-hour virtual training support that operating the SAMI is simple and safe. 
The setup of the SAMI has been refined to be as simple as possible, and interactions that normally cause 
issues (connecting the bloodline to the various safety sensors and pumps) have been refined to almost a 
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single gesture of inserting the disposable cassette into the machine. This approach together with a 
comprehensive self-testing procedure allows the unit to eliminate as many potential user errors as 
reasonably possible.” 

Also in November 2020, the Company announced that Dialco received its Medical Device Single Audit 
Program (“MDSAP”) certification for “the design, manufacture, installation and service of equipment for 
extracorporeal blood purification and its related disposable”. MDSAP allows the conduct of a single 
regulatory audit of a medical device manufacturer’s quality management system to satisfy the requirement 
of multiple regulatory jurisdictions or authorities to enable appropriate regulatory oversight of medical device 
manufacturer’s quality management systems while minimizing the regulatory burden on the industry. 

On February 23, 2021, the Company announced that Dialco received IDE authorization by the FDA to 
conduct a usability trial to demonstrate the safety and efficacy of DIMI for performing hemodialysis in the 
home environment. The trial is expected to enroll 35 patients, and will analyze delivered dialysis dose and 
potential adverse events happening during six weeks of use at home compared to six weeks of use in the 
hospital setting on some patients. The DIMI usability trial is registered and posted on the ClinicalTrials.gov 
website under the identifier of NCT04868643. 

On March 31, 2021, the Company announced that Dialco received its license from HC for the DIMI RRT 
system. The HC license for DIMI is indicated for hemodialysis, hemodiafiltration and ultrafiltration for 
patients weighing 20 kgs or more, and can be used in hospitals, clinics and at home. 

On April 8, 2021, the Company announced that Dialco entered into an expanded, long-term licensing 
agreement with Infomed for the DIMI hemodialysis system, extending Dialco’s exclusive rights in the United 
States and Canada through 2041. The initial term of the agreement shall extend to December 31, 2026 
(“Initial Term”) contingent upon certain conditions being met as at June 30, 2022, and the agreement will 
automatically extend for three additional five-year periods (“Renewal Terms”).  The Company did not meet 
certain conditions of the agreement as at June 30, 2022.  Subsequently, the Company extended its DIMI 
license agreement with Infomed SA until November 30, 2022 as the parties continue to evaluate strategic 
alternatives for advancing DIMI through its trial and to commercialization.  

On June 7, 2021, the Company announced that Dialco engaged CROMSOURCE, a full-service Contract 
Research Organization (“CRO”), for its upcoming DIMI IDE usability clinical trial. CROMSOURCE is a high 
quality, ISO certified international provider of outsourced clinical trial services that has been a trusted 
partner to pharmaceutical, medical device, and biotechnology companies for more than 20 years. 

On January 31, 2022, the Company announced Dialco received approval of a protocol amendment to its 
DIMI usability trial from the FDA. This protocol amendment allows for both improved patient and clinical 
logistics flow in conducting the DIMI trial. Dialco continues to evaluate the timing of the DIMI usability trial 
as the dialysis clinic industry continues to experience labor shortages, high staffing turnover and wage 
pressure.  These headwinds continue to adversely impact trial site commitment, dialysis clinic trial 
infrastructure, and trial budget costs. 

CLINICAL DEVELOPMENT  

The Company’s clinical development program continues to focus on obtaining FDA approval for PMX. 

On March 6, 2009, Spectral signed a license agreement with Toray Industries, Inc. of Japan granting 
Spectral the exclusive development and commercial rights in the U.S. for PMX. Under the terms of the 
agreement, Spectral is seeking FDA approval for PMX, and if successful, intends to commercialize the 
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product, together with its EAA™. On May 29, 2019, an amendment to the agreement was made to amend 
the expiry date of the licence agreement from December 31, 2029 to December 31, 2034. 

On February 26, 2010, the Company received final approval of its Investigational Device Exemption (“IDE”) 
from the FDA, which permitted the Company to conduct a pivotal trial for PMX (the “EUPHRATES” trial) in 
the U.S., and later, Canada. 

In October 2010, the Company announced the initiation of its EUPHRATES trial (Evaluating the Use of 
Polymyxin B Hemoperfusion in a Randomized controlled trial of Adults Treated for Endotoxemia and Septic 
shock) in the U.S. comparing standard of care versus PMX plus standard of care. 

In November 2010, the Company announced that it entered into a long-term, exclusive distribution 
agreement with Toray Industries, Inc. and Toray Medical Co., Ltd. to market and sell Toraymyxin™ in 
Canada. 

Top line results for the Company’s pivotal Phase III EUPHRATES trial were announced on October 3, 2016. 
Although the trial did not statistically achieve its primary endpoint, there were two important observations 
that are supportive of endotoxin removal in septic shock.  

The EUPHRATES study showed that endotoxemia remains a major cause of the unacceptably high 
mortality of patients in septic shock. It is the only trial designed to show the relationship between 
endotoxemia (based on a reliable method of measurement) and its removal with a cartridge specifically 
designed to remove endotoxin. 

In addition, detailed analysis of the EUPHRATES trial database showed that there appears to be an upper 
limit to a patient’s pre-treatment burden of endotoxin as measured by the EAA, above which the trial could 
not demonstrate benefit for the PMX cartridge. Based on that information we were able to demonstrate a 
significant reduction in 28-day mortality (adjusted for APACHE II and baseline MAP) for patients with 
baseline EAA intervals from 0.6 to 0.89 [23/88 (26.1%) vs. 39/106 (36.8%) (difference − 10.7, OR 0.52 95% 
CI (0.27, 0.99), P = 0.047]4. At 28 days, the relative reduction in mortality was 30%. Survival over time 
analysis showed a statistically significant and sustained increase in survival at all three time points: 52% 
risk reduction at 14 days (Hazard Ratio [“HR”] 0.48, p=0.019), 42% risk reduction at 28 days (HR 0.59, p= 
0.043) and 41% risk reduction at 90 days (HR 0.59, p=0.037). 

