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Risk Level Above Avg. 
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On August 12, 2022, Edesa Biotech, Inc. (EDSA) 
announced financial results for the third quarter of fiscal 
year 2022 that ended June 30, 2022 and provided a 
business update.  In May 2022, the company expanded 
the Phase 3 clinical trial of EB05 in hospitalized COVID-19 
patients to include hospitalized patients on invasive 
mechanical ventilation alone (WHO Level 6 patients), 
while previously the study had only been recruiting 
patients receiving mechanical ventilation plus additional 
organ support, including extracorporeal membrane 
oxygenation (ECMO) therapy (WHO Level 7 patients). The 
protocol for the Level 6 cohort will include approximately 
500 patients while the protocol for the Level 7 cohort will 
include approximately 315 patients.   

52-Week High $11.92 
52-Week Low $1.47 
One-Year Return (%) -59.19 
Beta 0.94 
Average Daily Volume (sh) 111,142 
  
Shares Outstanding (mil) 15 
Market Capitalization ($mil) $28 
Short Interest Ratio (days) N/A 
Institutional Ownership (%) 3 
Insider Ownership (%) 45 

  

Annual Cash Dividend  $0.00 
Dividend Yield (%)  0.00 
  
5-Yr. Historical Growth Rates  
    Sales (%) N/A 
    Earnings Per Share (%) N/A 
    Dividend (%)   N/A 
  

P/E using TTM EPS N/A 

P/E using 2022 Estimate -1.3 

P/E using 2023 Estimate 3.6 
  
  

ZACKS ESTIMATES 
 

Revenue  
(in millions of $) 

 Q1 Q2 Q3 Q4 Year 

 (Dec) (Mar) (Jun) (Sep) (Sep) 

2021 0.0 A 0.0 A 0.0 A 0.0 A 0.0 A 

2022 0.0 A 0.0 A 0.0 A 0.0 E 0.0 E 

2023              0.0 E 

2024                 0.0 E 
  

Earnings per Share 
 

 Q1 Q2 Q3 Q4 Year 

 (Dec) (Mar) (Jun) (Sep) (Sep) 

2020 -$0.26 A -$0.19 A -$0.36 A -$0.28 A -$1.10 A 

2021 -$0.33 A -$0.33 A -$0.37 A -$0.43 E -$1.47 E 

2022     -$1.42 E 

2023              -$1.34 E 
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EDSA: Phase 3 ARDS Study Expanded to 
Include Mechanically Ventilated Patients… 

Based on our probability adjusted DCF model that 
takes into account potential future revenues of EB01, 
EB02, and EB05, EDSA is valued at $15.00/share. 
This model is highly dependent upon continued 
clinical success of the company’s pipeline and will be 
adjusted accordingly based on future clinical results. 

Sponsored – Impartial - Comprehensive 
 

 Sponsored – Impartial - Comprehensive 
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      WHAT’S NEW 

 
 
Business Update 
 
Phase 3 ARDS Study Expanded to Include Mechanically Ventilated Patients 
 
In May 2022, Edesa Biotech, Inc. (EDSA) announced the initiation of enrollment of a second cohort of patients 
for the Phase 3 portion of the Phase 2/3 trial of EB05 in critically ill COVID-19 patients with Acute Respiratory 
Distress Syndrome (ARDS). The first cohort consists of critically ill COVID-19 patients that are receiving 
extracorporeal membrane oxygenation (ECMO) and/or invasive mechanical ventilation plus organ support, 
defined as Level 7 on the World Health Organization’s COVID-19 Severity Scale. The second cohort will 
consist of hospitalized COVID-19 patients on invasive mechanical ventilation alone (WHO Level 6). 
 
The primary endpoint for the Level 7 cohort will be 28-day mortality. Secondary endpoints will assess 
ventilator-free days and 60-day mortality. The protocol approved by Health Canada calls for approximately 
315 evaluable subjects being enrolled.  
 
The primary endpoint for the Level 6 cohort will be the number of ventilator free days at Day 28. Secondary 
endpoints will include ventilator free days at Day 60 along with mortality rates at Day 28 and Day 60. The 
protocol for the Level 6 cohort calls for approximately 500 evaluable subjects being enrolled.  
 
