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XORTX Therapeutics Inc. 
(CSE:XRX | NASDAQ:XRTX | FSE:ANU) 
Moving To The Next Phase 

COMPANY DESCRIPTION: 

XORTX Therapeutics Inc. (“XORTX” or “the Company”) has developed 
a proprietary drug delivery platform through innovative formulation 
technology that is designed to optimise Oxypurinol formulations to 

substantially improve the drug’s features and increase the bioavailability of the 
drug.  These new formulations and new chemical entities are 
underdevelopment to increase the oral dosing range and may reduce the side 

effects of the original drug as well as support increased patient compliance.   

INVESTMENT HIGHLIGHTS: 
 Very simply: 

o XORTX is a research and development company optimising delivery 
of existing drugs to treat specific patient populations with kidney 
disease. Frequently this increased bioavailability is accompanied by 
increased tolerability, efficacy, and promotes compliance. 

o XORTX is using its optimisation technology to develop multiple drug 
treatments without incurring the high cost of research. 

o XORTX is taking advantage of Oxypurinol to develop two unique 
proprietary therapies that could help to solve unmet medical needs 
related to aberrant purine metabolism and elevated uric acid, an 

important health biomarker involved in multiple organ diseases 
such as kidney, liver, heart, etc.    

o XORTX's most advanced therapeutic - XRx-008 - is aiming to be 
the next drug to be approved for the indication autosomal 
dominant polycystic kidney disease (ADPKD), an orphan indication 
with more than 150,000 patients in the USA. 

o XORTX has 2 therapies - XRx-008 and XRx-101 close to pivotal 
Phase 3, registration, clinical trials. 

o XORTX is fully funded to rapidly advance toward the approval of its 
first product within the next 18-24 months. 

 Balance Sheet Strengthened  

o The recent financings, which netted around C$21 million, have 
largely de-risked the Company and increased the value of its 
assets.  

o It provided the resources for the documentation completion and 
initiation of Phase 3 clinical trial of both drugs: XRx-101 for the 

treatment of acute kidney injury (AKI) found in COVID-19 patients 
and XRx-008 for autosomal dominant polycystic kidney disease 
(ADPKD).    
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REVISIONS Rev. Prior

Rating Buy Buy

Target Price $26.00 $27.00

Revenue 2020E (US$M) $0.0 $0.0

Revenue 2021E (US$M) $0.0 $0.0

Revenue 2022E (US$M) $53.1 $33.3

MARKET DATA

Date:

Current Price (C$):

52-Week Range:

Shares O/S (M):

Mkt Cap ($M);

EV ($M):

Avg. Weekly Vol. (M):

Website: www.xortx.com

FINANCIALS

Fiscal Year End:

2020E 2021E 2022E

Revenue (US$M)  $0.0 $0.0 $53.1

2020A Q2/2021A

Cash ($M) $0.2 $5.1

Current Assets ($M) $2.1 $7.1

Net Cash ($M) $0.2 $5.1

Total Assets ($M) $2.3 $7.3

Debt ($M) $0.0 $0.0

Total Liabilities ($M) $1.0 $4.0

Key Shareholders (M) % Held

Prevail Partners 0.98 7.74%

Allen W. Davidoff 0.42 3.31%

W. Bruce Rowlands 0.14 1.13%

31-Dec

$39.1

0.28

Oct 29, 2021

$3.50

$1.12 / $9.98

12.6

$44.2
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o XRx-101 could be approved within the next 18 months while XRx-

008 could have an orphan drug indication on the market in 2025.   

FINANCIAL ANALYSIS & VALUATION: 

 Revised One Year Target Price  
o Given the de-risked outlook with two major financings, we have 

reviewed our assumptions to better reflect the future potential 
target price.  

o Additionally, the Company has completed a share consolidation 

(11.74 for 1 common share) with its US listing.  The number of 
shares has basically doubled in the last year. 

o However, moving forward one year and getting close to the 
initiation of the Phase 3 clinical trials, we feel more secure in 
reducing our discount rate from 20% to 15% in our DCF model.   

o We continue to value the stock using a sum-of-the-parts 
methodology that includes DCF calculations for the two assets.   

o We assign NO value to XRx-225 and believe it will carry significant 
value when the drug initiates human clinical trials.   

o When compared to peer companies, either developing orphan 
drugs at a similar stage of development or new companies that 
became public in the last two years, the Company is 
SIGNIFICANTLY UNDERVALUED. 

o Based on our revised numbers, the total enterprise value doubled 

but the large share increase has kept a target price to C$26.00, a 
slight decrease from C$27.00 *** previously.  

o We reiterate our BUY rating. 

 

 

*** Old target price of C$2.30 x 11.74 share consolidated = C$27.00 
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Partnership Interests Likely to Become More Active 

A stronger balance sheet, two late-stage products with similar safety profiles supported by strong clinical 
evidence and FDA validation of the pivotal trials, will provide opportunities to engage with commercial 
partners. The listing in the USA will further increase visibility not just among investors but also among 

potential partners. XORTX is among a small list of companies working in kidney disease with strong 
scientific data supporting the clinical development.   

Recent Examples of Lucrative Commercial Licenses in the Kidney Space: 

September 2021- Travere Therapeutics Inc. and Vifor Pharma announced a licensing agreement for 
the commercialization of Sparsentan in Europe, Australia/New Zealand. Sparsentan is a novel investigational 
product candidate currently being evaluated in pivotal Phase 3 clinical studies for the treatment of focal 

segmental glomerulosclerosis and IgA nephropathy, two rare progressive kidney disorders and leading 
causes of end-stage kidney disease.  Travere will receive an upfront payment of US$55 million and be eligible 
for up to US$135 million in payments tied to the achievement of certain regulatory and market access-related 

milestones. Vifor Pharma will also make further payments in the form of sales milestones, and tiered double-
digit royalties on net sales of Sparsentan in Europe, Australia, and New Zealand up to 40% at the high end of 
the royalty range. 

 
November 2020- MERCK KGaA entered into an out-licensing agreement with Vera Therapeutics. Vera 
Therapeutics, a private San Francisco-based biotechnology company, starts a phase 2b study of atacicept 

for patients with IgA nephropathy, also known as Berger's disease. This kidney disease causes 
discoloration in urine, pain in the lower back, and high blood pressure. In some cases, acute kidney failure 
or chronic kidney disease also result. Atacicept is a recombinant fusion protein that binds to certain 

cytokines that promote B cell survival and autoantibody production in the body. Under the agreement, 
Merck will receive 10% equity in Vera Therapeutics and up to €605m from development and commercial 
milestones. Merck will also collect royalties on future net sales.  

 
September 2021- AstraZeneca’s (LSE: AZN) acquired Caelum Biosciences, and its CAEL-101, a 
potentially first-in-class fibril-reactive monoclonal antibody for the treatment of light chain amyloidosis. 

CAEL-101 is currently being evaluated in the Cardiac Amyloid Reaching for Extended Survival Phase III 
clinical program in combination with standard-of-care therapy in AL amyloidosis. Two parallel Phase III 
trials in patients with Mayo stage IIIa disease and in patients with Mayo stage IIIb disease respectively 

are ongoing. According to previous comments by analysts, the incident cases of the disease represent a 
US$750 million -US$1billion revenue opportunity for CAEL-101 alone. AstraZeneca will pay an upfront 
payment of US$150m with the potential for additional payments up to US$350 million upon achievement 

of regulatory and commercial milestones.   AL amyloidosis is a rare disease in which misfolded amyloid 
proteins build up in organs throughout the body, including the heart and kidneys, causing significant 
organ damage and failure that may ultimately be fatal. Approximately 20,000 people across the USA, 
France, Germany, Italy, Spain, and the UK live with AL amyloidosis classified as Mayo stage IIIa or IIIb 

disease. 
  



