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The Company announced topline results from its Phase I Single and Multiple As-

cending Dose Clinical Trial of CardiolRx™. CardiolRx is a pharmaceutically pro-

duced oral cannabidiol formulation being developed for the treatment of acute and 

chronic inflammation associated with heart disease. These results positively sup-

port Cardiol Therapeutics’ proposed treatment dosage for their upcoming Cardi-

olRx Phase II and Phase II/III trials. David Elsley, President and CEO of Cardiol 

Therapeutics, stated: “Cardiol is initiating a Phase II/III clinical trial in the U.S. 

investigating the cardioprotective properties of CardiolRx in 422 hospitalized pa-

tients with COVID-19 with a prior history of, or risk factors for, cardiovascular 

disease, and we are planning to file an Investigational New Drug application with 

the FDA for a Phase II international trial in acute myocarditis, an inflammatory 

condition of the heart which remains a leading cause of sudden cardiac death in 

children and young adults.” 

 

 

GBC AG: Mr. Elsley, first, we congratulate you for this achievement. To our 

knowledge no other studies have incorporated such a high number of subjects for 

single and multiple ascending dosing of high concentration cannabidiol. Can you 

explain your decision to include over 52 participants? 

 

David Elsley: To date, the clinical trials conducted with cannabidiol in support of FDA 

approvals for the treatment of rare childhood epilepsies have only involved children. It is 

therefore important to note that Cardiol’s study is one of the most comprehensive Phase 

I clinical trials ever conducted in adults. Cardiol’s study included fifty-two adult subjects 

who received one of two doses of drug (5 mg/kg or 15 mg/kg of CardiolRx) in both a non 

fed and fed state. Our study results demonstrated that when the drug was taken with 

food, the blood levels of the drug were six to seven times higher than when the drug was 

taken without food. This is an important confirmatory finding as it supports our long-

standing recommendation that cannabidiol should be taken with food to optimize its 

therapeutic potential. Cannabidiol is fat soluble, and when taken with food, more drug 

reaches the blood circulation and becomes available to target sites of disease. Further-

more, even at the very high doses administered during our study, CardiolRx was shown 

to be safe and well tolerated with no adverse impact on cardiac status or liver function. 

 

GBC AG: These results allow Cardiol Therapeutics to move one step further in the 

process of drug approval by the FDA. Can you give us more details on the timeline 

for your two major clinical development programs? 
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David Elsley: We are currently initiating a landmark Phase II/III clinical study in the 

United States in patients with cardiovascular disease (CVD), or risk factors for CVD, who 

are hospitalized with COVID-19.  In this study we are investigating the anti-inflammatory 

and cardioprotective properties of CardiolRx in these high-risk patients, who experience 

markedly elevated risk for mortality and major cardiovascular complications, such as 

heart attack or stroke. This potentially registrational trial will enroll 422 patients at clinical 

research centers throughout the U.S.  We are also preparing to explore the cardioprotec-

tive properties of CardiolRx in a second inflammatory heart condition called acute myo-

carditis. Acute myocarditis is a devasting disease that represents a leading cause of 

sudden cardiac death in young healthy adults and children and for which there is current-

ly no recognized standard of care.  Based on the successful results of the Company’s 

Phase I program, we are now preparing to file an IND application with the FDA for a 

Phase II study in acute myocarditis; a disease that is eligible for orphan drug fast-track 

designation in the U.S., as it represents a life-threatening disease that affects less than 

200,000 people in the United States.  Importantly, GW Pharmaceuticals utilized the U.S. 

orphan drug program to fast track the development of cannabidiol for rare forms of pedi-

atric epilepsy, and in 3.5 years increased shareholder value by over US $6 billion.     

 

GBC AG: When GW Pharmaceuticals, developer of the leading cannabidiol epilep-

sies treatment Epidiolex, got acquired by Jazz Pharmaceutical for over 7.2B USD, 

it served as a stamp of approval for new treatments based on high dosages of 

cannabidiol. Do you believe that if CardiolRx got approval for commercial produc-

tion by the FDA to treat acute myocarditis, the company could expect the same 

range of valuation or even higher? 

 

 

David Elsley: The acute myocarditis market opportunity is essentially twice the size of 

the market for rare epilepsies. The prevalence of the rare pediatric epilepsies is about 

37,000 each year, whereas the prevalence of acute myocarditis is over 70,000 people. It 

is also important to note that other treatments being investigated for acute myocarditis 

are extremely expensive, with potential treatment costs in the range of USD $60,000.  In 

this context, the potential value of CardiolRx as a new drug for the treatment of acute 

myocarditis is incredibly significant, as not only would we have the opportunity to im-

prove outcomes and quality of life for these young patients, but we would also have an 

opportunity to save the healthcare system the enormous expenses of treating patients in 

the hospital. 

