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ABOUT THIS MANAGEMENT’S DISCUSSION AND ANALYSIS 

All references in this management’s discussion and analysis, or MD&A, to the “Company”, “MindMed”, “we”, “us”, 

or “our” refer to Mind Medicine (MindMed) Inc., unless otherwise indicated or the context requires otherwise. The 

following MD&A is prepared as of August 13, 2020 for MindMed for the three months and six months ended June 

30, 2020, and should be read in conjunction with the condensed consolidated interim financial statements for the three 

and six months ended June 30, 2020 (the “Interim Financial Statements”) and the audited consolidated financial 

statements for the period from May 30, 2019, date of incorporation, to December 31, 2019, which have been prepared 

by management in accordance with International Financial Reporting Standards (“IFRS”) as issued by the 

International Accounting Standards Board (“IASB”). The Interim Financial Statements of the Company and extracts 

of those financial statements provided within this MD&A have been prepared in accordance with International 

Accounting Standard 34, Interim Financial Reporting (“IAS 34”) using accounting policies consistent with 

International Financial Reporting Standards (“IFRS”). 

Our IFRS accounting policies are referred to in note 2 of the condensed consolidated interim financial statements for 

the three and six months ended June 30, 2020 and described in more detail in note 3 of the audited consolidated 

financial statements for the period from May 30, 2019, date of incorporation, to December 31, 2019. All amounts are 

in United States dollars, unless otherwise indicated. References to “CAD$” are to Canadian dollars.  

Mind Medicine (MindMed) Inc. (formerly Broadway Gold Mining Ltd. (“Broadway”)) was incorporated under the 

laws of the Province of British Columbia. Its wholly owned subsidiary, Mind Medicine, Inc. (“MindMed US”) was 

incorporated in Delaware.  Prior to February 27, 2020, the Company’s operations were conducted through MindMed 

US. 

 

On February 27, 2020, MindMed completed a reverse takeover transaction with Broadway Gold Mining Ltd. 

(“Broadway”) by way of a plan of arrangement (the “Arrangement”) under the Business corporations Act (British 

Columbia) pursuant to the arrangement agreement dated as of October 15, 2019 between Broadway, Madison Metals 

Inc., Broadway Delaware Subco Inc. and MindMed US (the “Arrangement Agreement”) which resulted in the 

Company becoming the parent company of MindMed US. MindMed US is deemed to be the acquirer in the reverse 

takeover transaction. As a result, the consolidated statements of financial position are presented as a continuance of 

MindMed US and the comparative figures presented are those of MindMed US.   

CAUTIONARY STATEMENT ABOUT FORWARD-LOOKING STATEMENTS 

This MD&A contains forward-looking statements within the meaning of applicable securities laws. All statements 

contained herein that are not clearly historical in nature are forward-looking, and the words “anticipate”, “believe”, 

“expect”, “estimate”, “may”, “will”, “could”, “leading”, “intend”, “contemplate”, “shall” and similar expressions are 

generally intended to identify forward-looking statements. Forward-looking statements in this MD&A include, but 

are not limited to, statements with respect to:  

• our expected future loss and accumulated deficit levels;  

• our projected financial position and estimated cash burn rate;  

• our requirements for, and the ability to obtain, future funding on favorable terms or at all;  

• our projections for development plans and progress of each of our products and technologies, particularly 

with respect to the timely and successful completion of studies and trials and availability of results from such 

studies and trials;  

• our expectations about our products’ safety and efficacy;  

• our expectations regarding our ability to arrange for and scale up the manufacturing of our products and 

technologies;  

• our expectations regarding the progress, and the successful and timely completion, of the various stages of 

the regulatory approval process;  

• our expectations about the timing of achieving milestones and the cost of our development programs;  

• our plans to market, sell and distribute our products and technologies;  

• our expectations regarding the acceptance of our products and technologies by the market;  

• our ability to retain and access appropriate staff, management and expert advisers;  

• our expectations about whether various clinical and regulatory milestones will be achieved;  
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• our ability to secure strategic partnerships with larger pharmaceutical and biotechnology companies;  

• our strategy to acquire and develop new products and technologies and to enhance the safety and efficacy of 

existing products and technologies;  

• our expectations with respect to existing and future corporate alliances and licensing transactions with third 

parties, and the receipt and timing of any payments to be made by us or to us in respect of such arrangements;  

• our strategy with respect to the protection of our intellectual property; and 

• the effects of COVID-19 on our business. 

All forward-looking statements reflect our beliefs and assumptions based on information available at the time the 

assumption was made. These forward-looking statements are not based on historical facts but rather on management’s 

expectations regarding future activities, results of operations, performance, future capital and other expenditures 

(including the amount, nature and sources of funding thereof), competitive advantages, business prospects and 

opportunities. By its nature, forward-looking information involves numerous assumptions, inherent risks and 

uncertainties, both general and specific, known and unknown, that contribute to the possibility that the predictions, 

forecasts, projections or other forward-looking statements will not occur. In evaluating forward-looking statements, 

readers should specifically consider various factors, including the risks outlined under the heading “Risk Factors” in 

this MD&A. Some of these risks and assumptions include, among others:  

• substantial fluctuation of losses from quarter to quarter and year to year due to numerous external risk factors, 

and anticipation that we will continue to incur significant losses in the future;  

• uncertainty as to our ability to raise additional funding to support operations;  

• our ability to generate product revenue to maintain our operations without additional funding;  

• the risks associated with the development of our product candidates which are at early stages of development;  

• positive results from preclinical and early clinical research are not necessarily predictive of the results of 

later-stage clinical trials;  

• reliance on third parties to plan, conduct and monitor our preclinical studies and clinical trials;  

• our product candidates may fail to demonstrate safety and efficacy to the satisfaction of regulatory authorities 

or may not otherwise produce positive results;  

• risks related to filing Investigational New Drug applications (“INDs”) to commence clinical trials and to 

continue clinical trials if approved;  

• the risks of delays and inability to complete clinical trials due to difficulties enrolling patients;  

• competition from other biotechnology and pharmaceutical companies;  

• our reliance on the capabilities and experience of our key executives and scientists and the resulting loss of 

any of these individuals;  

• our ability to fully realize the benefits of acquisitions;  

• our ability to adequately protect our intellectual property and trade secrets;  

• our ability to source and maintain licenses from third-party owners; and 

• the risk of patent-related litigation,  

 

all as further and more fully described under the heading “Risk Factors” in this MD&A.  

Although the forward-looking statements contained in this MD&A are based upon what our management believes to 

be reasonable assumptions, we cannot assure readers that actual results will be consistent with these forward-looking 

statements. Any forward-looking statements represent our estimates only as of the date of this MD&A and should not 

be relied upon as representing our estimates as of any subsequent date. We undertake no obligation to update any 

forward-looking statement or statements to reflect events or circumstances after the date on which such statement is 

made or to reflect the occurrence of unanticipated events, except as may be required by securities legislation.  
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THE ARRANGEMENT 

 
Name Change, Consolidation and Change in Share Classes  

Immediately prior to the closing of the Transaction and in connection with the Arrangement, Broadway: (a) 

consolidated its common shares on an eight-for-one basis (the “Consolidation”), (b) changed its name to “Mind 

Medicine (MindMed) Inc.” (the “Name Change”), (c) reclassified its post-Consolidation common shares as 

subordinate voting shares (the “Subordinate Voting Shares”) and (d) created a new class of multiple voting shares (the 

“Multiple Voting Shares”) ((c) and (d) together, the “Share Capital Amendment”). Broadway’s registered shareholders 

received replacement share certificates evidencing the Consolidation, Name Change and Share Capital Amendment 

(the “Replacement Shares”).  

Merger of the Company and MindMed US 

Further to the terms of the Arrangement, MindMed US merged with Broadway Delaware Subco Inc., aa subsidiary of 

Broadway under the corporate laws of Delaware. All outstanding Class B common shares of MindMed US (“Class B 

Shares”), Class C  common shares of MindMed US (“Class C Shares”), and Class D common shares of MindMed US 

(“Class D Shares”) were exchanged for Class A common shares of MindMed US (“Class A Shares”), immediately 

following which all Class A Shares were exchanged, on a one-for-one basis (the “Exchange Ratio”), for Subordinate 

Voting Shares or Multiple Voting Shares (in the case of Multiple Voting Shares the exchange was on a one-for-one-

hundred basis) of the Company (“Resulting Issuer Shares”) on a post-Consolidation basis. Such Class A Shares were 

then cancelled pursuant to the Arrangement, and MindMed US issued 1,000 shares of common stock to the Company 

as consideration for issuing the Resulting Issuer Shares to the (former) Broadway shareholders. Additionally, all 

convertible securities of Broadway were exchanged for convertible securities of the Resulting Issuer on the basis of 

the Exchange Ratio.  

Concurrent financings  

MindMed US also completed its brokered private placement financing, in multiple tranches, of Class D Shares at a 

price of $0.33 CAD per share (the “Brokered Private Placement”). See “Description of Share Capital” section for 

more details of the financing.  