 
XORTX Therapeutics Inc. (CSE:XRX | NASDAQ:XRTX)    Update Report 

 

 

eResearch Corporation www.eresearch.com Page 4   

Sign up for the FREE Weekly Newsletter of eResearch Articles & Reports: www.eresearch.com/registration/ 

Recent Events Since our Initiation Report – August 2020 

September - October 2021 
 Completed a listing on the NASDAQ with a US$12 million financing in gross proceeds, 

 Completed a share consolidation based on a ratio of 11.74 pre-consolidated common shares for 
1 post-consolidation share, 

 Received the patent grant confirmation for “EPO National Stage of PCT International Application 
for Compositions and Methods for Treatment and Prevention of Hyperuricemia Related Health 
Consequences” by the European Patent Office. The patent covers compositions and methods for 

the prevention and treatment of diabetic nephropathy (DN) using uric acid lowering agent and 
specifically xanthine oxidase inhibitors. Aberrant purine metabolism and specifically, chronically 
increased serum uric acid concentrations have been associated with kidney disease progression. 

XRx-225 for diabetic nephropathy is a small molecule drug development program focused on 
bringing therapies to patients to treat or prevent the progression of chronic kidney disease due to 
diabetes. This program aims to introduce xanthine oxidase inhibition as a therapy to manage 

aberrant purine metabolism and chronically increased serum uric acid as a method of slowing the 
progression of diabetic nephropathy and the onset of end-stage renal disease. 

 

July 2021- Amar Keshri was appointed Chief Financial Officer. Mr. Keshri worked with large organizations 
in Canada and was internationally involved in several service sectors including the life science industry, 
oil and gas sector. He worked in various public practice audit, finance, and accounting consulting roles, 

including with Suncor, PricewaterhouseCoopers LLP and Ernst & Young. Mr. Keshri is a Member of the 
Institute of Chartered Accountants of Alberta. 
 

June 2021- Dr. Stephen Haworth was appointed as the Chief Medical Officer. Mr. Haworth brings to 
XORTX 25+ years of successful global drug development and senior leadership in both start-up and 
Fortune 500 pharmaceutical firms in both US and Europe. Stephen has a broad clinical and regulatory 
experience that ranges from infectious disease through nephrology, cardiovascular disease, and most 

recently on programs for treatment and prevention of SARS-CoV infection. He has held key roles in 
numerous FDA and EMA submissions and has been involved in several licensing and M&A transactions. 
Dr. Haworth holds a medical degree from University College Hospital Medical School, University of London 

having graduated with Honors. 
 
November 2020 – XORTX and Mount Sinai announced topline results from 7,000 patients with COVID-

19 revealing that of those individuals who had at least one uric acid measurement during their 
hospitalization (~11.4%) greater than 50% showed high, early increased serum uric acid concentrations. 
Early dose-dependent association of high uric acid concentration and AKI suggested a viral “tissue lysis 

syndrome” may contribute to hyperuricemia, acute kidney, and acute organ injury during COVID-19 
infection in individuals. The data also strongly suggests a strong correlation between very high serum 
uric acid levels (>7.0mg/dL) and worsening of kidney outcomes. These findings require additional clinical 

studies to demonstrate that lowering of uric acid would improve AKI, dialysis, recovery, and mortality 
outcomes. 
 

October 2020 – XORTX filed a pre-IND filing for XRx-101 leading to positive FDA guidance on clinical 
program design for treatment and prevention of AKI in connection with COVID-19 infection.  With the 
latest financings, we expect the Company to finalize FDA discussions and start the clinical enrollment in 

the coming quarters. 
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FRAMING THE OPPORTUNITY FOR XRx-101 IN THE LONG-
TERM COVID-19 MARKET 
 

WHAT DO WE KNOW SO FAR ABOUT COVID-19: 

 >220 million cases registered worldwide,  

 >5.0 million deaths worldwide,  

 >22 million cases are still active and ~100,000 still in serious/critical situations, 

 Vaccination started more than 6 months ago: 32% of the world population is fully 
vaccinated with 56% in the USA.  Lots of belief remains in the vaccines, 

 COVID-19 has changed rapidly from less than 15 months ago: people at risk, how to 
reduce spreading of new variants and which treatments are most optimal, 

 Infection prevention is key: vaccines will help but the virus continues its devastation. 

 
WHAT WE DON’T KNOW AND SPECULATE: 

 Vaccines work but for how long,  

 Many remain unwilling to vaccinate which creates a challenge to achieve herd 
immunity, 

 Covid-19 could become an annual health event requiring either drug treatment or 
vaccination like with the seasonal flu, 

 Unknown on how the next pandemic will look like, 

 The virus affects people differently and for many patients, the recovery could be 
months and years with long-term health impacts (Long COVID). 

 Emergence of variants is outpacing vaccination rates. 

 
Covid-19 Could Become Endemic and a Yearly Event 

For centuries, people have suffered outbreaks of infectious diseases. The Spanish Flu not only claimed 
millions of lives but had consequences for those who survived. Despite the tragic effects, pandemics have 
also helped drive scientific and social progress, shaping the path of economic development.  

 
COVID-19 and High Uric Acid Are Closely Related 

During the past few decades, the mean serum uric acid levels and the prevalence of hyperuricemia in the 
general population appear to have increased. Potential reasons behind these trends include the increasing 
prevalence of obesity and metabolic syndrome, western lifestyle factors, increased prevalence of renal 

conditions, hypertension, and cardiovascular disorders, and the use of medications that increase uric acid 
levels such as aspirin and diuretics. The substantial increase in sugar-sweetened soft drinks and High 
Fructose Corn Syrup (HFCS) consumption also coincided with the secular trend of hyperuricemia.  

Hypertension, hyperlipidemia, overweight or obesity, deficiency in vitamin D, and high inflammation have 
also been the hallmark of COVID-19. Obviously, more research is currently being done to better 
understand the risk factors. 
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Obesity and High Uric Acid Are the New Pandemic 

The incidence of obesity and High Uric Acid (HUA) has been increasing in the last few decades. Obesity 
is an independent factor for cardiovascular diseases and HUA is an independent factor for obesity.  In a 

recent study by Li et al. (ref 12), with 153 obese patients, a positive correlation was discovered between 
obesity and HUA. There are multiple studies that further confirm the strong association.  According to the 
CDC (USA), from 1999–2000 through 2017–2018, the prevalence of obesity increased from 30.5% to 

42.4%. Obesity-related conditions include heart disease, stroke, type 2 diabetes, kidney diseases, certain 
types of cancer that are some of the leading causes of preventable, premature death, and now COVID-
19. According to a recent study by Harvard University (2020), an estimated 500 million adults in the world 

are obese. If unaddressed, an estimated 1 billion adults will be obese by 2030. Early interventions based 
on serum uric acid may have a favorable impact in improving clinical outcomes of obesity, metabolic 
syndrome, and cardiovascular disease. 
 
Figure 1:  Obesity Rates in the USA 

 
 
 
 
 
 
 
 
 
 
 
 

  

Source: CDC 
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Relevant Recent Research Papers on Kidney Diseases 

Three recent papers have attracted our attention and provide further information related to the 
diagnostic, treatment, and management of kidney disease associated with COVID-19 infection. 

1) Nugent et al., JAMA Network 2021, AKI and Longitudinal Kidney Function after Discharge 

with and without COVID-19 

 1,612 patients participated in the study; all were already diagnosed with AKI. Half were 
hospitalized with C-19 and monitored during their hospitalization. It was observed that these 

patients saw their estimated glomerular filtrate (eGFR) a decline of 11.3 mL/min/1.73 m2/year, 
which is faster than patients without C-19.   