In this patient population, an improvement in organ function was seen in the PMX treated group compared 
to the sham group. There was a statistically significant increase in mean arterial blood pressure 72 hours 
post treatment for the PMX group (p=0.046) and a substantial increase in days alive and free from 
mechanical ventilator support [median difference of 14 days, (p=0.004)]. 

Furthermore, the trial results indicate that for patients where no bacteria could be identified by culture yet 
were highly endotoxemic (approximately one third of the n=194 group), treatment with the PMX cartridge 
had a 28-day mortality of 21% versus 42% for the sham group (p=0.046), a relative risk reduction of 50%. 
These patients appear to be at higher risk for mortality, with endotoxemia likely due to translocation of 

 
4 ICM publication 
Klein DJ, et al. Polymyxin B hemoperfusion 
in endotoxemic septic shock patients 
without extreme endotoxemia: a post hoc 
analysis of the EUPHRATES trial. (2018) Intensive Care Medicine,  
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endotoxin from the gastro-intestinal system. With no microbiology targets to treat there are fewer options 
left to help these patients. 

On March 16, 2018, the FDA notified the Company that it had determined that more evidence is required 
to make a final determination to approve the PMX cartridge. The FDA acknowledged the unmet need for 
therapies in septic shock patients who face a high risk of death, and the challenges in performing clinical 
studies in this vulnerable patient population.  

On February 19, 2019, the Company, with interaction from the FDA, received IDE approval for a follow-on 
trial, “Tigris”. This trial will utilize a Bayesian approach to analyse the primary endpoint of 28-day mortality 
by leveraging data already obtained in EUPHRATES.  

The Tigris trial is open label and patients are randomized 2:1 for treatment vs. control. It is expected to enrol 
150 patients in 15 sites in the U.S.  

In October 2019, the Company obtained FDA approval for a sub-study of Tigris whereby SAMI will be used 
to deliver hemoperfusion in a selected number of sites.  

On April 14, 2020, the Company announced that the FDA approved an IDE for PMX to treat COVID-19 
patients suffering from septic shock. Increased levels of endotoxin activity have been identified in COVID-
19 patients in Asia, Italy and the U.S.  

Similarly, the Company announced on April 20, 2020, that HC issued an Interim Order expanding the 
already approved indication for use of PMX to include patients with COVID-19. 

On June 11, 2021, the Company held a Tigris investigator meeting with existing study sites.  The agenda 
of the meeting, which was attended by the principal investigators, study site staff, and the Company’s 
clinical team, was to re-engage and reinvigorate Tigris sites in anticipation of COVID-19 receding and 
the diminished strain on trial site ICUs, 

On November 29, 2021, the Company announced that the FDA approved a protocol amendment to its Tigris 
trial allowing for the use of sequential organ failure assessment (“SOFA”) scoring as inclusion criteria into 
the study. Adding SOFA as an alternative to capture cardiovascular dysfunction when it is already being 
treated by vasopressor drugs removes a critical barrier to enrollment using MODS and harmonizes the 
study protocol with current sepsis guidelines and practice patterns across most hospitals. Management 
believes the addition of SOFA into the study should have a significantly positive impact on enrollment, and 
estimate enrollment could increase by 25% to 50% using SOFA. Additionally, the Company announced five 
additional clinical sites began enrollment, including Louisiana State University, Cleveland Clinic, University 
of Arkansas, University of Michigan and Colorado Springs bringing the total number of participating sites to 
fifteen. 

The COVID-19 pandemic has had significantly negative impacts on non-COVID research in the ICU. The 
fifth wave of COVID-19 infections, spurred by the omicron variant of the virus, had many ICUs in hard hit 
regions of the U.S. at full capacity of critically ill patients with COVID-19. Research staff were either drawn 
into clinical care, or were unable to enter the hospital or were engaged in high-priority studies of COVID 
therapies.  However, as of the date of this MD&A, all clinical sites have resumed screening and are open 
for enrollment. Recruitment has been significantly impacted but should normalize as the proportion of 
patients in the U.S. develop immunity either from vaccination or infection.   
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On July 11, 2022, the Company announced that the FDA granted Breakthrough Device designation for the 
Company’s PMX device.  The goal of the Breakthrough Device Program (https://www.fda.gov/regulatory-
information/search-fda-guidance-documents/breakthrough-devices-program) is to provide patients and 
health care providers with timely access to medical devices by speeding up their development, assessment, 
and review, while preserving the statutory standards for premarket approval, 510(k) clearance, and De Novo 
marketing authorization, consistent with the Agency’s mission to protect and promote public health. 

On August 18, 2022, the Company announced FDA approval to add up to 10 additional Tigris clinical trial 
sites.  This approval allows for an increase to 25 trial sites.  The Company believes this will have a positive 
impact on patient enrollment rates into the Tigris trial.   

COMMERCIALIZATION INITIATIVES  

The Company has taken a number of other operational and strategic measures to prepare itself for 
commercialization. 

On February 4, 2020, the Company announced that it had completed an exclusive distribution agreement 
with Baxter International Inc. (“Baxter”), for PMX and EAA™ in the U.S. and Canada. As part of this 
agreement, Baxter has the right to pay the Company a series of milestone payments including a non-
refundable US$5,000 upfront rights payment, which was received in February 2020. Under the terms of the 
agreement, Baxter will be the Company’s exclusive distributor of the PMX filter in the U.S. and Canada. 
Baxter also has non-exclusive rights to distribute EAA™ globally. Under the terms of the agreement, the 
Company is entitled to access Baxter’s market capabilities while retaining control over the PMX regulatory 
process. Baxter has the option to maintain exclusive rights for PMX distribution through future milestone 
payments and maintaining minimum purchase requirements for PMX products. 