 

Neo Exchange listing  

 

The Subordinate Voting Shares of the Company were listed for trading on the Neo Exchange Inc. (“Neo Exchange”) 

on March 3, 2020 (“MMED”).  The financing warrants issued as part of a bought deal financing which closed on May 

26, 2020 also trade on the Neo Exchange (“MMED.WT”) 

 

BUSINESS 

 
MindMed is a neuro-pharmaceutical drug development platform advancing medicines based on psychedelic 

substances through rigorous science and clinical trials. MindMed’s mission is to discover, develop and deploy 

psychedelic inspired medicines that alleviate suffering and improve health.  Through our unique drug development 

platform we seek to prove the safety and efficacy of psychedelic-based substances as disruptive technologies and 

solutions for a continuum of mental illnesses and high unmet medical needs. 

 

MindMed operates a distributed platform with activities in Switzerland, Australia, USA and Canada. The Company’s  

address of its registered and records office is 1166 Alberni Street, Suite 1604, Vancouver, British Columbia. 

In furtherance of our mission and platform strategy, MindMed is actively assembling a compelling drug development 

pipeline of psychedelic inspired medicines planning or undertaking human clinical trials under the supervision and 

strict adherence to the guidelines of the US Food and Drug Administration (“FDA”) and ex-US regulatory authorities. 

MindMed anticipates that it will continue to expand its pipeline and portfolio of intellectual property  

throughout 2020 through co-development agreements, in-licensing    with     leading  academic    research  institutions  

of existing  and  new  clinical   research  in  psychedelics, and proprietary    clinical  trials with  new  psychedelics. In the 

future we will conduct research and development of new and improved psychedelic inspired medicines ranging from 

proprietary psychedelic compounds to non-psychedelic analogs with medicinal properties. 
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MindMed’s business is premised on a growing body of research that psychedelics can be a new way to treat a myriad 

of mental health problems. We define psychedelic inspired medicines to be a new class of drugs based on non-

hallucinogenic medicines derived from psychedelics but with a negligible or no hallucinatory effect, or treatment 

through hallucinogenic therapies that would be performed in-clinic and under the supervision of a doctor and therapist.  

Regardless of the treatment, MindMed intends for its approach to always be the same – the psychedelic inspired 

medicines that it develops will attempt to be commercialized as regulated medicines.  This entails conducting clinical 

trials utilizing research scientists with extensive psychedelics backgrounds, using experienced clinical drug 

development teams, the production and supply of drugs at all levels of development according to current Good 

Manufacturing Practices (“cGMP”), and conducting all trials and development under the supervision and strict 

adherence to the guidelines of the US FDA and ex-US regulatory authorities.  

This approach places MindMed in an industry in which there are high barriers to entry, due to the need to conduct 

regulated trials, the time and money involved in doing so, and the related need to develop and protect intellectual 

property associated with drug development. As such, MindMed’s ability to build a compelling drug portfolio and 

pipeline and raise the financing necessary for its operations are key to success. 

Addiction Program 

One of the areas on which MindMed will initially focus is the opioid crisis: in the USA, it is estimated that there are 

at least 11 million people misusing opioids, with an annual cost to the US economy of an estimated $500 billion.1  To 

date, existing addiction treatments have been inadequate, and the FDA has provided incentives for effective opioid 

treatments, including accelerated approval and “breakthrough” designation for the development of treatments for 

opioid use disorders, and a lowered threshold for approval – accepting a standard of “fewer occasions per day” rather 

than total abstinence.  MindMed intends to leverage and develop its existing intellectual property in treating opioid 

use disorder, in particular its 18-MC molecule, which is a synthetic congener of the ibogaine plant, and which has 

been proven effective in the past for treating addictions.  In early tests, 18-MC appears to have retained these anti-

addictive properties while eliminating the downsides of ibogaine use, including a risk of cardiac toxicity, a lengthy 

hallucinogenic experience, and being a banned substance. 

 

Ultimately, addiction is a disease of the brain, caused by dysregulation of the dopamine reward pathway that causes 

the brain to crave and release more dopamine, creating a “high”.  18-MC is designed to treat addiction as a brain 

disease by keeping the dopamine level within a normal range by regulating the dopamine highs, and therefore the 

craving or addiction.  To date, treatments for opioid use disorder have not proven effective and if 18-MC ultimately 

proves effective in opioid use disorder, it could have potential to treat other use disorders like alcohol, tobacco, cocaine 

and methamphetamine. 

 

On July 28, 2020, MindMed concluded dosing in a Phase 1 Single Ascending Dose (SAD) study of 18-MC. The 

dosing of 18-MC was well tolerated in humans and will help advance planning for a Phase 2a clinical trial in opioid 

addiction. Further, the study has not incurred any delays due to the COVID-19 pandemic and the Multiple 

Ascending Dose (MAD) study is on track according to the original development timeline. MindMed plans to begin 

the Phase 2a study of 18-MC in opioid addiction by the end of this year.  

Microdosing Program 

MindMed is developing a drug program based on sub-perceptual amounts of LSD. We believe this will be the first 

ever Phase 2 microdosing trial for adult ADHD, a condition that afflicts an estimated 10 million people in the USA.2  

MindMed is developing intellectual property intended to enable LSD and psilocybin microdoses to be taken at home.  

As always, these will be developed through conducting FDA clinical trials under rigorous scientific conditions, 

thereby enabling a clear regulatory pathway for the development and production of the treatments.  This would be a 

novel treatment in the ADHD market, which is dominated by stimulants. 

 

Experiential Dosing Program 

Anxiety is a problem with increasing importance. Anxiety Disorders affect 18.1 percent of adults in the United States 

(approximately 40 million adults between the ages of 18 to 54)3. Due to the aforementioned anxiety pandemic, 

 
1 USA, The Council of Economic Advisors, The Economic Report of the President, (February 2018).  
2 “Overview”, Children and Adults with Attention-Deficit/Hyperactivity Disorder (CHADD), online: https://chadd.org/for-adults/overview/.  
3 Anxiety And Depression Association Of America. "Facts & Statistics." AADA, 18 June 2020. https://adaa.org/about-adaa/press-room/facts-statistics 

https://chadd.org/for-adults/overview/
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MindMed has officially launched Project Lucy, a commercial drug development program for the treatment of anxiety 

disorders. The company intends to initiate a Phase 2b human efficacy trial that will focus on experiential doses of 

LSD, administered by a therapist. This is the first experiential, psychedelic-assisted therapy to be added to the 

company's drug development pipeline. With the launch of Project Lucy, MindMed is now preparing a total of three 

Phase 2 commercial drug trials based on psychedelic inspired medicines, making it one of the most advanced and 

largest drug development pipelines in the psychedelics industry. 

 

As part of MindMed's decision to add an experiential therapy for anxiety disorders to its clinical development pipeline, 

MindMed has established a project taskforce that is preparing a briefing package for a potential IND (Investigational 

New Drug) with the Food and Drug Administration (FDA). MindMed's Project Lucy task force is working to prepare 

and analyze data relevant for the discussion with the FDA relating to the potential opening of an US IND for the 

treatment of anxiety disorders. MindMed plans to assemble and use data from the University Hospital Basel 

acquisition as part of its briefing package to the FDA. 

 

In addition, MindMed received the data and worldwide rights to an ongoing Phase 2 trial for anxiety disorders 

administered by one of the world leaders in psychedelics pharmacology and clinical research, Dr. Matthias Liechti, 

and a psychedelic therapy expert, Dr. Peter Gasser.  Such data and knowhow will help build MindMed's understanding 

of LSD for anxiety disorders and its platform for LSD as a prescription medication for serious mental health 

conditions. 

 

In addition to using LSD for anxiety, MindMed is supporting and collaborating on a Phase 2 clinical trial evaluating 

LSD for the treatment of cluster headaches at University Hospital Basel's Liechti Lab. Cluster headaches are a 

relatively uncommon primary headache disorder that is one of the trigeminal autonomic cephalgias. Its lifetime 

prevalence is estimated to be 124 per 100,000 persons with a one-year prevalence of 53 per million. Cluster headache 

is considered to be among the most severe forms of pain4 5. The Phase 2 trial began recruiting patients in early January 

and has commenced treating patients with LSD. Dr Matthias Liechti is serving as principal investigator of the clinical 

trial.  

 

Cluster headaches, also known as "suicide headaches," due to the severity of the pain caused are often viewed as one 

of the most profoundly painful conditions known to mankind. The pain occurs on one side of the head or above an 

eye and can last for weeks or months. Studies have demonstrated increased suicidality associated with patients 

experiencing cluster headache attacks. 

 

Non-clinical and anecdotal evidence suggests LSD can abort attacks and decrease the frequency and intensity of the 

attacks. There is a need for new treatment approaches for cluster headaches as current available medications often 

mismanage cluster attack periods.  

 

The Phase 2 trial is investigating the effects of an oral LSD pulse regimen (3 x 100 µg LSD in three weeks) in 30 

patients suffering from Cluster Headaches compared with placebo. The study is a Double-blind, randomized, placebo-

controlled two-phase cross-over study design. MindMed's collaboration will assess if there is clinical evidence for a 

future commercial drug trial through the FDA pathway at a later date. Treatments for cluster headaches may potentially 

qualify for an Orphan Drug Designation and be eligible for certain development incentives provided by the FDA for 

rare diseases. 

 

Liechti Lab and MindMed intend to learn how they can make the administration of LSD more targeted for cluster 

headache patients through this Phase 2 trial and future clinical trials. As part of the collaboration with UHB Liechti 

Lab, MindMed gains exclusive, global use to all data and IP generated in the Phase 2 trial of LSD for cluster headaches. 