 Patients with C19+AKI followed up after hospital discharge, experienced greater eGFR decreases 
independent of patient demographic, comorbidities, and severity of the AKI episode. Identifying 

predictors of eGFR decrease in patients with C19+AKI may help prioritize which patients need 
closer outpatient follow-up during the pandemic.  

 A better understanding of AKI during C19 should provide a better design for clinical trials and 
improve outcomes during and post-hospitalization. 

 Interpretation: Kidney injury associated with C19 is resulting in the emergence of a new, 

“accelerated” form of chronic kidney injury that may be a harbinger of a coming wave of end-
stage kidney disease.   

2) Li et al., PLOS ONE May 2021, Clinical determinants of the severity of COVID-19- A 
systematic review and meta-analysis 

 Clearly shows the association between seven comorbidities and the risk of severe C19.  The 

comorbidities including hypertension, diabetes, chronic kidney disease, coronary heart disease, 
COPD, cerebrovascular disease, and chronic liver disease could probably aggravate the illness and 
recovery. 

 Complications including shock, AKI, and ARDS were the main obstacles to recovery; 

 AKI is prevalent among severe patients and can be fatal especially when patients required renal 
replacement therapy. 

 Interpretation: “Pre-existing diseases associated with vascular disease – “endothelial dysfunction” 
is predictive of more severe complications and higher mortality during a C19 infection.” 

3) He Li et al., Kidney Diseases Sept 2020, Fan X Urinary Neutrophol Gelatinate- Associated 

Lipocalin Uric acid - An independent risk factor and CT predict death in COVID-19 

 Early identification of C19 patients who are at risk for AKI and may develop critical illness and 
death is of great importance.  

 The aim of this study was to develop and validate a prognostic model of AKI and in-hospital death 

in patients with C19, incorporating a number of biomarkers (serum creatinine, serum uric acid, 
and CT ground-glass opacity volume) as independent predictors of AKI along with artificial 
intelligence-based chest computed tomography analysis.  

 Based on 174 patients, these biomarkers predicted almost 96% of the patients that could develop 
AKI which could lead to a poor outcome. 

 Interpretation: “Acute kidney injury and severity of acute kidney injury are associated with more 
severe critical illness and higher mortality during C19 infection – uric acid is an independent 

predictor of worse outcome” 
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Figure 2: Potential Risks of developing further diseases related to the decline of serum 
creatinine  

 
Source:  Nugent et al., JAMA  2021 

 

IN ADDITION TO COVID-19 IS LONG COVID 

First, the prevention of COVID-19 with vaccines certainly remains the primary intervention that healthcare 

workers and governments are trying to implement to reduce hospitalizations.  Second, more than 50% 
of patients hospitalized have kidney issues that must be dealt with at the same time as the infections 
caused by the virus.  Third, even when patients are treated at the hospital, there is a great number of 

patients that will have an increased risk of post-acute sequelae involving pulmonary and extra-pulmonary 
organ systems, referred to as long COVID.   In a recent study (ref 2) with 1.7 million veterans in the 
United States, they examined the risks of eGFR declines, acute kidney injury, major adverse kidney 

events, and all-cause mortality. The results were really striking among the 89,216 COVID hospitalized 
survivors:  

 94% higher risks of acute injury, 

 25% higher risk of eGFR >30%, 

 44% higher risk of eGFR >40%, 

 62% higher risk of eGFR >50%, 

 66% higher risk of mortality, 

 196% higher risk of requiring dialysis. 

Conclusions: COVID-19 survivors exhibited an increased risk of kidney outcomes in the post-acute 
phase of the disease.  
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Potential Treatment for COVID-19 Hospitalized Patients 

In 2020, most people believed COVID-19 would be a short-term health disaster given the recent history 
of similar pandemics.  Forwarding to 2021, even with the high rate of vaccination in developed countries, 
scientists believe COVID-19 could become endemic and even more deathly than the seasonal flu.  

Governments and pharmaceutical companies continue to invest huge sums of funds for research and 
production facilities for more potent vaccines and treatments. Despite vaccines being approved, several 
virus variants have emerged; therefore, creating new opportunities to redesign new vaccines/drugs to 

combat the new viruses.  Companies such as XORTX believe that elevated uric acid remains a major 
health risk for those patients affected by COVID-19.   

In a recent study (October 2021) sponsored by the company in collaboration with Mount Sinai Hospital 

in New York and published as an abstract at the American Society of Nephrology, the conclusions were 
quite clear: patients admitted at hospitals with COVID-19 with a high uric acid (>7.0mg/dl) are more 
likely to develop acute kidney injury along leading to more severe cases of sepsis and heart injury. The 

higher levels of uric acid are in all cases a presage of worst outcomes which would lead to mortality. All 
the markers for acute kidney injury, sepsis, and heart lead are correlated to more severe outcomes and 
mortality. The findings from the study highlight the importance of reducing serum uric acid level in 

hospitalized patients on admission or at the latest at the first onset of clinical AKI.  XORTX is in 
discussions with the FDA in the USA for the design of a pivotal clinical trial that would lead to a commercial 
launch potentially in 2023. 

 

 

Acute Kidney Injury for Covid 19 Patients - Revenue Build for XRx-101 US$M

US 2020 2021 2022 2023 2024 2025 2026 2027 2028 2029 2030

Population Millions 335.0 339.0 343.1 347.2 351.4 355.6 359.9 364.2 368.5 373.0 377.4

Nb of virus infections 000's 6,000 4,500 3,375 2,531 1,898 1,424 1,068 801 601 451 338

Hospitalizations 000's 840 630 473 354 266 199 150 112 84 63 47

% Patients to ICU care 35% 35% 35% 35% 35% 35% 35% 35% 35% 35% 35%

Intensive Care patients 294,000 220,500 165,375 124,031 93,023 69,768 52,326 39,244 29,433 22,075 16,556

% Patients with AKI 50% 50% 50% 50% 50% 50% 50% 50% 50% 50% 50%

Patients available for treatments 147,000 110,250 82,688 62,016 46,512 34,884 26,163 19,622 14,717 11,037 8,278

MARKET SHARE 0.0% 0.0% 10.0% 25.0% 30.0% 40.0% 50.0% 50.0% 50.0% 50.0%

Patients on therapy 0 0 6,202 11,628 10,465 10,465 9,811 7,358 5,519 4,139

ANNUAL TREATMENT COST $10,000 $10,000 $10,000 $10,200 $10,404 $10,612 $10,824 $11,041 $11,262 $11,487

Total US$M Revenues $0 $0 $62 $119 $109 $111 $106 $81 $62 $48

TOTAL ROYALTIES US$M RATE 15% 0.0 0.0 9.3 17.8 16.3 16.7 15.9 12.2 9.3 7.1

COMMERCIAL PARTNERSHIP PROB VALUE

UPFRONT 90% 75% 6.0

CLIN/REG MILESTONES (3) 90% 0% 6.0 6.0 6.0

COMMERCIAL MILESTONE 90% 0%

TOTAL REVENUES (ROYALTIES+ MILESTONES) 0.0 6.0 15.3 23.8 22.3 16.7 15.9 12.2 9.3 7.1

EU-27 2020 2021 2022 2023 2024 2025 2026 2027 2028 2029 2030

Population Millions 520.0 522.6 525.2 527.8 530.5 533.1 535.8 538.5 541.2 543.9 546.6

Nb of virus infections 000's 2,500 1,875 1,406 1,055 791 593 445 334 250 188 141

Hospitalizations 000's 350 263 197 148 111 83 62 47 35 26 20

% Patients to ICU care 30% 30% 30% 30% 30% 30% 30% 30% 30% 30% 30%

Intensive Care patients 105,000 78,750 59,063 44,297 33,223 24,917 18,688 14,016 10,512 7,884 5,913