 

GBC AG: When GW Pharmaceuticals conducted their Phase III trial for Epidiolex, 

they had a total of 224 patients. Once again, your CardiolRx Phase II/III Trial for 

patients with COVID-19 who have a prior history of, or risk factors for cardiovascu-

lar disease will count twice as many patients. Can you explain why you are em-

barking on such an important clinical program? 

 

David Elsley: Our Phase II/III trial has been designed to investigate the impact of Cardi-

olRx on the risk of mortality, major cardiovascular complications, such as heart attack or 

stroke, and risk of progression to intensive care or requirement for ventilatory support. In 

this context, we have a unique opportunity to study a large patient population to deter-

mine the ability of CardiolRx to affect the end result of disease, in addition to studying the 

impact of our drug on a patient’s symptoms, quality of life, and other markers of disease 

progression. To demonstrate the impact of a new medicine on significant clinical end-

points such as mortality or morbidity, typically larger patient numbers are required and 

that is why our U.S. study design includes more patients than the previous studies in 

epilepsy you are referring to. The other benefit of using a larger number of patients in our 

study is the potential for the trial results to support both an emergency use authorization 
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and an application for marketing authorization for the treatment of high-risk COVID-19 

patients. 

 

GBC AG: How fast after the approval from the FDA could you commercialise Car-

diolRx regarding COVID-19? 

 

David Elsley: The FDA has provided emergency use authorization in a matter of weeks 

after positive data for other treatments. To the extent that we continue to see outbreaks 

around the world of COVID-19, we believe that positive results form our Phase II/III pro-

gram would also support an emergency use authorization by the FDA and possibly other 

jurisdictions around the world. Positive results from this study may also support a new 

drug application for the treatment of patients with a prior history of cardiovascular dis-

eases who become COVID-19 positive as notwithstanding the roll out of vaccines, we 

believe there will be a need for effective therapies for high-risk COVID-19 patients well 

into the future. 

 

GBC AG: Lastly, you surround yourself with a team of leading practicians in the 

cardiovascular field. More specifically, one fact caught our attention: Dr. Matthias 

Friedrich and Dr. Carsten Tschöpe both have strong links to Germany and more 

precisely Berlin. Dr. Tschöpe is the Vice Director of the Department of Internal 

Medicine and Cardiology at the University Medicine Berlin and was awarded the 

prestigious Arthur Weber Prize by the German Cardiac Society for his cardiovas-

cular research. Dr. Friedrich founded one of the first large Cardiovascular Magnet-

ic Resonance centres in Germany at the Charité University Hospital in Berlin. Can 

you explain us how Cardiol Therapeutics and you personally came to have such 

strong ties with Germany? 

 

David Elsley: Dr. Tschöpe is world renowned for his work in acute myocarditis. At the 

Charité hospital in Berlin, he oversees one of the largest myocarditis practices in all of 

Europe. Patients with acute myocarditis are referred from all over Germany and Europe 

to the Charité. Dr. Friedrich, who is now at McGill University Hospital in Montreal, also 

spent many years in heart failure medicine at the Charité and he is also internationally 

recognized for his work in electrophysiology in heart disease. Inflammation increases 

your risk for abnormal heart rhythms which can lead to ventricular tachycardia which can 

in turn result in sudden cardiac death. Dr. Friedrich is an expert in looking at this aspect 

of cardiac disease.  In this regard, as heart disease does not respect borders and affects 

people all around the world, we are extremely pleased that our Steering Committee, 

which oversees the design of our clinical trial programs, is made up of international spe-

cialists from Europe, the United States, Canada, and Latin America. 

 

GBC AG: CardiolRx’s treatment of acute myocarditis would not fight the cause, 

usually a virus infection, but would limit the direct damages inflicted to the patient 

heart tissue. It could therefore limit the possible cardiac failure and irreversible 

damage to the ventricular function due to the myocardial tissue inflammation 

caused by the infection. What is your treatment trying to achieve? 

 

David Elsley: We developed CardiolRx for patients that need cardio protection during 

the acute phase of disease. We envisage providing patients with high doses of canna-

bidiol over a relatively short period of time (30-60 days) to provide rapid onset cardio 

protection during the acute or dangerous phase of the disease. In short, we believe this 

therapeutic strategy can help protect heart tissue from the damage caused by inflamma-

tion and therefore reduce the consequences of this disease and significantly improve 

patients’ quality of life. 