 

 

 

 

 
4 Headache Classification Subcommittee of the International Headache Society (2004) The international classification of headache disorders: 2nd 

edition. Cephalalgia 24(Suppl 1):9–160 
5 Fischera M, Marziniak M, Gralow I, Evers S (2008) The incidence and prevalence of cluster headache: a meta-analysis of population-based 

studies. Cephalalgia 28(6):614–618 
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Neutralizer Technology: 

 

In collaboration with University Hospital Basel’s Liechti Laboratory, MindMed discovered and filed a patent 

application in the United States (preserving all worldwide rights) for a neutralizer technology intended to shorten and 

stop the effects of an LSD trip during a therapy session. This discovery, when further developed, may act as the ‘off-

switch’ to an LSD trip. 

 

The invention may help reduce the acute effects of a psychedelic drug and help shorten the hallucinogenic effects 

when required by a patient or medical professional. One of the many fears and stigmas associated with psychedelics 

are rare occurrences of ‘bad trips’. MindMed is seeking to equip therapists and other medical professionals with the 

resources and technology to better control the effects of dosing LSD in a clinical setting to improve the patient 

experience and outcomes. 

 

This advancement paves the way for greater therapeutic applications of LSD and shorter-acting psychedelic therapy 

treatments. MindMed believes this technology, when further developed, may one day be marketed as an added feature 

to shorten or stop a therapy session if the patient is not comfortable. 

 

Personalized Medicine Technology: 

 

Further on the technology front, MindMed is also in the process of developing technologies and analytics that seek to 

personalize psychedelic therapy experiences for a specific patient. The technology aims to optimize the dosing of 

MDMA, LSD and other psychedelics based on a patient's profile. The R&D is taking place in collaboration with the 

University Hospital Basel's Liechti Lab. 

 

A considerable problem for doctors, clinical researchers, and therapists is to understand and predict optimal doses of 

psychedelic inspired medicines for patients. Through its clinical research, Liechti Lab has identified novel ways to 

predict and optimize the amount of a psychedelic dose and dosing regimen for therapy. To assemble a patient's 

personalized dosing regimen and therapy session, MindMed and Liechti Lab's analytics method aggregates multiple 

data and criteria of patients in a pre-dose screening and analysis process. MindMed intends to apply this personalized 

medicine approach to psychedelic assisted therapies for patients suffering from mental health and addiction issues. 

 

Additionally, two separate patent applications have been filed. They cover MDMA dose optimization and LSD dose 

response. MindMed has received the exclusive rights from the University Hospital Basel to commercialize the 

outcome of these patent applications on a global basis. 

 

MDMA and DMT R&D 

 

MindMed recently added the psychedelic compound MDMA to its R&D pipeline. Research is being led by Dr. 

Matthias Leichti. After starting the Liechti Lab at the University Hospital Basel, he led multiple clinical trials of the 

safety profile and how MDMA interacts with the human body. This data will now enable MindMed to design 

compelling clinical trials and form a strategy for MDMA as part of its portfolio.  

 

MindMed has committed to fund future R&D of new psychedelic therapies being pursued by the Liechti Lab with the 

intention to create next-generation psychedelic inspired medicines that incorporate MDMA as a component of these 

therapies. Liechti Lab and MindMed plan to explore combination treatments of LSD and MDMA to optimize the 

subjective effect profiles and potentially join the benefits of both psychedelics. 

Concurrently, MindMed will pursue N,N-Dimethyltryptamine (DMT), the principally active ingredient in Ayahuasca. 

MindMed is providing startup funding for a Phase 1 clinical trial testing various intravenous dosing regimens of DMT, 

expected to begin in Q4 of 2020.  

 

DMT is a naturally occurring psychedelic substance and is the active ingredient used in Ayahuasca ceremonies by 

indigenous Amazonian shamanic practitioners. DMT causes a rapid onset and offset of action compared to similar 

psychedelic substances such as psilocybin or LSD. When administered as an Ayahuasca brew, natural substances are 

mixed with DMT to prolong its experiential effects and slow the metabolism in the human body. Through this Phase 

1 clinical trial, MindMed and the Liechti Lab are exploring how DMT can achieve experiential effects similar to 

Ayahuasca by testing a more controlled intravenous dosing method. 
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DMT is rapidly metabolized as it enters the body if taken orally and therefore it only has a very short duration of 

action. In contrast through a continuous intravenous perfusion application the effect is longer but can be stopped 

rapidly. In order to potentially induce a stable DMT experience lasting 1-2 hours, an intravenous dosing regimen 

including a starting dose and then a maintenance dose will be evaluated in this Phase 1 clinical trial. This intravenous 

administration may also allow therapists to induce and to end an experiential state safely and more quickly as required.  

 

There is non-clinical, anecdotal evidence which suggests DMT and Ayahuasca's experiential effects are powerful 

healing tools for addiction disorders. The human safety data and associated knowhow gathered in this Phase 1 clinical 

trial will better enable MindMed's clinical team to design future potential commercial drug development programs 

based on DMT sessions. 

 

Currently, no study has validly determined the elimination half-life of DMT and other pharmacokinetic parameters 

and there is limited known data on dosing regimens of pure DMT. This Phase 1 double blind placebo controlled 5-

period crossover design study will provide a well-controlled study setting to illuminate these shortcomings in the 

current clinical understanding of DMT and pave the way for future Phase 2a proof of concept efficacy studies in 

various indications.   

 

Future Strategy & Growth 

 
MindMed will continue to adapt and improve its strategy in the future as it continues to learn, but MindMed intends 

that its objective will not change: To build a comprehensive platform for the development of medicines based on 

psychedelic substances and to seek to transform these substances into IP-protected, approved medicines. Such 

medicines would benefit all of society by disrupting the enormous economic loss in the United States and elsewhere 

due to mental health, addiction and other high unmet medical needs. All of our drug development programs will 

employ best in class practices and be in strict compliance with drug development regulatory and supervisory bodies. 

In order to build the most compelling drug development platform for psychedelic inspired medicines, we may from 

time to time seek to acquire innovative intellectual property companies, clinical trials, and infrastructure. The 

Company has an active strategy and process to evaluate such opportunities and through rigorous due diligence 

determine if such assets would make a compelling addition to our drug development platform. 

Future R&D and Intellectual Property Strategy 

We maintain an IP development strategy to protect unique discoveries or data that the Company discovers through 

our R&D programs. This encompasses the research and development of new and improved psychedelic inspired 

medicines ranging from proprietary psychedelic compounds to non-psychedelic analogs with medicinal properties. 

While our clinical development programs are MindMed’s first priority, our proprietary research and development 

programs are essential to advancing our product portfolio position as a leader in psychedelic inspired medicines. Prior 

to the acquisition of the 18-MC program by MindMed, Savant Addiction Medicine, LLC maintained intellectual 

property as trade secrets. Following the acquisition, MindMed filed a U.S. Provisional Patent Application entitled 18-

MC FOR TREATMENT OF SUBSTANCE USE DISORDERS (No.: 62/908,754, filed October 1, 2019) 

encompassing the intellectual property previously held as trade secrets. This application covers extensive data on 18-

MC in humans, including surprising results relating to absorption and metabolism in humans and human 

pharmacokinetic activity. For the time being, MindMed maintains most of its intellectual property generated by its 

R&D programs as trade secrets. We anticipate that as these programs mature patent applications will be filed and more 

details about these programs will be available at that time. 

 On April 1, 2020, the Company announced that it had signed a multi-year, exclusive collaboration with the laboratory 

of Professor Dr. Matthias Liechti, a world-leading psychedelics pharmacology and clinical research group at 

University Hospital Basel in Switzerland. Under the agreement, MindMed gained exclusive worldwide rights to data, 

compounds, and patent rights associated with the Liechti laboratory’s research with LSD and other psychedelic 

compounds, including data from preclinical studies and eight completed or ongoing LSD clinical trials. MindMed has 

already begun working with Professor Dr. Liechti’s laboratory to file patents for the data and clinical trials it has 

generated over a 10-year period. MindMed will support ongoing and planned clinical trials under the direction of 

Professor Dr. Liechti, including MindMed’s planned micro-dosing study of LSD as a potential treatment for adult 

ADHD, to begin this year. Professor Dr. Liechti will have primary responsibility for development of the selected 

compounds, and MindMed will provide research funding and milestone payments in return for the exclusive license 
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to existing and future data and intellectual property generated from clinical trials. The University Hospital Basel will 

receive royalties and development revenue on any products marketed through the collaboration. 

 

Product Information and Distribution  

 

MindMed does not currently market or distribute any products. Product information will be available following 

regulatory approval of its products, should that approval occur. Approval may not mean uniform approval for all 

countries or regions. MindMed currently relies on contract manufacturers for the production of 18-MC and the other 

drug candidates it is developing through its platform. In the future it may elect to establish joint-ventures or 

collaborations to further build manufacturing as part of its drug development platform for psychedelic inspired 

medicines. We envision that hallucinogenics will need to be administered in specialized clinics or hospitals under the 

supervision of medical professionals, and that non-hallucinogenic medicines will be prescribed by a doctor and picked 

up from a local pharmacy in the existing healthcare system.  