% Patients with AKI 50% 50% 50% 50% 50% 50% 50% 50% 50% 50% 50%

Patients available for treatments 52,500 39,375 29,531 22,148 16,611 12,458 9,344 7,008 5,256 3,942 2,956

MARKET SHARE 0.0% 0.0% 5.0% 12.5% 15.0% 20.0% 25.0% 25.0% 25.0% 25.0%

Patients on therapy 39,375 29,531 22,148 16,611 12,458 9,344 7,008 5,256 3,942 2,956

ANNUAL TREATMENT COST $0 $0 $5,000 $5,100 $5,202 $5,306 $5,412 $5,520 $5,631 $5,743

Total US$M Revenues $0 $0 $111 $85 $65 $50 $38 $29 $22 $17

TOTAL ROYALTIES US$M RATE 10% 0.0 0.0 11.1 8.5 6.5 5.0 3.8 2.9 2.2 1.7

COMMERCIAL PARTNERSHIP PROB VALUE

UPFRONT 90% 75% 2.9

CLIN/REG MILESTONES (3) 90% 0% 2.9 2.9 2.9

COMMERCIAL MILESTONE 90% 0%

TOTAL REVENUES (ROYALTIES+ MILESTONES) 0.0 0.0 13.9 11.3 9.3 7.8 3.8 2.9 2.2 1.7

TOTAL Revenues for Xortx US$M 0.0 6.0 29.2 35.1 31.7 24.5 19.7 15.1 11.5 8.8
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FRAMING THE OPPORTUNITY FOR XRx-008 FOR AN ORPHAN 
INDICATION IN KIDNEY DISEASE  

ADPKD is a genetic condition that causes the creation of cysts with fluids to develop in kidneys and 

potentially other organs.   ADPKD is a progressive disease over decades that lead to kidney failure or End 
Stage Renal Disease (ESRD).  The development and growth of these cysts over time is believed to 
progress towards loss of renal function or kidney failure, as well as other severe complications.  More 

than 50% of patients by the age of 50 years old and more than 75% of patients by the age of 70 years 
old will have a kidney failure resulting in life-long renal therapy.  ADPKD represents 85% of PKD cases 
and is amongst the most rapidly progressing form. 

ADPKD is the most significant genetic cause of kidney failure and affects between 140,000 to 150,000 
people in the U.S. alone.  We believe a greater number of patients are undiagnosed until they reach a 
later or fatal stage.  ADPKD is caused by mutations from the PKD1 or PKD2 genes, which encode for 
proteins called polycystin-1 and polycystin-2, respectively. Continued efforts are underway to better 

understand the different roles of inflammation, mitochondrial dysfunction, and uric acid in the 
pathophysiology of ADPKD.  Multiple therapeutic strategies used to slow progression to renal therapy 
have failed. 

XRx-008 could represent the best option among the small number of products that are either in 
development or approved.  So far very few drugs have demonstrated any reduction in uric acid, but the 
main issue has been toxicity.   The kidney is very fragile and most difficult to treat. Currently, the only 

approved treatment has major side effects with a very high portion of patients unable to tolerate it.  In 
fact, the only approved drug has achieved ~3% of market penetration after three years on the market.  
In many diseases, patients usually die because kidney fails even if it was not the first organ to be attacked.  

Unfortunately, when the kidney function decreases below a threshold of estimated glomerular filtration 
rate (eGFR) (eGFR<20), only two therapeutic options are available ongoing dialysis or kidney 
transplantation.   So far less than 10% of patients at this stage can find compatible donors and there 

could be additional operational risks from infections or rejections by the donors.    

XORTX Leading The Race for A Novel Treatment for ADPKD patients 

Currently Otsuka is marketing the only drug available under the name Jinarque (Tolvaptan).  The drug 

approved by the FDA in 2018 is marketed in the USA but carries a black box warning which involves the 
potential of a fatal liver injury that may require a liver transplant.  Despite that >30% of patients cannot 
tolerate the drug, Jinarc achieved close to US$700 million in revenues in 2020.  XORTX is currently in 

discussions with the FDA to review the design for a pivotal Phase 3 clinical trial that would lead to a 
commercial launch potentially in 2024. We believe XRx-008 could be a better treatment with its improved 
safety profile.  
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Competitive Landscape Update 

Otsuka Pharmaceuticals (TSE: 4768; Market Cap: US$9.5B)  

Otsuka Pharmaceuticals is marketing Jynarque (Tolvaptan) as the only approved treatment in Japan, 

USA, and more than 30 other countries.  Several serious and potentially fatal liver injuries required the 
FDA to impose a black box warning.  In post-marketing experience with Tolvaptan in ADPKD patients, 
acute injury resulting in liver failure requiring liver transplantation has been reported.  A recent paper (ref 
4) indicates that pregnancy, history of liver injury, certain drugs (statins and diuretics) are major issues 

for Tolvaptan, and treatment should be avoided.  Even with all these challenges/issues, Tolvaptan 
generated US$694 million in revenues in 2020. We estimate the annual cost to be more than 
US$100K/patient and even after three years, Jynarque has achieved less than 3% market penetration.  

Additional resistance is coming from scientists. In July 2021, the FDA denied a petition from an emeritus 
professor at Ohio State University who had sought to revoke the approval of Jynarque, stating it is 
“dangerous” and offered “negligible efficacy.” We believe that a drug with an improved safety profile 

would result in higher compliance and would expand the current market. 

Regulus Therapeutics Inc. (NASDAQ: RGLS; Market Cap: US$39M) 

Very Early in the Game.  Regulus recently announced it will stop the development of its Phase 1b drug 

(RGLS4326) due to its lack of efficacy.  Regulus is now seeking to launch a Phase 1 trial in Q2-2022 with 
RGLS8429, a new generation molecule targeting the same disease.   

Reata Pharmaceuticals Inc. (NASDAQ: RETA; Market Cap: US$3.5B) 

Reata is still conducting a randomized, double-blind, placebo-controlled, Phase 3 trial studying the safety 
and efficacy of Bardoxolone in ADPKD. More than 370 patients are currently enrolled in the study, seeking 
to achieve 550 patients with some results by 2022. We still believe that Bardoxolone is a functional drug, 

but it has faced challenges in the past.  Reata is also testing Bardoxolone in other kidney diseases that 
relate to a loss of eGFR such as Alport syndrome, IgA Nephropathy, Type 1 Diabetic Kidney disease, and 
Focal Segmental Glomerulosclerosis.  Given the mishaps and the cancelled commercial alliance with 

AbbVie (NYSE: ABBV) due to toxicity in kidney diseases, we have an orange flag about its long-term 
safety in these sensitive patients. 
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ADPKD - Revenue Build for XRx-008 US$M
04-Oct

US REGION 2020 2021 2022 2023 2024 2025 2026 2027 2028 2029 2030

Population Millions 335.0 339.0 343.1 347.2 351.4 355.6 359.9 364.2 368.5 373.0 377.4

Prevalence 412 139,676 141,032 142,407 143,801 145,215 146,798 148,401 150,176 151,973 153,791

Incidence 8.2 2,780 2,813 2,847 2,881 2,916 2,951 2,986 3,022 3,058 3,095

Deaths 1% 1,425 1,438 1,453 1,467 1,333 1,348 1,211 1,226 1,240 1,255

Net Patients with ADPKD 141,032 142,407 143,801 145,215 146,798 148,401 150,176 151,973 153,791 155,631