 

GBC AG:  Mr. Elsley, thank you very much for the interview.
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ANNEX 

I. 

Research under MiFID II 

1.There is a contract between the research company GBC AG and the issuer regarding the independent preparation and publication of this 

research report on the issuer. GBC AG is remunerated for this by the issuer. 

2.The research report is simultaneously made available to all interested investment services companies. 

 

II. 

Section 1 Disclaimer and exclusion of liability 

This document is intended solely for information purposes. All data and information in this study come from sources that GBC regards as reliable. 

In addition, the authors have taken every care to ensure that the facts and opinions presented here are appropriate and accurate. Nevertheless, 

no guarantee or liability can be accepted for their correctness – whether explicitly or implicitly. In addition, all information may be incomplete or 

summarized. Neither GBC nor the individual authors accept liability for any damage which may arise as the result of using this document or its 

contents, or in any other way in this connection. 

 

We would also point out that this document does not constitute an invitation to subscribe to nor to purchase any securities and must not be 

interpreted in this way. Nor may it nor any part of it be used as the basis for a binding contract of any kind whatsoever. or be cited as a reliable 

source in this context. Any decision relating to the probable offer for sale of securities for the company or companies discussed in this publication 

should be taken solely on the basis of information in the prospectuses or offer documents which are issued in relation to any such offer. 

 

GBC does not provide any guarantee that the indicated returns or stated target prices will be achieved. Changes to the relevant assump- tions on 

which this document is based can have a material impact on the targeted returns. Income from investments is subject to fluctua- tions. 

Investment decisions should always be made with the assistance of an investment advisor. This document cannot replace the role of an advisor. 

 

Sale outside the Federal Republic of Germany: 

This publication, if sold in the UK. may only be made available to those persons who, in the meaning of the Financial Services Act 1986 are 

authorized and exempt, or persons as defined in section 9 (3) of the Financial Services Act 1986 (Investment Advertisement) (Exemp- tions) 

Decree 1988 (amended version) and must not be transmitted directly or indirectly to other persons or groups of persons. 

 

Neither this document nor any copy of it may be taken into, transferred to or distributed within the United States of America or its territories and 

possessions. The distribution of this document in Canada, Japan or other jurisdictions may be restricted by law. and persons who come into 

possession of this publication should find out about any such restrictions and respect them. Any failure to respect these re- strictions may 

represent a breach of the US, Canadian or Japanese securities laws or laws governing another jurisdiction. 

 

By accepting this document, you accept all disclaimers of liability and the restrictions cited above. You can find the details of this disclaim-

er/exclusion of liability at: 

http://www.gbc-ag.de/de/Disclaimer 

 

Legal information and disclosures as required by section 85 of Securities Trading Act (WpHG) and Financial Analysis Directive 

(FinAnV) 

 

This information can also be found on the internet at the following address: 

http://www.gbc-ag.de/de/Offenlegung 

 

Section 2 (I) Updates 

A detailed update of the present analysis/analyses at any fixed date has not been planned at the current time. GBC AG reserves the right to 

update the analysis without prior notice. 

 

Section 2 (II) Recommendation/ Classifications/ Rating 

Since 1/7/2006 GBC AG has used a 3-level absolute share rating system. Since 1/7/2007 these ratings relate to a time horizon of a minimum of 6 

to a maximum of 18 months. Previously the ratings related to a time horizon of up to 12 months. When the analysis is published, the investment 

recommendations are defined based on the categories described below, including reference to the expected returns. Temporary price 

fluctuations outside of these ranges do not automatically lead to a change in classification, but can result in a revision of the original 

recommendation. 
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The recommendations/ classifications/ ratings are linked to the following expectations: 

 

 

 

BUY 

 
The expected return, based on the derived target price, incl. dividend payments within the rel 

10%. 

 

HOLD 

 
The expected return, based on the derived target price, incl. dividend payments within the rel 

10% and < + 10%. 

 

SELL 

 
The expected return, based on the calculated target price, incl. dividend payments within the 

<= - 10%. 

 

 

GBC AG's target prices are determined using the fair value per share, derived using generally recognized and widely used methods of 

fundamental analysis, such as the DCF process, peer-group benchmarking and/or the sum-of-the-parts process. This is done by including 

fundamental factors such as e.g. share splits, capital reductions, capital increases, M&A activities, share buybacks, etc. 