The inclusion of both Level 6 and Level 7 patient populations was previously approved by regulators in 
Canada, Columbia, and Poland. Edesa had initially focused on Level 7 patients since they are the more 
severe cohort with the most urgent medical need. Enrollment for the two cohorts being evaluated now will run 
in parallel and each cohort will be evaluated independently.  
 
The company has filed a similar protocol with the U.S. FDA and is currently in discussions with the agency on 
the design of the final Phase 3 protocol.      
 
In September 2021, Edesa announced positive results from the Phase 2 portion of the trial that included 
approximately 360 patients, age 24-93, from clinical trial sites in the U.S., Canada, and Columbia. The 
independent Data and Safety Monitoring Board (DSMB) identified an important treatment effect regarding 28-
day mortality in which treatment with EB05 in addition to standard of care (SOC) resulted in a 68.5% reduction 
in the risk of dying when compared to placebo and requested that the study be preemptively unblinded. The 
Phase 2 portion of the study was originally designed to guide the patient stratification and statistical powering 
for the Phase 3 trial, however the DSMB noted that “a clinically important efficacy signal” was detected along 
with the fact that the study “met its objective”. In addition, the DSMB recommended that the study continue 
into a Phase 3 confirmatory trial. 
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In October 2021, Edesa announced additional results from the Phase 2 portion of the ongoing Phase 2/3 
clinical trial of EB05: 
 

• The DSMB noted a mortality benefit in 136 hospitalized COVID-19 patients receiving supplemental 
oxygen (28-day mortality rate of 8.2% [5/61] in the EB05 + SOC arm vs. 12.0% [9/75] in the placebo + 
SOC arm; HR=1.52). Among this group there was a strong signal for patients with severe acute 
respiratory distress syndrome (ARDS) at baseline (defined as PaO2/FiO2 < 100 mm Hg). The DSMB 
concluded that patients with severe ARDS receiving supplemental oxygen at baseline had “a clinically 
important efficacy signal” with a 28-day mortality rate of 16.7% (2/12) in the EB05 + SOC arm vs. 
42.9% (6/14) in the placebo + SOC arm. This corresponds to a 66.0% reduction in the risk of death at 
Day 28 for subjects treated with EB05 + SOC compared to placebo + SOC (HR=2.94, 95% CI: 0.59 – 
14.60; P=0.19) when using the Cox Proportional Hazard Model.  

 

• Efficacy signals were also noted in the 190 patients with mild to moderate ARDS at baseline (28-day 
mortality rate of 7.8% [7/90] in the EB05 + SOC arm vs. 11.0% [11/100] in the placebo + SOC arm; 
HR=1.46). Among this group, patients with mild to moderate ARDS receiving oxygen beyond 
supplemental oxygen had a 28-day mortality rate of 10.8% (4/37) in the EB05 + SOC arm vs. 20.5% 
(8/39) in the placebo + SOC arm. This corresponded to a 50.7% reduction in the risk of dying when 
comparing the EB05 + SOC arm to placebo + SOC (HR=2.03, 95% CI: 0.61-6.74, P=0.25). In this 
cohort there was also an increase of 6.1 days alive and free of invasive mechanical ventilation at 28 
days when comparing the EB05 + SOC arm to placebo + SOC.  

 
Enrollment for Phase 2b Trial of EB01 Estimated to Complete in 4Q22  
 
Edesa is currently conducting a double blind, placebo controlled trial to evaluate the safety and efficacy of 
2.0% EB01 cream in approximately 170 evaluable subjects in total suffering from chronic allergic contact 
dermatitis (ACD) (NCT03680131). The company is also conducting an exploratory, dose-ranging component 
of the study, which will separately evaluate lower-strength concentrations of EB01 in 40 additional subjects.   
 
In June 2021, Edesa announced positive interim results for EB01 in the Phase 2b trial. The initial study cohort 
consisted of 46 subjects randomized 1:1 to receive treatment with either EB01 2.0% cream or placebo and 36 
(n=18 EB01; n=18 placebo) completed the study follow-up and were used in the interim analysis.  

https://clinicaltrials.gov/ct2/show/NCT03680131
https://irdirect.net/prviewer/release_only/id/4749775
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The study’s Data Safety Monitoring Board (DSMB) performed a blinded analysis of the data and reported an 
approximately 1.7-fold difference between treatment groups for the primary efficacy endpoint, the mean 
percent change from baseline on the Contact Dermatitis Severity Index (CDSI). CDSI uses physician’s visual 
assessment of dryness, scaling, redness, pruritis, and fissures, with each scored from 0 (none) to 3 (severe). 
 