SAMI continues to be launched in Canada and the U.S. for use as an RRT machine. It continues successful 
clinical evaluations in key hemodialysis centres, establishing its commercial sales pipeline. The Company 
has developed and implemented remote installation, set-up and high-level on-line training of SAMI.     

The company has identified the skilled nurse facility market as a significant commercialization opportunity.  
DIMI has a wide range of technical benefits that will allow it to effectively compete against current products 
in the market place.   Additionally, the company has identified key clinical advantages of DIMI versus the 
competition and will be performing in vitro testing to verify these advantages with scientific proof sources. 

The Company continues to evaluate other distribution arrangements or channels that would best expand 
our market presence in the U.S.  

On June 13, 2022, the Company announced that ARC Dialysis, the largest inpatient dialysis provider in 
South Florida, has selected the SAMI device for inpatient dialysis services following an extensive clinical 
evaluation of the technology.  SAMI provides ARC Dialysis with an alternative equipment option to hospital 
customers who are looking to outsource dialysis treatments. 

On August 8, 2022, the Company announced that Dialco, along with its distribution partner, Marathon 
Medical Corporation, have been awarded a 5-year Indefinite Delivery/Indefinite Quantity contract to provide 
SAMI CRRT (chronic renal replacement therapy) dialysis devices and associated maintenance services to 
the United States Department of Veterans Affairs’ national healthcare system. 

 
 

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/breakthrough-devices-program
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/breakthrough-devices-program
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OPERATIONS  

The Company continues to focus its activities on its regulatory programs to achieve FDA approval of the 
PMX treatment for endotoxemic septic shock, and FDA clearance and HC approval for DIMI. 

The Company also continues to sell its EAA™ diagnostic under the terms of existing commercial 
arrangements. Previously, the Company anticipated a multi-country launch of EAA™ with an existing 
distribution partner in mid Q4 2020. The product launch has been delayed. 

Proprietary reagents continue to sell under regular purchase orders as issued by customers. The Company 
is continuing its efforts in the commercialization of SAMI as well as the development and commercialization 
of DIMI. 

On February 1, 2021, the Company announced the appointment of Dr. John Kellum, as Chief Medical 
Officer, effective March 1, 2021. He is responsible for leading all medical, scientific and clinical activities, 
as well as the scientific evaluation of partnership opportunities. Dr. Kellum is considered one of the leading 
critical care researchers and world’s foremost experts in sepsis, blood purification and acute kidney injury 
(“AKI”). 

On March 8, 2021, the Company announced the appointment of Mr. Chris Seto as CEO, effective April 1, 
2021.  Dr. Paul Walker will remain committed to the Company and continue to be a member of the Board 
of Directors. 

On June 3, 2021, the Company announced the addition of Ms. Jan D’Alvise as an independent director to 
the Board of Directors. Ms. D’Alvise has extensive experience in the pharmaceutical, diagnostic, medical 
device, and drug discovery research segments of the healthcare industry. From 2016 to present, Ms. 
D’Alvise continues as the President and CEO of Acasti Pharma (ACST), a specialty pharma company, and 
serves on its board of directors. 

On August 9, 2021, the Company announced the resignation of Mr. Gualtiero Guadagni as President of 
Dialco to pursue other opportunities.  

On November 12, 2021, the Company announced the appointment of Mr. Chris Seto to the Board of 
Directors, increasing the number of board members to seven. 

On March 16, 2022, the Company announced that Dialco had formed a Medical Advisory Board to support 
in guiding the DIMI usability trial and continued development of the DIMI device. 

On March 21, 2022, the Company announced the appointment of Blair McInnis as CFO, who assumes the 
role from Chris Seto who continues in his role as CEO. He is responsible for overseeing the financial 
management of the Company, including finance, accounting, treasury, business planning, and investor 
relations.  Mr. McInnis has over fifteen years of corporate finance and reporting experience, most recently 
as Vice President of Finance at SMTC Corporation, a Nasdaq-listed issuer prior to being taken private by 
HIG in 2021. 

On May 16, 2022, the Company announced the appointment of Samuel Amory as President of Dialco. Mr. 
Amory is responsible for the operations of Dialco, including the commercialization of its SAMI and DIMI 
devices.  Mr. Amory brings decades of experience in the medical device and dialysis fields. Since 2005, he 
served as Vice President of the US Renal Therapies division at B. Braun Medical, a leader in fluid therapy 
and pain management. 
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On November 2, 2022 (the “Closing Date”), the Company closed a short form prospectus offering (the 
“Offering”) of 10,061,250 units (the “Units”) at a price of $0.40 per unit for aggregate gross proceeds of 
approximately $4,024. Each Unit consists of one share of the Company (each, a “Share”) and one-half of 
one Share purchase warrant (each whole Share purchase warrant, a “Warrant”), with each Warrant entitling 
the holder to acquire one Share at a price of $0.48 until November 2, 2025.  On the Closing Date, the 
Company concurrent with closing of the Offering closed a private placement of an aggregate of US$5,000 
in aggregate principal of 7.0% convertible senior notes (the “Notes”) due November 2, 2026 (the “Maturity 
Date”). Holders of the Notes may convert all or any portion of the Notes in integral multiples of US$1 
principal amount at any time prior to the Maturity Date at an initial conversion rate of 2,828.9591 Shares 
per US$1, subject to customary anti-dilution and make whole adjustments.  Total gross proceeds of 
approximately $10,800 were raised. 
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OPERATING RESULTS 

REVENUE 

Revenue for the three-months ended September 30, 2022 was $374 compared to $230 for the same three-
month period in the prior year. For the nine-months ended September 30, 2022, revenue was $1,144 
compared to $1,535 for the same period in 2021, representing a decrease of $391, or 25%.  

Royalty revenue for the three-months ended September 30, 2022 was $nil, compared to $29 for the same 
period in the prior year. Royalty revenue for nine-months ended September 30, 2022 was $164 compared 
to $254 for the same nine-month period in 2021.  The underlying patent associated with royalty revenue 
expired in February, 2022. There will be no further revenue from this customer in the future.  