 

Section 2 (III) Past recommendations 

Past recommendations by GBC on the current analysis/analyses can be found on the internet at the following address:  

http://www.gbc-ag.de/de/Offenlegung 

 

Section 2 (IV) Information basis 

For the creation of the present analysis/analyses publicly available information was used about the issuer(s) (where available, the last three 

published annual and quarterly reports, ad hoc announcements, press releases, share prospectuses, company presentations, etc.) which GBC 

believes to be reliable. In addition, discussions were held with the management of the company/companies involved, for the creation of this 

analysis/these analyses, in order to review in more detail the information relating to business trends. 

 

Section 2 (V) 1, Conflicts of interest as defined in section 85 of the Securities Trading Act (WpHG) 

GBC AG and the analysts concerned hereby declare that the following potential conflicts of interest exist for the company/companies described. 

at the time of this publication, and in so doing meet the requirements of section 85 of the Securities Trading Act (WpHG). A detailed explanation 

of potential conflicts of interest is also listed in the catalogue of potential conflicts of interest under section 2 (V) 2. 

 

In relation to the security or financial instrument discussed in this analysis the following possible conflict of interest exists: 

(5a,5b,6b,7,11) 

 

section 2 (V) 2, Catalogue of potential conflicts of interest 

(1) At the time of publication, GBC AG or a legal entity affiliated with it holds shares or other financial instruments in the company analyzed or the 

financial instrument or financial product analyzed. (2) This company holds over 3% of the shares in GBC AG or a legal person connected to 

them. 

(3) GBC AG or a legal person connected to them is a market maker or designated sponsor for the financial instruments of this company. 

(4) GBC AG or a legal person connected to them has, over the previous 12 months, organized or played a leading role in the public issue of 

financial instruments for this company. 

(5) a) GBC AG or a legal entity affiliated with it has concluded an agreement with this company or issuer of the analyzed financial instru- ment in 

the previous 12 months on the preparation of research reports for a fee. Under this agreement, the draft financial analysis (ex- cluding the 

valuation section) was made available to the issuer prior to publication. 

(5) b) After receiving valid amendments by the analyzed company or issuer, the draft of this analysis was changed. 

(6) a) GBC AG or a legal entity affiliated with it has concluded an agreement with a third party in the previous 12 months on the preparation of 

research reports on this company or financial instrument for a fee. Under this agreement, the third party and/or company and/or issuer of the 

financial instrument has been given access to the draft analysis (excluding the valuation section) prior to publication. 

(6) b) After receiving valid amendments by the third party or issuer, the draft of this analysis was changed. 

(7) The analyst responsible for this report holds shares or other financial instruments of this company at the time of publication. 

(8) The analyst responsible for this company is a member of the company's Executive Board or Supervisory Board. 

(9) The analyst responsible for this report received or purchased shares in the company analyzed by said analyst, prior to the time of publication. 

(10) GBC or a related legal party has closed an agreement with the underlying company regarding consulting services during the previous 12 

months. 

(11) GBC or a related legal party has a significant financial interest in the analyzed company, for example to get mandated by the analyzed 

company or to provide any kind of services (such as the organization of fairs, roundtables, road shows, etc.). 

(12) At the time of the financial analysis, the analyzed company is in a financial instrument or financial product (e.g. certificate, fund, etc.) 

managed or advised by GBC AG or its affiliated legal entity. 
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Section 2 (V) 3, Compliance 

 

GBC has defined internal regulatory measures in order to prevent potential conflicts of interest arising or, where they do exist, to declare them 

publicly. Responsibility for the enforcement of these regulations rests with the current Compliance Officer, Kristina Bauer, Email:  

bauer@gbc-ag.de 

 

Section 2 (VI) Responsibility for report 

The company responsible for the creation of this/these analysis/analyses is GBC AG, with registered office in Augsburg, which is registered as a 

research institute with the responsible supervisory authority (Federal Financial Supervisory Authority or BaFin Marie-Curie-Str. 24- 28, 60439 

Frankfurt, Germany). 

GBC AG is currently represented by its board members Manuel Hölzle (Chairman) and Jörg Grunwald.  

 

The analysts responsible for this analysis are: 

Julien Desrosiers, Financial Analyst 

Felix Haugg, Analyst 

 

 

Section 3 Copyright 

This document is protected by copyright. It is made available to you solely for your information and may not be reproduced or distributed to any 

other person. Any use of this document outside the limits of copyright law shall, in principle, require the consent of GBC or of the relevant 

company, should the rights of usage and publication have been transferred. 

 

GBC AG 

Halderstraße 27 

D 86150 Augsburg 

Tel,: 0821/24 11 33-0 

Fax,: 0821/24 11 33-30 

Internet: http://www,gbc-ag,de 

E-Mail: compliance@gbc-ag.de 

  

http://www,gbc-ag,de/
mailto:compliance@gbc-ag.de
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