In addition, the DSMB reported an approximately 1.8-fold difference between the treatment groups in the 
Investigator’s Static Global Assessment (ISGA), a key secondary efficacy endpoint. The ISGA uses a five-
point rating scale: 0 – clear, 1 – almost clear, 2 – mild, 3 – moderate, 4 – severe disease. Success on the 
ISGA is defined as a two-point reduction from baseline and a final ISGA score of 0 or 1. The ISGA is 
commonly used for FDA-regulated registration trials in dermatitis.   
 
For both the CDSI and ISGA, double-digit absolute differences were seen between the treatment groups and 
no serious treatment-related adverse events were reported for either treatment group. 
 
We anticipate the trial being fully enrolled by the end of the fourth calendar quarter of 2022. This could lead to 
topline data being announced as soon as the first calendar quarter of 2023.     
 
Financial Update 
 
On August 10, 2022, Edesa announced financial results for the third quarter of fiscal year 2022 that ended 
June 30, 2022. There were no revenues reported for the third quarter of fiscal year 2022. R&D expenses in 
the third quarter of fiscal year 2022 were $4.6 million, compared to $4.5 million for the third quarter of fiscal 
year 2021. The increase was primarily due to contractual payment for bulk drug product of EB05, which was 
substantially offset by decreased external research expenses. G&A expenses totaled $1.3 million for the third 
quarter of fiscal year 2022 compared to $1.6 million for the third quarter of fiscal year 2021. The decrease was 
primarily due to decreased noncash share-based compensation.  
 
As of June 30, 2022, Edesa had approximately $12.8 million in cash and cash equivalents. As of August 10, 
2022, Edesa had approximately 15.5 million shares outstanding and when factoring in stock options and 
warrants a fully diluted share count of approximately 21.3 million.   
 
Conclusion 
 
We’re glad to see the expansion of the Phase 2/3 trial of EB05 in critically ill COVID-19 patients as it could 
lead to a potentially larger market opportunity as well as provide a larger overall data set for how EB05 
performs in patients with ARDS. Enrollment in the Phase 2b trial of EB01 is continuing on pace and we look 
forward to results from that trial, possibly as early as the first calendar quarter of 2023. We have made no 
changes to our model and our valuation remains at $15 per share.  
 
 
 
 
 

https://feeds.issuerdirect.com/news-release.html?newsid=6302140779724901
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       PROJECTED FINANCIALS 

 
 
 
 

Edesa Biotech, Inc. FY2021 A Q1FY22 A Q2FY22 A Q3FY22 A Q4FY22 E FY2022 E FY2023 E FY2024 E 

EB01 $0.0  $0.0  $0.0  $0.0  $0.0  $0.0  $0.0  $0.0  

EB05 $0.0  $0.0  $0.0  $0.0  $0.0  $0.0  $0.0  $0.0  

Other Income $0.0  $0.0  $0.0  $0.0  $0.0  $0.0  $0.0  $0.0  

Total Revenues $0.0  $0.0  $0.0  $0.0  $0.0  $0.0  $0.0  $0.0  

Cost of Sales $0.0  $0.0  $0.0  $0.0  $0.0  $0.0  $0.0  $0.0  

Product Gross Margin - - - - - - - - 

Research & Development $17.9  $4.0  $3.0  $4.5  $5.0  $16.5  $19.0  $20.0  

General & Administrative $5.7  $1.2  $1.5  $1.2  $1.7  $5.7  $6.5  $6.7  

Other (Income) Expense $0.0  $0.0  $0.0  $0.0  $0.0  $0.0  $0.0  $0.0  

Operating Income ($23.7) ($5.2) ($4.6) ($5.8) ($6.7) ($22.2) ($25.5) ($26.7) 

Operating Margin - - - - - - - - 

Non-Operating Expenses (Net) $10.3  $0.8  $0.0  $0.0  $0.0  $0.8  $0.0  $0.0  

Pre-Tax Income ($13.3) ($4.3) ($4.6) ($5.8) ($6.7) ($21.4) ($25.5) ($26.7) 