 

LEGAL PROCEEDINGS  

To our knowledge, there have not been any legal or arbitration proceedings, including those relating to bankruptcy, 

receivership or similar proceedings, those involving any third party, and governmental proceedings pending or known 

to be contemplated, which may have, or have had in the recent past, significant effect on our financial position or 

profitability.  

Also, to our knowledge, there have been no material proceedings in which any director, any member of senior 

management, or any of our affiliates is either a party adverse to us or has a material interest adverse to us.  

RESULTS OF OPERATIONS 

For the Second Quarter of 2020 

Overview  

Since inception, we have incurred losses while advancing the research and development of our products. 

Comprehensive loss for the three months ended June 30, 2020 was $5,757,360. The loss was due primarily to general 

and administrative expenses of $1,873,306, research and development costs of $2,700,411 and share based 

compensation of $1,313,728. 

Research and Development  

Components of research and development costs were as follows: 

         

  Q2-2020   Q1-2020   May 30 to 

December 

31, 2019 

Consulting fees   $      307,025  $ 363,835  $ 801,221 

Licensing fees  -   500,000   727,164 

Manufacturing costs  690,816   207,375   332,825 

Clinical research and regulatory expenses  930,231   5,172   114,699 

Data and study acquisition cost  689,541   583,606   - 

Other  82,798   143,499   234,243 

         

Total  $   2,700,411  $ 1,803,487  $ 2,049,044 

 

To date, our resources were focused primarily on the development of our 18-MC and LSD programs and the 

commencement of related clinical activities. We have commenced clinical studies and have funded data and study 

acquisitions and have begun to acquire materials required to supply our studies. 
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General and Administrative  

Components of general and administrative expenses were as follows: 

      

      

         

    Q2-2020 Q1-2020   May 30 to 

December 

31, 2019 

Consulting fees, payroll and other compensation   $ 627,857 1,049,651  $ 1,173,538 

Legal fees    230,734 30,609   1,045,048 

Accounting and audit    65,349 62,808   312,105 

Marketing and investor relations    685,705 312,468   185,271 

Other    263,661 424,541   389,208 

         

Total   $ 1,873,306 1,880,077  $ 3,105,170 

 

Finance income and costs and foreign exchange gains and losses 

Share-based compensation of $1,313,728 for the quarter resulted from stock options granted ($1,251,485) and from a 

loan made to a director of the Company to purchase shares of the Company ($62,243). The loan has been accounted 

for as an option plan since the Company does not have full recourse to the outstanding loan balance.   

Finance income for the period ended June 30, 2020 of $2,890 consisted of interest income from the shareholder loan. 

During the quarter ended June 30, 2020, we recorded a net foreign currency gain of $208,993. The net foreign currency 

gain in the current period reflected a weakening of the U.S. dollar versus the Canadian dollar while holding a portion 

of the cash received from financing in Canadian currency.  Substantially all of the cash held has been converted to US 

dollars during the quarter. 

 

LIQUIDITY AND CAPITAL RESOURCES  

Cash and working capital 

Since inception, we have financed our operations primarily from the issuance of equity and from interest income on 

funds available for investment. Our primary capital needs are for funds to support our scientific research and 

development activities including staffing, manufacturing, preclinical studies, clinical trials, administrative costs and 

for working capital.  

We have experienced operating losses and cash outflows from operations since incorporation, will require ongoing 

financing in order to continue our research and development activities and we have not earned any revenue or reached 

successful commercialization of our products. Our future operations are dependent upon our ability to finance our 

cash requirements which will allow us to continue our research and development activities and the commercialization 

of our products. There can be no assurance that we will be successful in continuing to finance our operations.  

On February 18, 2020, MindMed US completed the second tranche of the MindMed US Offering, issuing a total of 

37,105,370 MindMed Class D Shares at a price of CAD$0.33 ($0.25) per share for gross proceeds of $9,226,751. On 

closing of the second tranche, MindMed issued Canaccord Genuity Corp. (“Canaccord”), as agent, 2,596,376 

compensation warrants.  

 

On February 26, 2020, MindMed US completed the third tranche of the MindMed US Offering, issuing a total of 

41,227,788 MindMed Class D Shares at a price of CAD$0.33 ($0.25) per share for gross proceeds of $10,251,845. 

On closing of the third tranche, MindMed US issued Canaccord 2,045,945 compensation warrants and Eight Capital, 

as advisory agent, 840,000 compensation warrants. Total cash share issuance costs for the second and third tranches 

of the MindMed US Offering of $802,295 were deducted from the gross proceeds. 
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As of February 26, 2020, Broadway had 49,860,200 Broadway common shares (“Broadway Common Shares”) issued 

and outstanding; pursuant to the Arrangement Agreement, Broadway Common Shares were consolidated on an eight 

to one (8:1) basis and converted to Subordinate Voting Shares. 

 

On March 6, 2020, 840,000 compensation warrants were exercised by Eight Capital and 840,000 Subordinate Voting 

Shares were issued.  

 

During the three months ended June 30, 2020, 2,227,275 warrants and 275,000 options were exercised for proceeds 

totalling $592,487 resulting in the issuance of 2,502,275 Subordinate Voting Shares being issued. 

 

On May 26, 2020, completed a bought deal financing resulting in the issuance of 24,953,850 units at a price per unit 

of $0.53CAD for gross proceeds of $9,582,064.  Each unit comprises one subordinate voting share and one-half of 

one purchase warrant.  Each warrant is exercisable at $0.79CAD until May 26, 2022.  Share issuance costs of 

$1,063,269 were deducted from the gross proceeds. 

 

Our cash and working capital at June 30, 2020 were $24,068,119 and $22,791,285 respectively. The increase in cash 

was due mainly to the $28,017,192 of net financings mentioned above net of the cash used in operations of 

$10,651,415.  

Cash flows from operating activities  

Cash used in operating activities of $10,651,415 for the six months ended June 30, 2020 was mainly due to the 

comprehensive loss of $12,778,156. 

Cash flows from financing activities  

Cash provided by financing activities totaled $28,017,192 for the six months ended June 30, 2020.  

Contractual Obligations and Contingencies  

We enter into research, development and license agreements in the ordinary course of business where we receive 

research services and rights to proprietary technologies. Milestone and royalty payments that may become due under 

various agreements are dependent on, among other factors, clinical trials, regulatory approvals and ultimately the 

successful development of a new drug, the outcome and timing of which is uncertain.  

We periodically enter into research and license agreements with third parties that include indemnification provisions 

customary in the industry. These indemnities generally require us to compensate the other party for certain damages 

and costs incurred as a result of claims arising from research and development activities undertaken by us or on our 

behalf. In some cases, the maximum potential amount of future payments that could be required under these 

indemnification provisions could be unlimited. These indemnification provisions generally survive termination of the 

underlying agreement. The nature of the indemnification obligations prevents us from making a reasonable estimate 

of the maximum potential amount we could be required to pay. Historically, we have not made any indemnification 

payments under such agreements and no amount has been accrued in our financial statements with respect to these 

indemnification obligations. 
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Other than as disclosed below, we did not have any contractual obligations relating to long-term debt obligations, 

capital lease obligations, operating lease obligations, purchase obligations or other long-term liabilities reflected on 

our statement of financial position as at June 30, 2020: 

 

 Payment due by period 

Contractual 

Obligations(1) Total 

Less than 1 

year 1 to 3 years 3 to 5 years 

More than 5 

years 

Purchase obligations(2) $ 2,564,573 $ 2,564,573 $ - $ - $ - 

Operating lease 

obligations(3)  12,840  7,640  5,200  -  - 

           

 $ 2,577,413 $ 2,572,213 $ 5,200 $ - $ - 

Notes:  

(1)  Contractual obligations in the above table do not include amounts in accounts payable and accrued liabilities on our statement of financial 

position as at June 30, 2020.  

(2)  Purchase obligations include all non-cancellable contracts, and all cancellable contracts with $5,000 or greater remaining committed at 

the period end including agreements related to the conduct of our clinical trials, preclinical studies and manufacturing activities.  

(3) Represents operating lease obligations for office facility. 

 

DESCRIPTION OF SHARE CAPITAL  

The continuity of the number of our issued and outstanding shares from May 30, 2019 to the date of the Transaction 

is presented below.  Prior to the completion of the Transaction, the share capital of MindMed US was reported.  