MARKET SHARE 0.0% 0.0% 0.0% 5.0% 7.0% 10.0% 15.0% 20.0% 20.0% 20.0%

Patients on therapy 0 0 0 7,261 10,276 14,840 22,526 30,395 30,758 31,126

ANNUAL TREATMENT COST $20,000 $20,000 $20,000 $20,000 $20,400 $20,808 $21,224 $21,649 $22,082 $22,523

Total US$M Revenues $0 $0 $0 $145 $210 $309 $478 $658 $679 $701

TOTAL ROYALTIES US$M RATE 15% 0.0 0.0 0.0 21.8 31.4 46.3 71.7 98.7 101.9 105.2

COMMERCIAL PARTNERSHIP PROB VALUE

UPFRONT 90% 75% 33.3

CLIN/REG MILESTONES (3) 90% 0% 33.3 33.3 33.3

COMMERCIAL MILESTONE 90% 0%

TOTAL REVENUES (ROYALTIES+ MILESTONES) 0.0 33.3 33.3 55.1 64.8 46.3 71.7 98.7 101.9 105.2

EU-27 REGION 2020 2021 2022 2023 2024 2025 2026 2027 2028 2029 2030

Population Millions 520.0 522.6 525.2 527.8 530.5 533.1 535.8 538.5 541.2 543.9 546.6

Prevalence 412 215,311 217,401 219,490 221,580 223,671 225,990 228,310 230,864 233,419 235,976

Incidence 8.2 4,285 4,307 4,328 4,350 4,372 4,394 4,415 4,438 4,460 4,482

Deaths 1% 2,196 2,217 2,238 2,259 2,052 2,073 1,862 1,882 1,903 1,924

Net Patients with ADPKD 217,401 219,490 221,580 223,671 225,990 228,310 230,864 233,419 235,976 238,534

MARKET SHARE 0.0% 0.0% 0.0% 0.0% 3.8% 5.3% 7.5% 11.3% 15.0% 15.0%

Patients on therapy 0 0 0 0 8,475 11,986 17,315 26,260 35,396 35,780

ANNUAL TREATMENT COST $10,000 $10,000 $10,000 $10,000 $10,000 $10,200 $10,404 $10,612 $10,824 $11,041

Total US$M Revenues $0 $0 $0 $0 $85 $122 $180 $279 $383 $395

TOTAL REVENUES US$M RATE 10% 0.0 0.0 0.0 0.0 8.5 12.2 18.0 27.9 38.3 39.5

COMMERCIAL PARTNERSHIP PROB VALUE

UPFRONT 90% 75% 13.3

CLIN/REG MILESTONES (3) 90% 0% 13.3 13.3 13.3

COMMERCIAL MILESTONE 90% 0%

TOTAL REVENUES (ROYALTIES+ MILESTONES) 0.0 0.0 0.0 13.3 21.8 25.6 31.3 27.9 38.3 39.5

TOTAL Revenues for Xortx US$M 0.0 33.3 33.3 68.4 86.6 71.9 103.1 126.6 140.2 144.7
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DIABETIC KIDNEY DISEASE- FRAMING THE OPPORTUNITY FOR 
XRx-225 

Diabetes mellitus is a major public health challenge, both in developed and developing nations. In 2015, 

an estimated 8.8% or 415 million people were living with diabetes worldwide, more than double (150 
million) estimated in 2000. The World diabetes Association expects this number to increase to 642 million 
by 2040 (ref 10).  Diabetes (Type 1/2) confers an increased risk of renal events with more than 40% 

developing kidney disease in their lifetime. Despite the use of various therapeutic approaches for the 
treatment of diabetes, diabetic kidney disease (DKD) is a health issue leading to multiple diseases 
conditions and death.   

Recent evidence (ref 11) has emerged in the last decade suggesting elevated uric acid has several effects 
by which it could cause diabetic nephropathy; including endothelial dysfunction, increased activity of the 
renin-angiotensin system, induction of inflammatory cascades, and pro-fibrosis cytokine activation, all of 
which have been demonstrated to lead to diabetic nephropathy. XRx-221 could potentially benefit those 

patients with hyperuricemia.  In September 2019, XORTX and Teijin Pharma Limited (Teijin –TSE-3401) 
reported it has achieved its primary endpoint for its Phase 2 clinical trials which is being developed for 
the treatment of diabetic kidney disease in type 2 diabetes. 

XORTX is already at work developing a third candidate from its platform called XRx-225.  The company 
is currently advancing XRx-225 candidate into pre-clinical proof of concept studies.  

Timing and Money to Fund Large Trials 

Because there is no approved standard of treatment of diabetic kidney diseases, complete clinical 
development is largely unthinkable for small companies and would require a large pharma to carry this 
task.  Management has decided to concentrate its current funding on short-term achievable goals such 

as COVID-19 and ADPKD.  The potential is huge but much larger resources are required to carry this 
indication into clinical trials.  A pharma partner will likely be required. We have attributed zero value for 
this asset at this time. 
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Competitive Landscape – Diabetic Kidney Diseases Market 

According to a recent report by Modor Intelligence, the diabetes care drugs market reached US$70 billion 
in 2019, and it is anticipated to grow at ~4-5% for the next decade.  With more than 40% of T2DM also 
affected with kidney issues, pharmaceutical companies have tried unsuccessfully to expand current 

diabetes drugs in patients with kidney issues.  In a recent study (figure 3), SGLT2 drugs (empagliflozin, 
canagliflozin, dapagliflozin, ertugliflozin and sotagliflozin) were shown to have a better renal outcome, 
however: 

a) Results of the meta-analysis were not statistically significant (p=0.11) with an absolute risk <10%. 
b) The study never mentioned any details of the improvement of the kidney with the marker (eGFR), 

which is the standard measure of kidney health. In summary, these studies stated that diabetes’ 

drugs slightly reduced the pace but never reversed the decline of eGFR over time. 
 
Conclusion: Diabetic Kidney diseases remains a major unmet medical need. 

 
 
Figure 3:  Kidney Outcomes with Diabetes Drugs SGLT-2 

 

  
Source: Giugliano et al., Diabetes Obesity Metabolism 2021, SGLT2 inhibitors for the prevention of cardio-renal 
outcomes in type 2 diabetes- An updated meta‐analysis. 
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Financial Model details 

Financial Assumptions (Canadian $) 

 Research & Development- The total cost for the Phase 3 clinical study for XRx-008 remains the 

same at C$30 million. We are reducing the cost of XRx-101 from C$15 million to C$10 million to 
reach FDA approval.  We still expect at least one partnership in 2022 that would cover the bulk of 
the product development which would be triggered by the FDA approval of any Phase 3 clinical 
trial. 

 No other change for other expenses. 

 One year later, we have a better idea of the number of patients still being impacted by Covid-19 
and the positive effects of vaccinations; therefore, we have adjusted our revenue expectations for 
XRx-101 which is an important component of the Company’s value. 

Shares Outstanding 

XORTX shares were consolidated in October 2021 at a rate of 11.74 for 1 common share pre-
consolidation. Using 110.1 million shares at the end of June 2021, this event would mean approximately 

9.4 million shares after consolidation. With the recent financing in Q3-2021 we can add another 3.2 
million shares to finish at 12.6.  We expect the Company to seek financing further in 2022 and 2023 as 
they could deliver additional positive clinical milestones and/or close a licensing agreement with a 

commercial partner. 

Balance Sheet  

We estimate XORTX will require different sources of financings to advance all its product candidates and 
will also require a commercial partner to complete clinical trials.    

 First, the recent financing of approximately US$12 million enables the Company to initiate the 
clinical trials for both XRx-008 and XRx-101.  