Changes in product revenue for the three and nine-months September 30, 2022 are detailed below: and 
March 31, 2021 are detailed below: 

 Three-months ended September 30 
  2022 2021 Change % Change 
  $ $ $   
Product revenue         
 Proprietary biochemicals 76 5 71 1420% 
  EAA™ diagnostic 52 29 23 79% 
  Instrumentation 68 - 68 100% 
  RRT 11 - 11 100% 
                                        207 34 173   

 
 
 Nine-months ended September 30 
  2022 2021 Change % Change 
  $ $ $   
Product revenue         
 Proprietary biochemicals 171 329 (158) (48%) 
  EAA™ diagnostic 199 364 (165) (45%) 
  Instrumentation 88 66 22 33% 
  RRT 21 21 - - 
Total Product revenue 479 780 (301)   

The decrease in product revenue is mainly due to the timing of orders in addition to supply chain constraints, 
specifically in sourcing materials for EAA™.  The Company has secured alternative sources of supply.  

EXPENSES 

Operating costs for the three-months ended September 30, 2022, were $3,509, compared to $2,297 for the 
same period in the preceding year, an increase of $1,212, or 53%. For the nine-months ended September 
30, 2022, operating costs were $9,922 compared to $7,768 for the same period in 2021, an increase of 
$2,154, or 28%. 

The change in costs were primarily due to an increase in salaries and benefits, consulting and professional 
fees.  
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Salaries and benefits are $1,469 and $4,565 for the three and nine-months ended September 30, 2022 
respectively, compared to $826 and $3,640 for the same periods in the prior year, an increase of $643 and 
$925, respectively.  

The increase of $643 for the three-months ended September 30, 2022 from $826 for the same period in 
2021 and the increase of $925 for the nine-months ended September 30, 2022 from $3,640 for the same 
period in 2021 is the result of the wage subsidy received in the prior period.  This program expired at the 
end of 2021 and there were no additional funds received in 2022. In addition, the increase reflects the hiring 
of new staff including the CFO and President of Dialco which occurred in April and May, 2022. 

Consulting and professional fees are $1,202 and $2,898 for the three and nine-months ended September 
30, 2022, compared to $913 and $2,075 for the three and nine-months ended September 30, 2021, an 
increase of $289 and $823, respectively. The increase is primarily due to increased clinical trial activity for 
Tigris, EDEN and the DIMI usability trials, as well as the product development fees for the DIMI product. 

Clinical development and regulatory program costs (as disclosed in Note 9 of the condensed interim 
consolidated financial statements) are $1,177 for the three-months ended September 30, 2022 compared 
to $761 for the same period in the prior year. For the nine-months ended September 30, 2022, clinical 
development costs are $2,362 compared to $1,404 for the corresponding period in the prior year. A 
significant portion of clinical trial and regulatory costs consists of consulting and professional fees paid to 
contract research organizations, clinical sites, and other clinical and regulatory consultants. The increase 
in costs reflects increased activity with respect to the initialization of clinical sites and the randomization of 
patients into the Tigris clinical trial, the EDEN observational study, and DIMI usability trial. Cumulative trial 
and regulatory program costs total $50,118 as of September 30, 2022. 

LOSS 

Loss for the three-months ended September 30, 2022 was $3,135 ($0.012 per share) compared to a loss 
of $2,067 ($0.008 per share) for the same quarter last year. The loss for the nine-months ended September 
30, 2022 was $8,778 ($0.033 loss per share) compared to a loss of $6,233 ($0.025 loss per share) for the 
first nine months of 2021. 

SEGMENT PERFORMANCE 

Three-months ended September 30, 2022 
 Spectral 

Medical Inc. 
Dialco 

Medical Inc. Corporate Total 
Revenue 363 11 - 374 
Expenses 1,595 804 1,110 3,509 
Segment loss for the period (1,232) (793)   
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Nine-months ended September 30, 2022 

 Spectral 
Medical Inc. 

Dialco 
Medical Inc. Corporate Total 

Revenue 1,123 21 - 1,144 
Expenses 4,041 2,362 3,519 9,922 
Segment loss for the period (2,918) (2,341)   
Intercompany due from/(to) 6,435 (6,435)   

 
 Three-months ended September 30, 2021 
  Spectral 

Medical Inc. 
Dialco 

Medical Inc. 
Corporate Total 

Revenue 230 - - 230 
Expenses 811 657 829 2,297 
Segment loss for the period (581) (657)   

 
Nine-months ended September 30, 2021 

 Spectral 
Medical Inc. 

Dialco 
Medical Inc. 

Corporate Total 

Revenue 1,514 21 - 1,535 
Expenses 3,083 1,287 3,255 7,625 
Segment loss for the period (1,569) (1,266)   
Intercompany due from/(to) 3,461 (3,461)   

 
SECURITIES OUTSTANDING 

The total number of securities outstanding for the Company as at September 30, 2022 is as follows: 

 Number 
Common shares 268,439,277 
Share options 10,994,721 
RSUs 1,934,091 
DSUs 617,911 
PSUs 6,000,000 
Warrants 13,294,450 

On June 20, 2022, the shareholders’ approved a special resolution (the “Share Consolidation Resolution”), 
authorizing an amendment to the Company’s articles to consolidate the issued and outstanding Shares 
(“the Consolidation”), based on a consolidation ratio in the range of one post-Consolidation Share for ten 
pre-Consolidation Shares to one post-Consolidation Share for twenty pre-Consolidation Shares, as 
determined by the Board of Directors in their sole discretion. 