Subsequent to that date, share capital of MindMed is reported:  

Mind Medicine, Inc. Share Capital 

  Class A 

Voting 

Class A 

Voting 

Class B 

Voting 

Class C 

Non-Voting 

Class D 

Non-Voting Total 

Acquisition of 18-MC 

program   -   55,000,000   -   -   -   55,000,000  

Class B shares   -   -   35,000,000   -   -   35,000,000  

Private placement   -   -   -   46,993,671   -   46,993,671  

Private placement   -   -   -   -   10,000,000   10,000,000  

Director compensation   -   -   -   -   725,025   725,025  

Offering - First Tranche   -   -   -   -   18,771,897   18,771,897  

Balance, December 31, 2019   -   55,000,000   35,000,000   46,993,671   29,496,922   166,490,593  

Offering - Second Tranche   -   -   -   -   37,105,370   37,105,370  

Employee termination comp.   -   -   -   -   100,000   100,000  

Offering - Third Tranche   -   -   -   -   41,227,788   41,227,788  

Shares exchanged under 

Arrangement   1,000   (55,000,000)   (35,000,000)   (46,993,671)   (107,930,080)   (244,922,751)  

Balance February 26, 2020   1,000   -   -   -   -   1,000  

        

Mind Medicine (MindMed) Inc. Share Capital 

  Subordinate 

Voting 

Multiple 

Voting 

 

Total Voting Rights 

Broadway share consolidation   6,232,525   -   6,232,525  

Shares exchanged under Arrangement   189,923,751   -   189,923,751  

Shares exchanged under Arrangement   -   550,000   55,000,000  

Warrants exercised   3,067,275   -   840,000  

Options exercised  275,000 - 120,641 

Director compensation   1,244,870   -   622,435  

Balance, June 30, 2020   225,697,271   550,000   280,697,271  
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Share capital issued – for the period ended December 31, 2019  

In July 2019, 55,000,000 Class A Shares were issued for the acquisition of the 18-MC program. 

In July 2019, 35,000,000 Class B Shares were issued to the founders of MindMed US for gross proceeds of $3,500. 

In September 2019, Mind Med US completed a non-brokered private placement financing and sold 45,972,630 Class 

C Shares at a price of $0.10 per share yielding gross proceeds of $4,597,263. MindMed US also settled an outstanding 

loan of $100,000 and interest owing of $2,104 through the issuance of 1,021,041 Class C Shares to a member of the 

Board of Directors of MindMed US. Total Class C Shares issued were 46,993,671 for proceeds of $4,699,367. 

Also, in September 2019, MindMed US sold 10,000,000 Class D Shares to two directors of MindMed US at a price 

of $0.10 per share, yielding gross proceeds of $1,000,000 to MindMed US. 

In December 2019, MindMed US entered into an agency agreement with Canaccord and completed the first tranche 

of the MindMed US Offering, issuing a total of 18,771,897 Class D Shares at a price of CAD $0.33 ($0.25) per share 

for gross proceeds of $4,727,106, before deducting cash share issuance costs of $442,921. On closing of the first 

tranche, MindMed US issued an aggregate of 1,341,033 compensation warrants to Canaccord. 

Share capital issued – for the six months ended June 30, 2020  

On February 18, 2020, MindMed US completed the second tranche of the MindMed US Offering, issuing a total of 

37,105,370 Class D Shares at a price of CAD$0.33 ($0.25) per share for gross proceeds of $9,226,751. On closing of 

the second tranche, MindMed US issued Canaccord, as agent, 2,596,376 compensation warrants.  

On February 18, 2020, MindMed US issued 100,000 Class D Shares to a former executive of the Company.  

On February 26, 2020, MindMed US completed the third tranche of the MindMed US Offering, issuing a total of 

41,227,788 Class D Shares at a price of CAD$0.33 ($0.25) per share for gross proceeds of $10,251,845. On closing 

of the third tranche of the MindMed US Offering, MindMed US issued Canaccord, as agent, 2,045,945 compensation 

warrants and Eight Capital, as advisory agent, 840,000 compensation warrants. Total cash share issuance costs for the 

second and third tranches of the MindMed US Offering of $802,295 were deducted from the gross proceeds. 

Pursuant to the Arrangement Agreement, 244,923,751 Class A Shares were exchanged for Subordinate Voting Shares 

or Multiple Voting Shares. Pursuant to the Arrangement Agreement, 1,000 common shares of MindMed US were 

issued to Broadway in consideration of the issuance of the Subordinate Voting Shares and Multiple Voting Shares.  

As of February 26, 2020, Broadway had 49,860,200 Broadway Common Shares issued and outstanding; pursuant to 

the Arrangement Agreement, Broadway Common Shares were consolidated on an eight-for-one (8:1) ratio and 

converted to Subordinate Voting Shares. 

Pursuant to the Arrangement Agreement, all Class A Shares were converted to either: (a) Subordinate Voting Shares; 

or (b) Multiple Voting Shares. (55,000,000 Class A Shares converted to 550,000 Multiple Voting Shares).  

On March 6, 2020, 840,000 Compensation warrants were exercised by Eight Capital and 840,000 Subordinate Voting 

Shares were issued. 

During May 2020, 2,227,275 subordinated voting shares were issued upon exercise of warrants for proceeds of 

$523,776. 

 

During the three months ended June 30, 2020, 275,000 subordinated voting shares were issued upon exercise of stock 

options for proceeds of $68,712. 

 

On May 26, 2020, the Company completed a bought deal financing resulting in the issuance of 24,953,850 units at a 

price per unit of $0.53CAD for gross proceeds of $9,582,064.  Each unit comprises one subordinate voting share and 

one-half of one purchase warrant.  Each warrant is exercisable at $0.79CAD until May 26, 2022.  Share issuance costs 

of $1,063,269 were deducted from the gross proceeds. 
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Fully Diluted Share Capital  

The number of issued and outstanding subordinate voting s on a fully converted basis as at June 30, 2020 was as 

follows:  

 

 

 

Number of Subordinate  

Voting Share Equivalents 

  

Subordinate Voting 225,697,271 

Multiple Voting  

Unvested portion of director loan shares 

55,000,000 

3,030,105 

Stock Options 22.172.500 

Compensation Warrants 

Financing Warrants 

4,724,113 

12,476,925 

  

Total – June 30, 2020 323,100,914 

  

 

TREND INFORMATION  

Historical patterns of expenditures cannot be taken as an indication of future expenditures. The amount and timing of 

expenditures and therefore liquidity and capital resources vary substantially from period to period depending on the 

number of research and development programs being undertaken at any one time, the stage of the development 

programs, the timing of significant expenditures for manufacturing, toxicology and pharmacology studies and clinical 

trials and the availability of funding from investors and prospective commercial partners.  

Selected Quarterly Financial Information 

 

 

  

Q2 – 2020 

 

Q1 – 2020 Q4 – 2019 Q3 2019 Q2 – 2019 

         

Revenue   $    -    $             - $ - $ - $ - 

Research and 

development expenses 

  

2,700,411 

 

1,803,487  1,597,659  425,185  26,200 

General and 

administrative expenses 

  

1,873,306 

 

1,880,077  1,995,364  1,045,236  64,570 

Listing expense   29,787  2,142,024  -  -  - 

Net loss for the period   (5,757,360)  (7,020,797)  (3,766,105)  (1,617,339)  (90,770) 

Basic and diluted net loss 

per share 

  

0.02 

 

0.04  0.02  0.03  0.00 

Cash and funds held in 

trust 

  

24,068,119 

 

20,508,184  6,702,342  4,822,099  59,282 

Total assets   29,847,514  26,225,515  11,961,540  10,222,267  59,282 

Research and development expenses increased throughout 2019 and into 2020 due to the costs of preparing drug 

substance for clinical trials and the amortization of intangibles related to the acquisition of the 18-MC program. The 

net loss increased in the first quarter of 2020 primarily due to transaction costs related to the completion of the 

Arrangement. Cash increased in the first and second quarters due to the successful completion of financings during 

the periods.  

OFF-BALANCE SHEET ARRANGEMENTS  

We do not have any off-balance sheet arrangements that have, or are reasonably likely to have, a current or future 

effect on our financial condition, revenues or expenses, results of operations, liquidity, capital expenditures or capital 

resources that are material to investors.  
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TRANSACTIONS BETWEEN RELATED PARTIES 

For the six months ended June 30, 2020, the key management personnel of the Company were the board of directors, 

Executive Chair & Co-Chief Executive Officer, Co-Chief Executive Officer & Head of Investor Relations,  President 

& Chief Medical Officer,  Chief Operating Officer and Chief Financial Officer. 

Compensation for key management personnel of the Company for the six months ended June 30, 2020 consisted of 

consulting fees, short-term benefits and other compensation of $1,257,733. 

The Company incurred fees of $816,893 to companies controlled by a director of the Company. 

As at June 30, 2020 the Company had accounts payables and accrued liabilities outstanding of $346,396 to a company 

controlled by a director.  

CRITICAL ACCOUNTING ESTIMATES 

The preparation of financial statements in conformity with IFRS requires management to make judgments, estimates 

and assumptions that affect the application of accounting policies and the reported amounts of assets and liabilities, 

revenue and expenses, related disclosures of contingent assets and liabilities and the determination of our ability to 

continue as a going concern. Actual results could differ materially from these estimates and assumptions. We review 

our estimates and underlying assumptions on an ongoing basis. Revisions are recognized in the period in which the 

estimates are revised and may impact future periods.  

The areas involving a higher degree of judgment or complexity, or areas where assumptions and estimates are 

significant to the financial statements have been set are set out in note 2 to the Q2 2020 financial statements and are 

more fully described note 3 of our audited financial statements for the period ended December 31, 2019.  

ACCOUNTING POLICIES  

Our significant accounting policies are set out in note 2 to the financial statements for the three and six months ended 

June 30, 2020 and are more fully described in Note 3 of our audited financial statements for the period ended December 

31, 2019. This MD&A should be read in conjunction with the unaudited condensed consolidated interim financial 

statements for the period ended June 30, 2020 and the audited consolidated financial statements for the period ended 

December 31, 2019.  

Other accounting standards or amendments to existing accounting standards that have been issued, but have future 

effective dates, are either not applicable or are not expected to have a significant impact on our financial statements. 