 Second, following the FDA designation for Orphan disease for XRx-008, we would expect a 
commercial partner to show interest.  This designation would significantly de-risk the development 
of the drug towards a licensing arrangement.  In our model, we have moved by one year the 
upfront payments from 2021 to 2022 along with clinical milestones in subsequent years. 
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Income Statement 

 
 

  

INCOME STATEMENT - XORTX THERAPEUTICS INC. C$M

2018A 2019A 2020A 2021E 2022E 2023E 2024E 2025E 2026E 2027E 2028E 2029E 2030E

ROYALTIES XRx-008 29.4 53.9 79.0 121.1 170.9 189.3 195.3

OTHER REVENUES (MILESTONES, UPFRONT) 45.0 45.0 63.0 63.0 18.0 18.0

ROYALTIES XRx-101 15.0 11.4 8.7 6.7 5.1 3.9 3.0 2.3

OTHER REVENUES (MILESTONES, UPFRONT) 8.1 24.5 36.0 34.0 26.3 21.5 16.5 12.6 9.6

TOTAL REVENUES 53.1 84.4 139.8 159.6 130.1 165.8 191.2 204.8 207.2

COST OF SALES

GROSS MARGIN 53.1 84.4 139.8 159.6 130.1 165.8 191.2 204.8 207.2

RESEARCH & DEVELOPMENT 0.3        0.1        0.3        4.0        10.0      15.0      20.0      20.0      20.0      20.0      20.0      20.0      20.0      

ADMINISTRATION 0.9        0.4        1.1        1.0        2.0        3.0        4.0        4.0        4.0        4.0        4.0        4.0        4.0        

OPEX 1.2 0.5 1.4 5.0 12.0 18.0 24.0 24.0 24.0 24.0 24.0 24.0 24.0

EBITDA -1.2 -0.5 -1.4 -5.0 41.1 66.4 115.8 135.6 106.1 141.8 167.2 180.8 183.2

FINANCING /LISTING EXPENSES 2.6 0.1 0.1 2.0

OTHER 

INCOME (LOSS) BEFORE TAXES -3.8 -0.6 -1.5 -7.0 41.1 66.4 115.8 135.6 106.1 141.8 167.2 180.8 183.2

INCOME TAXES 19.9 34.7 54.2 42.4 56.7 66.9 72.3 73.3

Tax rate 30% 30% 40% 40% 40% 40% 40% 40%

Net INCOME (LOSS) -3.8 -0.6 -1.5 -7.0 41.1 46.5 81.1 81.4 63.6 85.1 100.3 108.5 109.9

Weighted average nb shares (thousands) 5.3 5.4 6.7 10.2 20.0 30.0 30.0 30.0 30.0 30.0 30.0 30.0 30.0

INCOME (LOSS) PER SHARE -0.72 -0.11 -0.23 -0.68 2.05 1.55 2.70 2.71 2.12 2.84 3.34 3.62 3.66
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Valuation 

Just to review our initial valuation. Once again, we have looked at different methodologies and they all 
significantly undervalue the pipeline value of XORTX assets using multiple approaches: 

a) Comparable to Peer Group  

b) Comparable to Orphan Disease companies  

c) Comparable to Early-stage companies who became public in 2021; and 

d) Discounted Cash Flow which will be the preferred valuation approach. 

 

VALUATION COMPARED TO PEER GROUP 

In this first instance, all the companies are selected were pre-revenues and have programs in organ 
disease related such as liver, kidney, heart, etc. According to our calculations and our proprietary 
valuation for each asset in a company pipeline, XORTX would be significantly undervalued to its peers. 

The median value for the peer group pegs each point of their pipeline at US $11 million compared to 
XORTX at US$0.5 million. Using $11 million for each point, Xortx entreprise value would be US$352 
million. 

 

  

PEER GROUP  to XORTX THERAPEUTICS

COMPANY

Symbol Firm Value 1 1/2 2 2b 3 NDA

Pipeline 

Value Points

Firm Value/ 

Pipeline Points

1 2 3= 2/1
Angion Biomedica Nasdaq:ANGN 146 1 2 1 39 4

Ardelyx Inc. Nasdaq:ARDX 2 1 2 1 60 0

Caladrius Nasdaq:CLBS -36 1 1 1 28 -1

Calliditas Therapeutics AB Nasdaq:CALT 462 1 1 30 15

Cara Therapeutics Inc. Nasdaq:CARA 492 3 1 2 1 92 5

Centessa Pharma Nasdaq:CNTA 893 1 2 1 39 23

Chinook Nasdaq:KDNY 362 2 1 1 32 11

Diamedica Nasdaq:DMAC 87 3 1 42 2

Keros Therapeutics Nasdaq:KROS 653 1 4 43 15

Kodiak Sciences Nasdaq:KOD 4,974 1 3 60 83

Lexicon Pharma Nasdaq:LXRX 623 2 1 30 21

Mirum Pharma Nasdaq:MIRM 279 2 2 26 11

Reata Pharma Inc. Nasdaq:RETA 2,846 1 5 2 1 103 28

Regulus Nasdaq:RGLS 10 1 1 13 1

Tricida Nasdaq:TCDA 185 1 16 12

Median Value 11

Xortx Therapeutics Nasdaq:XRTX 17 2 32 0.5

Source: Morningstar, Biopharmacatalyst, NASDAQ, Company reports

US$M NB OF PROGRAMS BY STAGE OF DEVELOPMENT
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VALUATION COMPARED TO ORPHAN DISEASES COMPANIES 

In this second group of companies, all the companies are selected were pre-revenues and have programs 
in different orphan diseases and often a more diversified portfolio than just one disease focus.  We have 
identified a list of 26 companies.  Using the same methodology as before using Entreprise Value divided 

by Pipeline Value we establish the market pegs each point of an asset in development at US$24 million 
versus only US$0.5 million for XORTX. Using $11 million for each point, Xortx entreprise value would be 
US$768 million. 

 
 

  

ORPHAN DISEASES COMPANIES

COMPANY

Symbol Firm Value 1 1/2 2 2b 3 NDA

Pipeline 

Value 

Points

Firm Value/ 

Pipeline 

Points

1 2 3= 2/1
Albireo Pharma Inc. Nasdaq:ALBO 401 1 2 3 71 6

Apellis Pharma Nasdaq:APLS 2,697 1 4 2 78 35

Arrowhead Nasdaq:ARWR 6,501 4 2 4 92 71

Ascendis Pharma a/s Nasdaq:ASND 7,790 1 2 26 300

Avro Bio Nasdaq:AVRO 21 4 24 1

Editas Medicine Nasdaq:EDIT 2,095 2 12 175

Gain Therapeutics, Inc. Nasdaq:GANX 40 0.5 1.5 27

Glokus Therapeutics NYSE:GKOS 2,092 1 2 42 50

IMARA Inc. Nasdaq:IMRA 32 3 30 1

Immunovant Nasdaq:IMVT 637 3 1 42 15

Intelli Therepautics Nasdaq:NTLA 9,292 3 9 1,032

Kadmon Holdings Inc Nasdaq:KDMN 1,475 2 2 1 44 34

Krystal Bio Nasdaq:KRYS 758 1 1 1 25 30

Longboard Pharmaceuticals Nasdaq:LBPH 42 1 3 14

Meiragtx Holdings Nasdaq:MGTX 697 3 2 50 14

Morphic Holdings Nasdaq:MORF 1,539 2 6 257

Nkarta Nasdaq:NKTX 296 2 6 49

Orphazyme A/S Nasdaq:ORPH 160 1 1 1 46 3

Passage BIO Nasdaq:PASG 93 3 18 5

Pliant Therapeutics Nasdaq:PLRX 369 1 2 23 16

Proqr Therapeutics Nasdaq:PRQR 420 1 4 1 39 11

Regenx Bio Nasdaq:RGNX 982 3 2 1 50 20

Rocket Pharmaceuticals Nasdaq:RCKT 1,414 3 1 2 35 40

Sangamo Therapeutics Nasdaq:SGMO 750 3 1 1 44 17

Taysha Gene Therapies, Inc. Nasdaq:TSHA 506 4 24 21

Uniqure NV Nasdaq:QURE 745 1 1 22 34

Median Value 24

US$M NB OF PROGRAMS BY STAGE OF DEVELOPMENT
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VALUATION BASED ON NEW PUBLIC & EARLY-STAGE COMPANIES  