ACCOUNTING STANDARDS ADOPTED IN THE CURRENT YEAR 

There were no new standards or amendments to standards and interpretations that have been applied in 
preparing the condensed interim consolidated financial statements with the exception of the following: 
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a. IAS 1, ‘Presentation of Financial Statements’ 

The amendment to IAS 1 clarifies how to classify debt and other liabilities as either current or non-
current. The amendment was effective for periods beginning on or after January 1, 2022. The Company 
adopted the amendment effective January 1, 2022 and determined that there was no impact on the 
Company’s condensed interim consolidated financial statements. 

IFRS 3, ‘Reference to Conceptual Framework’ 

In May 2020, the IASB issued an amendment to IFRS 3 to (i) clarify references to the 2018 Conceptual 
Framework in order to determine what constitutes an asset or liability in a business combination, (ii) add 
an exception for certain liabilities and contingent liabilities to refer to IAS 37 or IFRIC 21 and (iii) clarify 
that an acquirer should not recognize contingent assets at the acquisition date. The mandatory effective 
date would be annual periods beginning on or after January 1, 2022, with early adoption permitted. The 
Company adopted the amendments effective January 1, 2022 and determined that there was no impact 
on the Company’s condensed interim consolidated financial statements. 

IAS 37, ‘Onerous Contracts – Cost of Fulfilling a Contract’ 

In May 2020, the IASB issued an amendment to IAS 37 to clarify which costs to include in estimating 
the cost of fulfilling a contract for the purpose of assessing whether that contract is onerous. The 
mandatory effective date would be annual periods beginning on or after January 1, 2022, with early 
adoption permitted. The Company adopted the amendments effective January 1, 2022 and determined 
that there was no impact on the Company’s condensed interim consolidated financial statements. 

Other accounting standards or amendments to existing accounting standards that have been issued, 
but have future effective dates, are either not applicable or are not expected to have a significant impact 
on the Company’s consolidated financial statements. 

SELECTED QUARTERLY FINANCIAL DATA 
(In CAD (000s), except for Share and per Share data) 

The following table summarizes the quarterly financial information for the nine-months ended September 
30, 2022: 

Nine-months ended 
September 30, 2022 

First 
Quarter 

Second 
Quarter 

Third 
Quarter Total 

Revenue 484 286 374 1,144 
Loss and comprehensive loss (2,688) (2,955) (3,135) (8,778) 
Basic and diluted loss per 
Share (0.010) (0.011) (0.012) (0.033) 
Weighted average number of 
Shares outstanding  267,980,359 268,147,683 268,283,387 268,138,254 

The following table summarizes the quarterly financial information for the year ended December 31, 2021 
and the comparative year ended December 31, 2020. 

Year ended December 31, 
2021 

First 
Quarter 

Second 
Quarter 

Third 
Quarter 

Fourth 
Quarter Total 
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Revenue 746 559 230 517 2,052 
Loss and comprehensive loss (1,645) (2,521) (2,067) (2,552) (8,785) 
Basic and diluted loss per Share (0.007) (0.010) (0.008) (0.010) (0.030) 
Weighted average number of 
Shares outstanding  237,067,764 243,543,981 260,928,039 267,886,408 252,464,462 

 

Year ended December 31, 
2020 

First 
Quarter 

Second 
Quarter 

Third 
Quarter 

Fourth 
Quarter Total 

Revenue 631 517 418 535 2,101 
Loss and comprehensive loss (3,425) (1,949) (1,577) (2,147) (9,098) 
Basic and diluted loss per Share (0.015) (0.009) (0.007) (0.009) (0.040) 
Weighted average number of 
Shares outstanding  227,434,309 229,226,624 236,605,745 225,838,590 232,502,463 

BALANCE SHEET, FINANCIAL CONDITION AND GOING CONCERN 

Cash of $1,191 at September 30, 2022, decreased by $7,699 from $8,890 at December 31, 2021. The 
decrease in cash in the first nine months of 2022 was primarily due to the funding of working capital and 
operating expenditures. There was an increase in cash of $5,116 in the first half of 2021, due to proceeds 
from financing and the exercise of warrants, offset by funding working capital and operating requirements. 
Cash is primarily used for the Company’s Tigris clinical trial for its PMX treatment for endotoxemic septic 
shock including data analysis and submission of documentation to the FDA, the EDEN observational study, 
the DIMI usability trial, DIMI product development, Dialco commercialization efforts, and for general 
corporate and working capital purposes. 

For the nine-months ended September 30, 2022, the Company received $88 on the exercise of 268,797 
Share options, at a weighted average exercise price of $0.32 per Share. 

 September 30,  
2022 

September 30, 
2021 

  $ $ 
Cash operating loss, including changes in 
working capital (7,642) (6,712) 
Proceeds on disposal of property and 
equipment - 77 
Purchases of property and equipment (90) (401) 
Proceeds from financing - 10,000 
Transaction costs paid - (1,130) 
Share options exercised 88 52 
Warrants exercised - 3,356 
Lease liability payments (88) (84) 
Effects of exchange rate changes on 
cash 33 (42) 
  (7,699) 5,116 

As described in Note 1 of the condensed interim consolidated financial statements, management has 
assessed the Company’s ability to continue as a going concern and concluded that it is dependent on the 
successful execution of management’s operating and strategic plan, which includes among other things, 
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securing additional financing, the commercialization of its products, the continued financial support of its 
shareholders and, ultimately, the attainment of future profitable operations. There are no assurances that 
any of these initiatives will be successful.  Factors within and outside the Company’s control could have a 
significant bearing on its ability to obtain additional financing resulting in material uncertainty that may cast 
significant doubt on the company's ability to continue as a going concern. 

The Company’s September 30, 2022 condensed interim consolidated financial statements do not reflect 
the adjustments to the carrying amounts of assets and liabilities and the reported expenses and balance 
sheet classifications that would be necessary if the Company were unable to realize its assets and settle 
its liabilities as a going concern in the normal course of operations. Such adjustments could be material.  

RELATED PARTIES 

All related parties and the respective transactions have been disclosed in Note 11 of the condensed interim 
consolidated financial statements for the three-months ended September 30, 2022 and 2021. 