FINANCIAL INSTRUMENTS 

Fair value 

Fair Value Measurement provides a hierarchy of valuation techniques based on whether the inputs to those valuation 

techniques are observable or unobservable. Observable inputs are those that reflect market data obtained from 

independent sources, while unobservable inputs reflect the Company’s assumptions with respect to how market 

participants would price an asset or liability. These two inputs used to measure fair value fall into the following three 

different levels of the fair value hierarchy:   

Level 1  Quoted prices in active markets for identical instruments that are observable.   

Level 2  Quoted prices in active markets for similar instruments; inputs other than quoted prices that are observable 

and derived from or corroborated by observable market data.   

Level 3  Valuations derived from valuation techniques in which one or more significant inputs are unobservable.   

The hierarchy requires the use of observable market data when available.   
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Cash and accounts payable and accrued liabilities are all short-term in nature and, as such, their carrying values 

approximate fair values. The derivative liability – foreign currency warrants are valued as Level 1 in the hierarchy, 

using trading values established in an active market. 

Risks 

The Company has exposure to credit risk, liquidity risk, interest rate risk and currency risk. The Company’s Board of 

Directors has overall responsibility for the establishment and oversight of the Company’s risk management 

framework. The Audit Committee of the board of directors is responsible for reviewing the Company’s risk 

management policies.   

(a)  Credit risk   

Credit risk is the risk of financial loss to the Company if a counterparty to a financial instrument fails to meet its 

contractual obligations, and arises principally from the Company’s cash. The carrying amount of these financial assets 

represents the maximum credit exposure. The Company follows an investment policy to mitigate against the 

deterioration of principal and to enhance the Company’s ability to meet its liquidity needs. Cash and funds held in 

trust are on deposit with major American and Canadian chartered banks and the Company invests in high-grade short-

term instruments.    

(b) Liquidity risk   

Liquidity risk is the risk that the Company will not be able to meet its financial obligations as they fall due. The 

Company is a development stage company and is reliant on external fundraising to support its operations. Once funds 

have been raised, the Company manages its liquidity risk by investing in cash and short-term instruments to provide 

regular cash flow for current operations. It also manages liquidity risk by continuously monitoring actual and projected 

cash flows. The board of directors reviews and approves the Company’s operating and capital budgets, as well as any 

material transactions not in the ordinary course of business. 

(c) Interest rate risk   

Interest rate risk is the risk that the fair value or future cash flows of a financial instrument will fluctuate because of 

changes in market interest rates. The Company holds its cash in bank accounts or high-interest money market accounts 

that have a variable rate of interest. The Company manages its interest rate risk by holding highly liquid short-term 

instruments and by holding its investments to maturity, where possible. The Company had no material interest income 

during the quarter, but intends to hold interest bearing accounts in the future. 

(d) Currency risk 

The Company is exposed to currency risk related to the fluctuation of foreign exchange rates and the degree of 

volatility of those rates. Currency risk is limited to the portion of the Company’s business transactions and balances 

denominated in currencies other than the United States dollar.  

Exposure to Foreign Currency (in USD)  Cash  Payables  

Expenses 

6 months to  

June 30, 2020 

       

Canadian Dollars $ 334,759 $ (388,425) $ 1,371,761 

Australian Dollars  32,473  (242,797)  588,904 

Swiss Francs  -  (105,686)  1,406,434 

Euro  -  -  21,622 

British Pounds  -  -  25,615 

       

Total, June 30, 2020 $ 367,232 $ (736,908) $ 3,414,336 
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Therefore, a 1% change in the USD exchange rate would have a net impact on foreign currency balances as at June 

30, 2020 of $3,697.  Also, a 1% change in the USD exchange rate on expenditures would have a net impact during 

the period of $34,143 assuming that all other variables remained constant.  

SUBSEQUENT EVENTS  

On August 13, 2020, the Company announced that it had appointed Dr. Miri Halperin Wernli as President to help 

guide MindMed's clinical development strategy and provide further leadership to its R&D pipeline. 

 

RISK FACTORS 

 

The following information sets forth material risks and uncertainties that may affect our business, including our future 

financing and operating results and could cause our actual results to differ materially from those contained in 

forward-looking statements we have made in this MD&A. The risks and uncertainties below are not the only ones we 

face. Additional risks and uncertainties not presently known to us or that we believe to be immaterial may also 

adversely affect our business. Further, if we fail to meet the future expectations of the public market in any given 

period now that the Company’s shares are listed, the market price of our Subordinate Voting Shares could decline. 

We operate in a highly competitive environment that involves significant risks and uncertainties, some of which are 

outside of our control.  

Risks Related to Our Financial Position and Need for Additional Capital  

We expect to incur future losses and we may never become profitable.  

We have incurred a loss of $12,778,156 for the six months ended June 30, 2020 and expect to incur an operating loss 

for the year ending December 31, 2020. We have an accumulated deficit since inception through June 30, 2020 of 

$18,252,370. We believe that operating losses will continue as we are planning to incur significant costs associated 

with the clinical development of 18-MC and other collaborative projects. Our net losses have had and will continue 

to have an adverse effect on, among other things, our shareholders’ equity, total assets and working capital. We expect 

that losses will fluctuate from quarter to quarter and year to year, and that such fluctuations may be substantial. We 

cannot predict when we will become profitable, if at all.  

We will require additional capital to finance our operations, which may not be available to us on acceptable terms, 

or at all. As a result, we may not complete the development and commercialization of our product candidates or 

develop new product candidates.  

As a research and development company, we expect to spend substantial funds to continue the research, development 

and testing of our product candidates and to prepare to commercialize products subject to approval of the FDA in the 

U.S. and similar approvals in other jurisdictions. We will also require significant additional funds if we expand the 

scope of our current clinical plans or if we were to acquire any new assets and advance their development. Therefore, 

for the foreseeable future, we will have to fund all of our operations and development expenditures from cash on hand, 

equity financings, through collaborations with other biotechnology or pharmaceutical companies or through 

financings from other sources. If we do not succeed in raising additional funds on acceptable terms, we might not be 

able to complete planned preclinical studies and clinical trials or pursue and obtain approval of any product candidates 

from the FDA and other regulatory authorities. It is possible that future financing will not be available or, if available, 

may not be on favorable terms. The availability of financing will be affected by the achievement of our corporate 

goals, the results of scientific and clinical research, the ability to obtain regulatory approvals, the state of the capital 

markets generally and with particular reference to drug development companies, the status of strategic alliance 

agreements and other relevant commercial considerations. If adequate funding is not available, we may be required to 

delay, reduce or eliminate one or more of our product development programs, or obtain funds through corporate 

partners or others who may require us to relinquish significant rights to product candidates or obtain funds on less 

favourable terms than we would otherwise accept. To the extent that external sources of capital become limited or 

unavailable or available on onerous terms, our intangible assets and our ability to continue our clinical development 

plans may become impaired, and our assets, liabilities, business, financial condition and results of operations may be 

materially or adversely affected.  
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We currently have no product revenue and will not be able to maintain our operations and research and 

development without additional funding.  

To date, we have generated no product revenue and cannot predict when and if we will generate product revenue. Our 

ability to generate product revenue and ultimately become profitable depends upon our ability, alone or with partners, 

to successfully develop our product candidates, obtain regulatory approval, and commercialize products, including 

any of our current product candidates, or other product candidates that we may develop, in-license or acquire in the 

future. We do not anticipate generating revenue from the sale of products for the foreseeable future. We expect our 

research and development expenses to increase in connection with our ongoing activities, particularly as we advance 

our product candidates through clinical trials.  

We are exposed to the financial risk related to the fluctuation of foreign exchange rates and the degrees of volatility 

of those rates.  

We may be adversely affected by foreign currency fluctuations. To date, we have been primarily funded through 

issuances of equity and from interest income on funds available for investment, which are primarily denominated in 

U.S. dollars. Also, a significant portion of our expenditures are in other currencies, and we are therefore subject to 

foreign currency fluctuations which may, from time to time, impact our financial position and results of operations.  

Risks Related to Our Business and Our Industry  

Our prospects depend on the success of our product candidates which are at early stages of development, and we 

may not generate revenue for several years, if at all, from these products.  

Given the early stage of our product development, we can make no assurance that our research and development 

programs will result in regulatory approval or commercially viable products. To achieve profitable operations, we, 

alone or with others, must successfully develop, gain regulatory approval, and market our future products. We 

currently have no products that have been approved by the FDA, Health Canada (“HC”) or any similar regulatory 

authority. To obtain regulatory approvals for our product candidates being developed and to achieve commercial 

success, clinical trials must demonstrate that the product candidates are safe for human use and that they demonstrate 

efficacy. While we have commenced clinical trials for 18-MC, we have not yet completed later stage clinical trials for 

any of our product candidates.  

Many product candidates never reach the stage of clinical testing and even those that do have only a small chance of 

successfully completing clinical development and gaining regulatory approval. Product candidates may fail for a 

number of reasons, including, but not limited to, being unsafe for human use or due to the failure to provide therapeutic 

benefits equal to or better than the standard of treatment at the time of testing. Unsatisfactory results obtained from a 

particular study relating to a research and development program may cause us or our collaborators to abandon 

commitments to that program. Positive results of early preclinical research may not be indicative of the results that 

will be obtained in later stages of preclinical or clinical research. Similarly, positive results from early-stage clinical 

trials may not be indicative of favourable outcomes in later-stage clinical trials, and we can make no assurance that 

any future studies, if undertaken, will yield favourable results.  