We believe the current valuation of newly minted IPO and early-stage companies is overvalued.  This 
could be partly due to the overall growth of the stock market in combination with the exuberance of 

healthcare stocks from COVID-19.  As can be seen in the graphic below, IPO proceeds for a Phase 3 drug 
company is higher than US$200 million which would value the Company at more than US$600-$700 
million. This valuation represents more than double the value of five years ago.  This is also the reason 

there are so many companies becoming public either through an IPO or a SPAC.  Just like in our initiation 
report in August 2020, we could easily demonstrate that using this financial metric we could justify a 
company value for XORTX of more than 10x its current value.  As the graphic A shows (Fig 4), companies 

in Phase 3 had an IPO value more than US$200 million.  

 
Figure 4: Newly Public Companies by Stage of Development by Diseases and By Technology  
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VALUATION BASED ON DCF 

Even if more than 25% of companies which became public in the last 2 two years had no drugs in clinical 
trials, they were still able to achieve a valuation more than US$500 million on their first trading day. We 
don’t believe it would be appropriate to use this metric against a more mature company such as XORTX.  

Many companies with promising products in Phase 3 and targeting orphan disease indications have 
valuations of more than US$1 billion.  While we believe the market could continue to value biotech 
companies in a bubble mindset, we prefer to use the traditional finance methodology such as Discounted 

Cash Flow to give us a more realistic approach of its value for investors. 

 

DCF Model - XORTX 

 
 
Revised One Year Target Price 
 Given the de-risked outlook with two major financings, we have reviewed our assumptions to better 

reflect the future potential target price.  

 Additionally, the Company has completed a share consolidation (11.74 to 1 common share) with its 
new listing in the USA.   

 The number of shares has basically doubled in the last year.   

 However, moving forward one year and getting close to the initiation of the Phase 3 clinical trials, we 
feel more secure in reducing our discount rate from 20% to 15% in our DCF model.   

 We continue to value the stock using a sum-of-the-parts methodology that includes DCF calculations 
for the two assets.   

 We assign NO value to XRx-225 and believe it will carry significant value when the drug initiates 
human clinical trials.   

 When compared to peer companies, either developing orphan drugs at a similar stage of development 
or new companies that became public in the last two years, the Company is SIGNIFICANTLY 
UNDERVALUED.   

 Based on our revised numbers, the total enterprise value doubled but the huge share 
increase has kept a target price to C$26.00, a slight decrease from C$27.00 *** 
previously.  

 We reiterate our BUY rating. 

 

*** Old target price of C$2.30 x 11.74 share consolidated: C$27.00  

  

2018A 2019A 2020A 2021E 2022E 2023E 2024E 2025E 2026E 2027E 2028E 2029E 2030E TV

TOTAL REVENUES C$M 53.1 84.4 139.8 159.6 130.1 165.8 191.2 204.8 207.2 1243.3

Net INCOME (LOSS) C$M -3.8 -0.6 -1.5 -7.0 41.1 46.5 81.1 81.4 63.6 85.1 100.3 108.5 109.9 659.6

DISCOUNT FACTOR 15% 1.000 0.870 0.756 0.658 0.572 0.497 0.432 0.376 0.327 0.284 0.247

NPV NET INCOME -7.0 35.7 35.2 53.3 46.5 31.6 36.8 37.7 35.5 31.2 163.0

TOTAL NPV $500

Nb Shares Mil 2022FY 20.0

Value Asset/Share $24.98

Cash/Share $1.35

Net Value/share $26.33
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Appendix A: Key Management Personnel & Clinical Advisory 
Board 

Key Management Personnel  

Dr. Allen Davidoff, President and Chief Executive Officer (CEO) 
 Founder, President and CEO since July 2012.   

 Dr. Davidoff has more than 17 years of experience, starting in the laboratories as a scientist to 
Vice President Product Development before co-founding his first biotech company (Stem Cell 
Therapeutics).   

 Dr. Davidoff has experience in clinical studies and regulatory filing with senior management 
oversights. He was directly involved in two investigational new drug applications, Phase 1 and 2 

clinical studies and one new drug application to the FDA. 
 Prior to forming XORTX, Dr. Davidoff was the Chief Scientific Officer, Vice President Product 

Development and co-founder of Stem Cell Therapeutics Corp. (2005-2012) which became Trillium 

TRIL:NASDAQ and Senior Scientist and was Head of Pharmacology at Cardiome Pharma Corp.  Dr. 
Davidoff received his PhD in Cardiovascular Physiology from the University of Calgary. 

Amar Keshri, Chief Financial Officer 

 Mr. Keshri worked with large organizations in Canada and was internationally involved in several 
service sectors including the life science industry, oil and gas sector.  

 He worked in various public practice audit, finance, and accounting consulting roles, including 

with Suncor, PricewaterhouseCoopers LLP and Ernst & Young.  
 Mr. Keshri is a Member of the Institute of Chartered Accountants of Alberta. 

Dr. Stephen Haworth, Chief Medical Officer 
 Dr. Haworth brings to XORTX 25+ years of successful global drug development and senior 

leadership in both start-up and Fortune 500 pharmaceutical firms in both US and Europe.  
 He has a broad clinical and regulatory experience that ranges from infectious disease through 

nephrology, cardiovascular disease, and most recently on programs for treatment and prevention 
of SARS-CoV infection.  

 Dr. Haworth has held key roles in numerous FDA and EMA submissions and has been involved in 

several licensing and M&A transactions.  
 Dr. Haworth holds a medical degree from University College Hospital Medical School, University 

of London having graduated with Honors. 

Brian Mangal, Biostatistics, Director Business Development, Product Development 
 Mr. Mangal was the former Director of Biostatistics at Cardiome Pharma Corp. His clinical 

development experience includes design, analysis and reporting on over 50 clinical trials, three 
FDA submissions, one TPD (Therapeutic Products Directorate) submission, and a successful EMEA 
(European Medicines Agency) submission.  

 Prior to Cardiome, Mr. Mangal worked at Everest Clinical Research, specializing in dealings with 
the National Institute of Health in the U.S. and as a Biostatistician at Pharmacia/Pfizer where he 

worked on the successful New Drug Application for Linezolid and numerous successful trials with 
Celecoxib. 

Dr. David Sans, Director, Corporate Development 

 Recently joined XORTX in August 2020, Dr. Sans has more than 15 years of pharmaceutical 
experience working with large pharmaceutical companies such as Novartis, Pfizer and ImClone.  
He has also spent more than six years with Summer Street Research Partners in Boston as head 

of investment banking.  
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 Dr. Sans is a highly qualified individual with a Board Certified in Regenerative Medicine from the 

American Board of Regenerative Medicine, a Master’s Degree in Chemical Engineering, a Ph.D. in 
Life Sciences and a MBA in Business Law. 

Clinical Advisory Board  

Dr. Petter Bjornstad, M.D. 
 University of Colorado Denver School of Medicine Barbara Davis Center. 

Dr. Richard Johnson, M.D 
 Professor of Medicine and the Chief of the Renal Division and Hypertension at the University of 

Colorado. 

Dr. Anjay Rastogi, M.D., Ph.D. 
 Professor and Clinical Chief of Nephrology at the David Geffen School of Medicine at UCLA, Los 

Angeles, California. 