1. Toray Industries, Inc. (“Toray”) 

Toray holds 45,630,105 Shares of the Company as at September 30, 2022, representing approximately 
17.0% (December 31, 2021 – 17.0%) of Spectral’s issued and outstanding Shares, calculated on a non-
diluted basis.  

Toray is entitled to certain pre-emptive rights, including pre-emptive rights upon issuance of additional 
Shares. 

Toray is entitled to nominate one director (the “Toray Representative”) to the Board of Directors as long 
as it owns in the aggregate not less than 10% of the Shares issued and outstanding calculated on a non-
diluted basis.  

The principal transactions with Toray which were carried out in the ordinary course of business are: 

 Three-
months 
ended  

September 
30, 2022 

Three-
months 
ended 

 September 
30, 2021 

Nine-
months 
ended  

September 
30, 2022 

Nine-
months 
ended 

September 
30, 2021 

 $ $ $ $ 
Revenue     
Toray Medical Co., Ltd. - - 68 52 
Purchases     
Toray International America 
Inc. - - 40 - 
     
Due (to)     
Toray Medical Co., Ltd.   - - 
Toray International America 
Inc.   - - 

 

2. Birch Hill Equity Partners Management Inc. (“Birch Hill”) 
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Birch Hill, through a number of its funds and an investee company, holds 36,210,017 Shares of the 
Company as at September 30, 2022 representing approximately a 13.5% (December 31, 2021 – 13.5%) 
ownership interest, calculated on a non-diluted basis.  

Birch Hill is entitled to certain pre-emptive rights, including pre-emptive rights upon issuance of 
additional Shares. 

Birch Hill is entitled to nominate one director to the Company’s Board of Directors so long as it owns in 
aggregate not less than 5% of the issued and outstanding Shares of the Company calculated on a non-
diluted basis.  

3. Key management consists of the Company’s executive officers and its Board of Directors.  

There are no other related party transactions. 

 

OUTLOOK  
 
TIGRIS  

The Company continues to ramp up enrollment activities related to the Tigris trial.  While the COVID-19 
pandemic has disrupted clinical research activity throughout the healthcare sector, and specifically at our 
participating study sites, we are experiencing an increase in patient screening activity and study 
enrollment.  We believe this is due in part to receding COVID-19 ICU cases and an increased normalization 
of clinical staffing at our study sites.  Based on recent screening data, Tigris site ICUs are witnessing a 
return of sepsis cases, and the Company expects an increase in enrollable study patients with an 
anticipated flu season in fall 2022.  In August of 2022, the FDA approved the addition of up to 10 new Tigris 
clinical trial sites, which brings the maximum allowable trial sites to 25 U.S. institutions. The Company 
believes this will further accelerate patient enrollment and is actively working to add three additional sites 
by year end.   
 
In March 2022, the Company launched an ancillary observational study, EDEN, to collect data on patients 
with sepsis even if ineligible for Tigris.  EDEN will capture much needed data on the full range of septic 
shock and its relation to organ failure and endotoxin activity.  These data will inform subsequent discussions 
with the FDA on labelling for PMX as well as to provide the medical community and the Company a better 
picture of the addressable population in the U.S. for PMX.  Furthermore, patients enrolled in EDEN will also 
be considered for entry into Tigris study, which provides another tool to support enrollment.  The Company 
has onboarded 5 EDEN sites and enrolled 28 patients into the observational study. 
 
Assuming there is no significant recurrence of COVID-19 cases in our Tigris site ICUs, the Company targets 
reaching interim enrollment of 90 patients in Q1 2023, and finalizing its Tigris trial enrollment during the 
second half of 2023.  Currently, the Tigris trial had 14 sites actively enrolling patients, with 48 patients 
randomized to date out of the 150 total patients to be enrolled in the Tigris trial.  Preliminary mortality 
outcome data to date continues to exceed expectations. 
 
In anticipation of a positive Tigris trial outcome, the Company has been working closely over the last six 
months with Baxter on post-approval marketing plans for PMX commercialization. This includes developing 
product branding, pricing and roll-out plans with numerous Baxter departments, including marketing, 
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regulatory, clinical and reimbursement. Baxter has communicated its intention to undertake a broad 
marketing campaign on day 1 of FDA approval for PMX. 
 
DIALCO  

Dialco continues to establish its sales pipeline for its SAMI product within Canada and the U.S for use as 
an RRT machine with clinical evaluations in key hemodialysis centers.  Dialco continues to evaluate the 
timing of the DIMI usability trial as the dialysis clinic industry continues to experience labor shortages, high 
staffing turnover and wage pressure.  These headwinds continue to adversely impact trial site commitment, 
dialysis clinic trial infrastructure, and trial budget costs. Our potential trial site partners have communicated 
that these challenges will continue into the foreseeable future. 
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COVID-19 PANDEMIC   

As of the date of this MD&A, there has not been a material adverse impact on the Company’s business due 
to the COVID-19 pandemic, other than the impacts on the Tigris trial and the DIMI usability trial as described 
below. The Company is in close contact with all of its suppliers, manufacturers and distributors and it has 
not experienced any material issues such as business interruption, requests for change in terms, supply 
shortages or similar negative impacts. The ultimate long‐term impact of COVID‐19 is highly uncertain and 
cannot be predicted with confidence.  

Recruitment of patients into the Tigris trial has been negatively impacted by the COVID-19 pandemic. As 
of the date of this MD&A, all clinical sites that were impacted have resumed screening and are open for 
enrollment.  In addition, research operations at many centers continue to deal with staffing shortages.  

The Company’s operations could be negatively impacted if the pandemic does not recede or if new variants 
arise that create new waves of infection, which may once again result in a diversion of intensive care unit 
(ICU) resources, a change in patient intake patterns and needs or reduced availability of physicians and/or 
support staff, which in turn has had a negative impact on enrollment in Tigris and timelines for completion 
of Tigris. Further, the COVID‐19 outbreak could result in adverse effects on the Company’s business and 
operations due to prioritization of clinic resources toward the outbreak or if quarantines and/or restrictions 
(such as travel restrictions) impede physician, staff or patient movement or interrupt healthcare services. 