The early stage of our product development makes it particularly uncertain whether any of our product development 

efforts will prove to be successful and meet applicable regulatory requirements, and whether any of our product 

candidates will receive the requisite regulatory approvals, be capable of being manufactured at a reasonable cost or be 

successfully marketed. If we are successful in developing our current and future product candidates into approved 

products, we will still experience many potential obstacles, which would affect our ability to successfully market and 

commercialize such approved products, such as the need to develop or obtain manufacturing, marketing and 

distribution capabilities, price pressures from third-party payors, or proposed changes in health care systems. If we 

are unable to successfully commercialize any of our products, our financial condition and results of operations may 

be materially and adversely affected.  

We can make no assurance that any future studies, if undertaken, will yield favorable results. Many companies in the 

pharmaceutical and biotechnology industries have suffered significant setbacks in later-stage clinical trials after 

achieving positive results in early-stage development, and we cannot be certain that we will not face similar setbacks. 

These setbacks have been caused by, among other things, preclinical findings made while clinical trials were underway 
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or safety or efficacy observations made in clinical trials, including previously unreported adverse events. Moreover, 

preclinical and clinical data are often susceptible to varying interpretations and analyses, and many companies that 

believed their product candidates performed satisfactorily in preclinical studies and clinical trials nonetheless failed 

to obtain FDA approval. If we fail to produce positive results in our future clinical trials of 18-MC and other programs, 

the development timeline and regulatory approval and commercialization prospects for our leading product candidates, 

and, correspondingly, our business and financial prospects, would be materially adversely affected.  

 

We rely and will continue to rely on third parties to plan, conduct and monitor our preclinical studies and clinical 

trials, and their failure to perform as required could cause substantial harm to our business.  

We rely and will continue to rely on third parties to conduct a significant portion of our preclinical and clinical 

development activities. Preclinical activities include in vivo studies providing access to specific disease models, 

pharmacology and toxicology studies, and assay development. Clinical development activities include trial design, 

regulatory submissions, clinical patient recruitment, clinical trial monitoring, clinical data management and analysis, 

safety monitoring and project management. If there is any dispute or disruption in our relationship with third parties, 

or if they are unable to provide quality services in a timely manner and at a feasible cost, our active development 

programs will face delays. Further, if any of these third parties fails to perform as we expect or if their work fails to 

meet regulatory requirements, our testing could be delayed, cancelled or rendered ineffective.  

We rely on contract manufacturers over whom we have limited control. If we are subject to quality, cost or delivery 

issues with the preclinical and clinical grade materials supplied by contract manufacturers, our business operations 

could suffer significant harm.  

We have limited manufacturing experience and rely on contract manufacturing organizations (“CMOs”) to 

manufacture our product candidates for preclinical studies and clinical trials. We rely on CMOs for manufacturing, 

filling, packaging, storing and shipping of drug product in compliance with cGMP regulations applicable to our 

products. The FDA ensures the quality of drug products by carefully monitoring drug manufacturers’ compliance with 

cGMP regulations. The cGMP regulations for drugs contain minimum requirements for the methods, facilities and 

controls used in manufacturing, processing and packing of a drug product.  

There can be no assurances that CMOs will be able to meet our timetable and requirements. We have not contracted 

with alternate suppliers for 18-MC drug substance production in the event that the current provider is unable to scale 

up production, or if it otherwise experiences any other significant problems. If we are unable to arrange for alternative 

third-party manufacturing sources on commercially reasonable terms or in a timely manner, we may be delayed in the 

development of our product candidates. Further, CMOs must operate in compliance with cGMP and failure to do so 

could result in, among other things, the disruption of product supplies. Our dependence upon third parties for the 

manufacture of our products may adversely affect our profit margins and our ability to develop and deliver products 

on a timely and competitive basis.  

We require commercial scale and quality manufactured product to be available for pivotal or registration clinical 

trials. If we do not have commercial grade drug supply when needed, we may face delays in initiating or completing 

pivotal trials and our business operations could suffer significant harm.  

To date, our product has been manufactured in small quantities for pre-clinical studies and clinical trials by third party 

manufacturers. In order to commercialize our product, we need to manufacture commercial quality drug supply for 

use in registration clinical trials. Most, if not all, of the clinical material used in phase 3/pivotal/registration studies 

must be derived from the defined commercial process including scale, manufacturing site, process controls and batch 

size. If we have not scaled up and validated the commercial production of our product prior to the commencement of 

pivotal clinical trials, we may have to employ a bridging strategy during the trial to demonstrate equivalency of early 

stage material to commercial drug product, or potentially delay the initiation or completion of the trial until drug 

supply is available. The manufacturing of commercial quality drug product has long lead times, is very expensive and 

requires significant efforts including, but not limited to scale-up of production to anticipated commercial scale, process 

characterization and validation, analytical method validation, identification of critical process parameters and product 

quality attributes, and multiple process performance and validation runs. If we do not have commercial drug supply 
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available when needed for pivotal clinical trials, our regulatory and commercial progress may be delayed, and we may 

incur increased product development cost. This may have a material adverse effect on our business, financial condition 

and prospects, and may delay marketing of the product.  

If clinical trials of our product candidates fail to demonstrate safety and efficacy to the satisfaction of regulatory 

authorities or do not otherwise produce positive results, we would incur additional costs or experience delays in 

completing, or ultimately be unable to complete, the development and commercialization of our product candidates.  

Before obtaining marketing approval from regulatory authorities for the sale of our product candidates, we must 

conduct preclinical studies in animals and extensive clinical trials in humans to demonstrate the safety and efficacy of 

the product candidates. Clinical testing is expensive and difficult to design and implement, can take many years to 

complete and has uncertain outcomes. The outcome of preclinical studies and early clinical trials may not predict the 

success of later clinical trials, and interim results of a clinical trial do not necessarily predict final results. A number 

of companies in the pharmaceutical and biotechnology industries have suffered significant setbacks in advanced 

clinical trials due to lack of efficacy or unacceptable safety profiles, notwithstanding promising results in earlier trials. 

We do not know whether the clinical trials we may conduct will demonstrate adequate efficacy and safety to result in 

regulatory approval to market any of our product candidates in any jurisdiction. A product candidate may fail for 

safety or efficacy reasons at any stage of the testing process. A major risk we face is the possibility that none of our 

product candidates under development will successfully gain market approval from the FDA or other regulatory 

authorities, resulting in us being unable to derive any commercial revenue from them after investing significant 

amounts of capital in their development.   

If we experience delays in clinical testing, we will be delayed in commercializing our product candidates, and our 

business may be substantially harmed.  

We cannot predict whether any clinical trials will begin as planned, will need to be restructured, or will be completed 

on schedule, or at all. Our product development costs will increase if we experience delays in clinical testing. 

Significant clinical trial delays could shorten any periods during which we may have the exclusive right to 

commercialize our product candidates or allow our competitors to bring products to market before us, which would 

impair our ability to successfully commercialize our product candidates and may harm our financial condition, results 

of operations and prospects. The commencement and completion of clinical trials for our products may be delayed for 

a number of reasons, including delays related, but not limited, to:  

• failure by regulatory authorities to grant permission to proceed or placing the clinical trial on hold;  

• patients failing to enroll or remain in our trials at the rate we expect;  

• suspension or termination of clinical trials by regulators for many reasons, including concerns about patient 

safety or failure of our CMOs to comply with cGMP requirements;  

• any changes to our manufacturing process that may be necessary or desired;  

• delays or failure to obtain clinical supply from CMOs of our products necessary to conduct clinical trials;  

• product candidates demonstrating a lack of safety or efficacy during clinical trials;  

• patients choosing an alternative treatment for the indications for which we are developing any of our product 

candidates or participating in competing clinical trials;  

• patients failing to complete clinical trials due to dissatisfaction with the treatment, side effects or other 

reasons;  

• reports of clinical testing on similar technologies and products raising safety and/or efficacy concerns;  

• competing clinical trials and scheduling conflicts with participating clinicians;  

• clinical investigators not performing our clinical trials on their anticipated schedule, dropping out of a trial, 

or employing methods not consistent with the clinical trial protocol, regulatory requirements or other third 

parties not performing data collection and analysis in a timely or accurate manner;  

• failure of our contract research organizations (“CROs”) to satisfy their contractual duties or meet expected 

deadlines;  

• inspections of clinical trial sites by regulatory authorities, institutional review boards (“IRBs”) or ethics 

committees finding regulatory violations that require us to undertake corrective action, resulting in 

suspension or termination of one or more sites or the imposition of a clinical hold on the entire study;  
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• one or more IRBs or ethics committees rejecting, suspending or terminating the study at an investigational 

site, precluding enrollment of additional subjects, or withdrawing its approval of the trial; or  

• failure to reach agreement on acceptable terms with prospective clinical trial sites.  