Income Taxes $0.0  $0.0  $0.0  $0.0  $0.0  $0  $0  $0  

Tax Rate 0% 0% 0% 0% 0% 0% 0% 0% 

Net Income ($13.3) ($4.3) ($4.6) ($5.8) ($6.7) ($21.4) ($25.5) ($26.7) 

Net Margin - - - - - - - - 

Reported EPS ($1.10) ($0.33) ($0.33) ($0.37) ($0.43) ($1.47) ($1.42) ($1.34) 

YOY Growth - - - - - - - - 

Basic Shares Outstanding 12.1 13.4 13.9 15.5 15.6 14.6 18.0 20.0 

Source: Zacks Investment Research, Inc.                   David Bautz, PhD   
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     HISTORICAL STOCK PRICE 
 
 

 
 
 
 

 
Source: Zacks Small Cap Research
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      DISCLOSURES 

 
The following disclosures relate to relationships between Zacks Small-Cap Research (“Zacks SCR”), a division of Zacks Investment Research 
(“ZIR”), and the issuers covered by the Zacks SCR Analysts in the Small-Cap Universe. 
 
ANALYST DISCLOSURES 

I, David Bautz, PhD, hereby certify that the view expressed in this research report accurately reflect my personal views about the subject 
securities and issuers. I also certify that no part of my compensation was, is, or will be, directly or indirectly, related to the recommendations or 
views expressed in this research report. I believe the information used for the creation of this report has been obtained from sources I considered 
to be reliable, but I can neither guarantee nor represent the completeness or accuracy of the information herewith. Such information and the 
opinions expressed are subject to change without notice. 
 

INVESTMENT BANKING AND FEES FOR SERVICES  

Zacks SCR does not provide investment banking services nor has it received compensation for investment banking services from the issuers of 
the securities covered in this report or article. 
Zacks SCR has received compensation from the issuer directly, from an investment manager, or from an investor relations consulting firm 
engaged by the issuer for providing non-investment banking services to this issuer and expects to receive additional compensation for such non-
investment banking services provided to this issuer. The non-investment banking services provided to the issuer includes the preparation of this 
report, investor relations services, investment software, financial database analysis, organization of non-deal road shows, and attendance fees 
for conferences sponsored or co-sponsored by Zacks SCR. The fees for these services vary on a per-client basis and are subject to the number 
and types of services contracted.  Fees typically range between ten thousand and fifty thousand dollars per annum. Details of fees paid by this 
issuer are available upon request. 
 

POLICY DISCLOSURES   

This report provides an objective valuation of the issuer today and expected valuations of the issuer at various future dates based on applying 
standard investment valuation methodologies to the revenue and EPS forecasts made by the SCR Analyst of the issuer’s business.  
SCR Analysts are restricted from holding or trading securities in the issuers that they cover. ZIR and Zacks SCR do not make a market in any 
security followed by SCR nor do they act as dealers in these securities.  Each Zacks SCR Analyst has full discretion over the valuation of the 
issuer included in this report based on his or her own due diligence.  SCR Analysts are paid based on the number of companies they cover. 
SCR Analyst compensation is not, was not, nor will be, directly or indirectly, related to the specific valuations or views expressed in any report or 
article. 
 

ADDITIONAL INFORMATION 

Additional information is available upon request. Zacks SCR reports and articles are based on data obtained from sources that it believes to be 
reliable, but are not guaranteed to be accurate nor do they purport to be complete. Because of individual financial or investment objectives 
and/or financial circumstances, this report or article should not be construed as advice designed to meet the particular investment needs of any 
investor. Investing involves risk. Any opinions expressed by Zacks SCR Analysts are subject to change without notice. Reports or articles or 
tweets are not to be construed as an offer or solicitation of an offer to buy or sell the securities herein mentioned. 
 

CANADIAN COVERAGE  

This research report is a product of Zacks SCR and prepared by a research analyst who is employed by or is a consultant to Zacks SCR. The 
research analyst preparing the research report is resident outside of Canada, and is not an associated person of any Canadian registered 
adviser and/or dealer. Therefore, the analyst is not subject to supervision by a Canadian registered adviser and/or dealer, and is not required to 
satisfy the regulatory licensing requirements of any Canadian provincial securities regulators, the Investment Industry Regulatory Organization of 
Canada and is not required to otherwise comply with Canadian rules or regulations. 

 

 