Should the COVID-19 pandemic in the U.S. prolong limited ICU access at Tigris sites, there is a risk that 
last patient enrollment could be delayed. The Company has developed mitigation strategies to reduce or 
eliminate any timing delays, including increasing the number of Tigris sites from ten to fifteen.  The Company 
has developed comprehensive on-line training and site support to mitigate any travel restrictions. The 
Company has added clinical resources following the hiring of Dr. John Kellum as of March 1, 2021, as CMO. 

The timing of the start of the DIMI usability trial for home hemodialysis has been negatively impacted by the 
COVID-19 pandemic, as dialysis clinics are experiencing severe staffing shortages as they work to 
accommodate current patients while responding to an increase of patients with COVID related kidney injury 
requiring dialysis. 

BUSINESS RISKS  

The Company’s operations are exposed to a variety of risk factors inherent in new product development.  
The Company’s short operating history in its new endeavours makes prediction of future operating results 
difficult. Actual future results may differ significantly from those projected in any forward-looking statements. 
Key business risks for the Company are detailed in its most recent Annual Information Form, which is 
available at www.sedar.com.  

RISK MANAGEMENT 

1. FINANCIAL RISK MANAGEMENT 

In the normal course of business, the Company is exposed to a number of financial risks that can affect 
its operating performance.  These risks are: credit risk, liquidity risk and market risk.  The Company's 
overall risk management program and prudent business practices seek to minimize any potential 
adverse effects on the Company's financial performance. 

  

http://www.sedar.com/
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a. Credit Risk 

Credit risk is the risk of a financial loss to the Company if a customer or counterparty to a financial 
instrument fails to meet its contractual obligation. Financial instruments that potentially expose the 
Company to significant credit risk consist of cash, and trade and other receivables. 

i. Cash: The Company places its cash with Canadian Schedule I banks. 

ii. Trade and other receivables: The Company sells its products to distribution partners in major 
markets. The credit risk associated with the accounts receivable pursuant to these agreements 
is evaluated during initial negotiations and on an ongoing basis. There have been no events of 
default under these agreements. As at September 30, 2022 and 2021, no significant accounts 
receivable balances were considered impaired or past due. 

b. Liquidity Risk  

Liquidity risk is the risk that the Company will encounter difficulty in meeting obligations associated 
with its financial liabilities as they become due. The Company is exposed to liquidity risk, as it 
continues to have net cash outflows to support its operations. The Company's objective for liquidity 
risk management is to maintain sufficient liquid financial resources to meet commitments and 
obligations in the most cost effective manner possible.  

The Company achieves this by maintaining sufficient cash and managing working capital. The 
Company monitors its financial resources on a weekly basis and updates its expected use of cash 
resources on the latest available data.  

The Company will need additional capital to fund its clinical and regulatory programs and 
commercialization of the Toraymyxin™ therapeutic. Potential sources of capital could include equity 
and/or debt financings, the collection of revenues resulting from commercialization activities and/or 
new strategic partnerships. 

There can be no assurance that the Company will be able to obtain sufficient capital to meet any or 
all of the Company’s needs. The availability of equity or debt financing will be affected by, among 
other things, the ability to obtain regulatory approvals, the market acceptance of its products, the 
state of the capital market generally, strategic alliance agreements and other relevant commercial 
considerations.  In addition, if the Company raised additional funds by issuing equity securities, its 
existing security holders will likely experience dilution, and any incurrence of additional debt would 
result in debt service obligations and could require the Company to agree to operating and financial 
covenants that would restrict its operations. Any failure on the Company’s part to raise additional 
funds on terms favourable to it, or at all, may require it to significantly change or curtail its current 
or planned operations in order to conserve cash until such time, if ever, that sufficient proceeds 
from operations are generated, and could result in the Company not taking advantage of business 
opportunities, the curtailment of its product development programs, the sale or assignment of rights 
to its technologies and/or products and the inability to file market approval applications at all or in 
time to competitively market its products. 

All of the Company's financial liabilities, except for lease liabilities, are classified as current liabilities. 
Trade and other payables were $2,015 as at September 30, 2022 (December 31, 2021 - $1,522) 
which have expected settlement dates within one year. 
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c. Market Risk 

i. Currency risk: The majority of the Company’s revenue is denominated in U.S. dollars and 
Euros. As at September 30, 2022, cash included US$100 (December 31, 2021 - US$710). 
Trade and other receivables included a total of US$11 and €nil (December 31, 2021 - US$2 
and €16). Trade and other payables included a total of US$893, €26and ¥nil (December 31, 
2021 - US$423 and ¥4,125). There is no active hedging program currently in place due to the 
relatively short time frame for settlement of these balances. A 10% change in the U.S. 
dollar/Canadian dollar, Euro/Canadian dollar Yen/Canadian exchange rates on the September 
30, 2022 amounts would impact loss by $108. 

ii. Interest rate risk:  The Company has no significant exposure to fluctuations in interest rates.  

2. CAPITAL RISK MANAGEMENT 

The Company’s primary objective when managing capital is to safeguard its ability to continue as a 
going concern and to provide returns for shareholders by ensuring it maintains sufficient levels of cash 
for working capital and operating purposes, as well as funding to pursue the commercialization efforts 
of its core products. Capital consists of share capital, contributed surplus, other equity reserves, and 
deficit. In order to maintain or adjust the capital structure, the Company may issue new Shares from 
time to time.  