Dr. Federico Maese, M.D. 
 Cardiology Specialist in Red Oak, Texas. 

Dr. Henk ter Keurs, M.D.  
 Professor of Cardiac Sciences, Medicine at the University of Calgary, Canada. 

Dr. Charles Edelstein, M.D., Ph.D., 
 Professor of Medicine and Nephrologist at the University of Colorado. 
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Appendix B: Risks 

Regulatory Risks: 
 There is regulatory risk that XORTX could not receive regulatory approval for XRx-008 and XRx-101 or 

other products in development and that regulatory approval may be delayed once applications are 
submitted.  

 Additionally, healthcare reforms in the U.S. or other countries may impact potential commercial sales. 

Commercial Risks:  
 There is commercial risk for XORTX to successfully market and sell XRx-008, XRx-101 and any other 

pipeline products that receive regulatory approval.  
 Currently, the Company does not market any products and it needs to build a sales and marketing team as 

well as establish distribution infrastructure.  
 Other risks include physician acceptance and adoption of a novel therapy for kidney diseases, government 

and payer reimbursement in line with expectations and potential governmental price controls. 

Clinical Development Risks:  
 There are development risks associated with clinical studies and potential delays in the start of trials.  

XORTX is currently investigating a number of drugs in various stages of clinical development.  Enrollment 
may take a significant amount of time in clinical trials and trials may be postponed or delayed for a variety 
of reasons. Additionally, the outcomes of the trials are difficult to predict and could fail for any number of 
reasons including safety and efficacy.  

 Reliance on third parties to conduct future clinical trials reduces control and necessitates that contract 
agreements be honored. 

Manufacturing Risks:  
 XORTX does not own nor operate its own manufacturing facilities. Third-party contract manufacturers are 

utilized for manufacturing in clinical testing, and agreements would need to be implemented for potential 
future commercial production.  

 The Company could face issues of timing and costs, which present risks, as well as the ability to manufacture 
a consistent product. Manufacturing facilities are highly regulated, subjecting them to risk of closure or 
manufacturing delay. 

Financial Risks: 
 XORTX has incurred operating losses since its inception and, in our view, may not achieve profitability for 

several years. The Company could need to raise capital in the future to sustain operations.  
 Additionally, the stock of biotechnology companies, like all publicly traded companies, is subject to market 

volatility and liquidity risks if there are small trading floats.   

Liability Risks: 
 XORTX’s product candidates may cause undesirable side effects or have other properties that could result 

in legal action taken by subjects in trials or commercial patients against the Company. Product liability 
lawsuits are common in the biopharmaceutical industry.  

 The Company is also vulnerable to typical business liability associated with conducting business in a litigious 
environment. 

Intellectual Property Risks: 
 XORTX maintains intellectual property ownership of or exclusive rights to both issued patents and patent 

pending applications involving fundamental features of uric acid, methods of use and chemical modification. 
Issued patents for uric acid formulation and methods of use are anticipated to expire by 2034.  

 The biotechnology industry is litigious, and lawsuits are considered a normal part of doing business. A court 
might not uphold XORTX’s intellectual property rights, or it could find that XORTX infringed upon another 
party’s property rights. In addition, biotech firms could potentially find loopholes in XORTX’s intellectual 
property estate, which might enable them to launch generic versions of XORTX’s products prior to the 
expiration of patent protection on these products.  

 If XORTX is unable to obtain or protect its intellectual property rights, it may not be able to compete 
effectively in the commercial market. 
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Appendix D: eResearch Disclosure 
eRESEARCH CORPORATION 

eResearch was established in 2000 as Canada's first equity issuer-sponsored research organization. As a primary source for 
professional investment research, our Subscribers benefit by having written research on a variety of small- and mid-cap, under-
covered companies. We also provide unsponsored research reports on middle and larger-sized companies, using a combination 
of fundamental and technical analysis. We complement our corporate research coverage with a diversified selection of 
informative, insightful, and thought-provoking research publications from a wide variety of investment professionals. We provide 
our professional investment research and analysis directly to our extensive subscriber network of discerning investors, and 
electronically through our website: www.eresearch.com  

eResearch Intellectual Property:  No representations, express or implied, are made by eResearch as to the accuracy, 
completeness or correctness of the comments made in this Company Perspective. This report is not an offer to sell or a solicitation 
to buy any security of the Company. Neither eResearch nor any person employed by eResearch accepts any liability whatsoever 
for any direct or indirect loss resulting from any use of its report or the information it contains. This report may not be reproduced, 
distributed, or published without the express permission of eResearch. 

ANALYST  ACCREDITATION 

eResearch Analyst on this Report: Claude Camire 

Analyst Affirmation: I, Claude Camire, hereby state that, at the time of issuance of this research report, I do not own common 
shares, share options or share warrants of XORTX Therapeutics Inc. (CSE:XRX). 

eRESEARCH   DISCLOSURE  STATEMENT 

eResearch is engaged solely in the provision of equity research to the investment community. eResearch provides published 
research and analysis to its Subscribers on its website (www.eresearch.com), and to the general investing public through its 
extensive electronic distribution network and through newswire agencies. With regards to distribution of its research material, 
eResearch makes all reasonable efforts to provide its publications, via e-mail, simultaneously to all of its Subscribers. 

eResearch does not manage money or trade with the general public, provides full disclosure of all fee arrangements, and 
adheres to the strict application of its Best Practices Guidelines. 

eResearch accepts fees from the companies it researches (the “Covered Companies”), and from financial institutions or other 
third parties. The purpose of this policy is to defray the cost of researching small and medium capitalization stocks which 
otherwise receive little or no research coverage. XORTX Therapeutics Inc. paid eResearch a fee to have it conduct research 
and publish reports on the Company for one year.  

To ensure complete independence and editorial control over its research, eResearch follows certain business practices and 
compliance procedures. For instance, fees from Covered Companies are due and payable prior to the commencement of 
research. Management of the Covered Companies are sent copies, in draft form without a Recommendation or a Target Price, 
of the Initiating Report and the Update Report prior to publication to ensure our facts are correct, that we have not 
misrepresented anything, and have not included any non-public, confidential information. At no time is management entitled 
to comment on issues of judgment, including Analyst opinions, viewpoints, or recommendations. All research reports must be 
approved, prior to publication, by eResearch’s Director of Research, who is a Chartered Financial Analyst (CFA). 

All Analysts are required to sign a contract with eResearch prior to engagement, and agree to adhere at all times to the CFA 
Institute Code of Ethics and Standards of Professional Conduct. eResearch Analysts are compensated on a per-report, per-
company basis and not on the basis of his/her recommendations. Analysts are not allowed to accept any fees or other 
consideration from the companies they cover for eResearch. Analysts are allowed to trade in the shares, warrants, convertible 
securities or options of companies they cover for eResearch only under strict, specified conditions, which are no less onerous 
than the guidelines postulated by IIROC. Similarly, eResearch, its officers and directors, are allowed to trade in shares, warrants, 
convertible securities or options of any of the Covered Companies under identical restrictions. 

eRESEARCH RATINGS:  
Buy: Stock price expected to appreciate significantly from the current price over the next 12-18 months.  
Speculative Buy: Stock price expected to appreciate significantly from the current price over the next 12-18 months but high 
risk. Accumulate: Stock price expected to appreciate moderately over the next 12 -18 months. 
Hold: Stock price expected to trade in line with the current price over the next 12-18 months. 
Sell: Stock price expected to decline from the current price over the next 12-18 months. 
Under review: No rating presently assigned, pending review and/or additional information from the company.    
Watch List: No rating, no target. A company that is under review for coverage. 
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