CRITICAL ACCOUNTING ESTIMATES  

The condensed interim consolidated financial statements of Spectral are prepared in accordance with IFRS 
as set out in the CPA Canada Handbook. The Company has identified the accounting policies and estimates 
that are critical to the understanding of the Company’s operation and financial results in the consolidated 
financial statements. Certain policies are selected by management and approved by the Finance and Audit 
Committee of the Board of Directors. These policies are set out in Note 3 (xxv.) of the consolidated financial 
statements for the years ended December 31, 2021 and 2020. Certain policies are more significant than 
others and are, therefore, considered critical accounting estimates. Accounting policies are considered to 
be critical if they rely on a substantial amount of judgment in their application or if they result from a choice 
between accounting alternatives and that choice has a material impact on the reported results or financial 
position. 

Management is required to make estimates and assumptions that affect the reported amounts of assets 
and liabilities and the disclosure of contingent assets and liabilities at the date of the consolidated financial 
statements and the reported amounts of revenue and expenses during the reporting period. The most 
significant estimates are related to the accrual estimates made for clinical trial and regulatory program 
expenses, recognition and measurement of leases, and the assessment of performance obligations for 
contracts where technology transfers, licensing, manufacturing support and where one or more other goods 
or services are bundled into a single contract. Actual results could differ from those estimates. 

CONTINGENCIES AND COMMITMENTS 

i. The Company has committed to expenditures for its clinical and regulatory program, which are 
disclosed in Note 5 of the condensed interim consolidated financial statements for the nine-months 
ended September 30, 2022 and 2021. In addition, the Company is committed to certain future lease 
payments primarily in connection with the leased premises. 
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The contractual undiscounted cash flows of the Company’s lease liabilities are as follows: 

 September 30, 2022 

 $ 
Not later than one year 125 
Later than one year and not later than five years 529 
Total undiscounted lease liability at September 30, 2022 654 

In December 2021, the Company extended its lease term for an additional five years, expiring August 
31, 2027. 

ii. Directors and officers are indemnified by the Company for various items including, but not limited to, 
costs to settle lawsuits or actions due to their association with the Company, subject to certain 
restrictions. The Company has purchased directors’ and officers’ liability insurance to mitigate the costs 
of any potential future lawsuits or actions. The term of the indemnification covers the period during 
which the indemnified party served as a director or officer of the Company. 

In the normal course of business, the Company has entered into agreements that include indemnities 
in favour of third parties, such as purchase and sale agreements, confidentiality agreements, 
engagement letters with advisors and consultants, leasing contracts and license agreements. These 
indemnification arrangements may sometimes require such third parties to compensate counterparties 
for losses as a result of breaches in representations, covenants and warranties provided by the 
Company or as a result of litigation or other third party claims or statutory sanctions that may be 
suffered by the counterparties as a consequence of the relevant transaction. In some instances, the 
terms of these indemnities are not explicitly defined. No accruals have been required to be made as at 
June 30, 2022 with respect to these agreements.  

FINANCIAL INSTRUMENTS AND FAIR VALUES 

Financial assets and financial liabilities have been classified into categories that determine their basis of 
measurement and, for items measured at fair value, whether changes in fair value are recognized within 
operating loss in the consolidated statement of loss and comprehensive loss. 

The Company has designated the following classifications for its financial assets and financial liabilities:  

Cash and trade and other receivables are classified as financial assets at amortized cost with a total carrying 
value of $1,267 at September 30, 2022 (December 31, 2021 - $9,095). 

Trade and other payables are classified as other financial liabilities, which are measured at amortized cost 
using the effective interest rate method, with a total carrying value of $2,015 at September 30, 2022 
(December 31, 2021 - $1,522). 

Cash, trade and other receivables, lease liabilities and trade and other payables are reflected in the 
consolidated financial statements at carrying values that approximate fair values because of the short-term 
maturities of these financial instruments. 
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DISCLOSURE CONTROLS AND INTERNAL CONTROLS 

Management’s responsibility for financial reporting 

Disclosure controls and procedures and internal controls over financial reporting 

As at September 30, 2022, management has disclosure controls and procedures (“DC&P”) that provide 
reasonable assurance that information required to be disclosed by the Company in its filings under 
Canadian securities legislation is recorded, processed, summarized and reported in a timely manner. The 
system of DC&P includes, among other things, the Company’s Corporate Disclosure and Whistleblower 
policies and Code of Conduct, the review and approval procedures of the Disclosure Committee and 
continuous review and monitoring procedures by senior management.  

As at September 30, 2022, management has designed internal controls over financial reporting (“ICFR”) 
within the Company in order to provide reasonable assurance regarding the reliability of financial reporting 
and the preparation of consolidated financial statements for external purposes in accordance with IFRS. 
These controls were designed based on the framework established by Internal Control - Integrated 
Framework: 2013 issued by the Committee of Sponsoring Organizations of the Treadway Commission 
("COSO"). Due to its inherent limitations, ICFR may not prevent or detect misstatements. In addition, the 
design of any system of control is based upon certain assumptions about the likelihood of future events, 
and there can be no assurance that any design will succeed in achieving its stated goals under all future 
events, no matter how remote, or that the degree of compliance with the policies or procedures may not 
deteriorate. Accordingly, even effective ICFR can only provide reasonable, not absolute, assurance of 
achieving the control objectives for financial reporting. 

Changes in internal controls over financial reporting 

There have been no changes to the Company’s internal controls over financial reporting during the nine 
months ended September 30, 2022 that have materially affected, or are reasonably likely to materially 
affect, its internal controls over financial reporting. 

An evaluation of the design and effectiveness of the Company’s DC&P and ICFR has been conducted by 
management, under the supervision of the Chief Executive Officer (CEO) and Chief Financial Officer (CFO).  
Based on this evaluation, the CEO and CFO have concluded that, as of December 31, 2021, the Company’s 
disclosure controls and procedures and internal control over financial reporting, as defined by National 
Instrument 52-109 – Certification of Disclosure in Issuers’ Annual and Interim Filings, are operating 
effectively. 


	Nine-months ended 
	Three-months ended
	Three-months ended 