Our product development costs will increase if we experience delays in testing or approval or if we need to perform 

more or larger clinical trials than planned. Additionally, changes in regulatory requirements and policies may occur, 

and we may need to amend study protocols to reflect these changes. Amendments may require us to resubmit our 

study protocols to regulatory authorities or IRBs or ethics committees for re-examination, which may impact the cost, 

timing or successful completion of that trial. Delays or increased product development costs may have a material 

adverse effect on our business, financial condition and prospects.  

We may not be able to file INDs to commence additional clinical trials on the timelines we expect, and even if we 

are able to, the FDA may not permit us to proceed in a timely manner, or at all.  

Prior to commencing clinical trials in the United States for any of our product candidates, we may be required to have 

an allowed IND for each product candidate and to file additional INDs prior to initiating any additional clinical trials 

for 18-MC. We believe that the data from previous studies will support the filing of additional INDs to enable us to 

undertake additional clinical studies as we have planned. However, submission of an IND may not result in the FDA 

allowing further clinical trials to begin and, once begun, issues may arise that will require us to suspend or terminate 

such clinical trials. Additionally, even if relevant regulatory authorities agree with the design and implementation of 

the clinical trials set forth in an IND, these regulatory authorities may change their requirements in the future. Failure 

to submit or have effective INDs and commence or continue clinical programs will significantly limit our opportunity 

to generate revenue.  

If we have difficulty enrolling patients in clinical trials, the completion of the trials may be delayed or cancelled.  

As our product candidates advance from preclinical testing to clinical testing, and then through progressively larger 

and more complex clinical trials, we will need to enroll an increasing number of patients that meet our eligibility 

criteria. There is significant competition for recruiting patients in clinical trials, and we may be unable to enroll the 

patients we need to complete clinical trials on a timely basis or at all. The factors that affect our ability to enroll 

patients are largely uncontrollable and include, but are not limited to, the following:  

• size and nature of the patient population;  

• eligibility and exclusion criteria for the trial;  

• design of the study protocol;  

• competition with other companies for clinical sites or patients;  

• the perceived risks and benefits of the product candidate under study;  

• the patient referral practices of physicians; and  

• the number, availability, location and accessibility of clinical trial sites.  

Regulatory approval processes are lengthy, expensive and inherently unpredictable. Our inability to obtain 

regulatory approval for our product candidates would substantially harm our business.  

Our development and commercialization activities and product candidates are significantly regulated by a number of 

governmental entities, including the FDA, HC, and comparable authorities in other countries. Regulatory approvals 

are required prior to each clinical trial and we may fail to obtain the necessary approvals to commence or continue 

clinical testing. We must comply with regulations concerning the manufacture, testing, safety, effectiveness, labeling, 

documentation, advertising, and sale of products and product candidates and ultimately must obtain regulatory 

approval before we can commercialize a product candidate. The time required to obtain approval by such regulatory 

authorities is unpredictable but typically takes many years following the commencement of preclinical studies and 

clinical trials. Any analysis of data from clinical activities we perform is subject to confirmation and interpretation by 

regulatory authorities, which could delay, limit or prevent regulatory approval. Even if we believe results from our 

clinical trials are favorable to support the marketing of our product candidates, the FDA or other regulatory authorities 

may disagree. In addition, approval policies, regulations, or the type and amount of clinical data necessary to gain 
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approval may change during the course of a product candidate’s clinical development and may vary among 

jurisdictions. We have not obtained regulatory approval for any product candidate and it is possible that none of our 

existing product candidates or any future product candidates will ever obtain regulatory approval.  

We could fail to receive regulatory approval for our product candidates for many reasons, including, but not limited 

to:  

• disagreement with the design or implementation of our clinical trials;  

• failure to demonstrate that a product candidate is safe and effective for its proposed indication;  

• failure of clinical trials to meet the level of statistical significance required for approval;  

• failure to demonstrate that a product candidate’s clinical and other benefits outweigh its safety risks;  

• disagreement with our interpretation of data from preclinical studies or clinical trials;  

• the insufficiency of data collected from clinical trials of our product candidates to support the submission 

and filing of an IND or other submission to obtain regulatory approval;  

• deficiencies in the manufacturing processes or the failure of facilities of CMOs with whom we contract for 

clinical and commercial supplies to pass a pre-approval inspection; or  

• changes in the approval policies or regulations that render our preclinical and clinical data insufficient for 

approval.  

A regulatory authority may require more information, including additional preclinical or clinical data to support 

approval, which may delay or prevent approval and our commercialization plans, or we may decide to abandon the 

development program. If we were to obtain approval, regulatory authorities may approve any of our product candidates 

for fewer or more limited indications than we request, may grant approval contingent on the performance of costly 

post-marketing clinical trials, or may approve a product candidate with a label that does not include the labeling claims 

necessary or desirable for the successful commercialization of that product candidate. Moreover, depending on any 

safety issues associated with our product candidates that garner approval, the FDA may impose a risk evaluation and 

mitigation strategy, thereby imposing certain restrictions on the sale and marketability of such products.  

We may not achieve our publicly announced milestones according to schedule, or at all.  

From time to time, we may announce the timing of certain events we expect to occur, such as the anticipated timing 

of results from our clinical trials. These statements are forward-looking and are based on the best estimates of 

management at the time relating to the occurrence of such events. However, the actual timing of such events may 

differ from what has been publicly disclosed. The timing of events such as initiation or completion of a clinical trial, 

filing of an application to obtain regulatory approval, or announcement of additional clinical trials for a product 

candidate may ultimately vary from what is publicly disclosed. These variations in timing may occur as a result of 

different events, including the nature of the results obtained during a clinical trial or during a research phase, timing 

of the completion of clinical trials, problems with a CMO or a CRO or any other event having the effect of delaying 

the publicly announced timeline. We undertake no obligation to update or revise any forward-looking information, or 

statements, whether as a result of new information, future events or otherwise, except as otherwise required by law. 

Any variation in the timing of previously announced milestones could have a material adverse effect on our business 

plan, financial condition or operating results and the trading price of common shares.  

 

We face competition from other biotechnology and pharmaceutical companies and our financial condition and 

operations will suffer if we fail to effectively compete.  

The biotechnology and pharmaceutical industries are intensely competitive and subject to rapid and significant 

technological change. Our competitors include large, well-established pharmaceutical companies, biotechnology 

companies, and academic and research institutions developing therapeutics for the same indications we are targeting 

and competitors with existing marketed therapies. Many other companies are developing or commercializing therapies 

to treat the same diseases or indications for which our product candidates may be useful. Although there are no 

approved therapies that specifically target opioid addiction, some competitors use therapeutic approaches that may 

compete directly with our product candidates.  
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Many of our competitors have substantially greater financial, technical and human resources than we do and have 

significantly greater experience than us in conducting preclinical testing and human clinical trials of product 

candidates, scaling up manufacturing operations and obtaining regulatory approvals of products. Accordingly, our 

competitors may succeed in obtaining regulatory approval for products more rapidly than we do. Our ability to 

compete successfully will largely depend on:  

• the efficacy and safety profile of our product candidates relative to marketed products and other product 

candidates in development;  

• our ability to develop and maintain a competitive position in the product categories and technologies on 

which we focus;  

• the time it takes for our product candidates to complete clinical development and receive marketing approval;  

• our ability to obtain required regulatory approvals;  

• our ability to commercialize any of our product candidates that receive regulatory approval;  

• our ability to establish, maintain and protect intellectual property rights related to our product candidates; 

and  

• acceptance of any of our product candidates that receive regulatory approval by physicians and other 

healthcare providers and payers.  

Competitors have developed and may develop technologies that could be the basis for products that challenge the 

discovery research capabilities of 18-MC or other products we are developing. Some of those products may have an 

entirely different approach or means of accomplishing the desired therapeutic effect than our product candidates and 

may be more effective or less costly than our product candidates. The success of our competitors and their products 

and technologies relative to our technological capabilities and competitiveness could have a material adverse effect 

on the future preclinical studies and clinical trials of our product candidates, including our ability to obtain the 

necessary regulatory approvals for the conduct of such clinical trials. This may further negatively impact our ability 

to generate future product development programs using 18-MC or other psychedelic inspired compounds.  

If we are not able to compete effectively against our current and future competitors, our business will not grow, and 

our financial condition and operations will substantially suffer.  

We heavily rely on the capabilities and experience of our key executives and scientists and the loss of any of them 

could affect our ability to develop our products.  

The loss of Stephen Hurst, our Executive Chair and Co-Chief Executive Officer, Jamon Rahn, our Co-Chief Executive 

Officer or other key members of our staff, could harm us. We do not have employment agreements with any members 

of our staff, although such employment agreements do not guarantee their retention. We also depend on our scientific 

and clinical collaborators and advisors, all of whom have outside commitments that may limit their availability to us. 

In addition, we believe that our future success will depend in large part upon our ability to attract and retain highly 

skilled scientific, managerial, medical, manufacturing, clinical and regulatory personnel, particularly as we expand 

our activities and seek regulatory approvals for clinical trials. We enter into agreements with our scientific and clinical 

collaborators and advisors, key opinion leaders and academic partners in the ordinary course of our business. We also 

enter into agreements with physicians and institutions who will recruit patients into our clinical trials on our behalf in 

the ordinary course of our business. Notwithstanding these arrangements, we face significant competition for these 

types of personnel from other companies, research and academic institutions, government entities and other 

organizations. We cannot predict our success in hiring or retaining the personnel we require for continued growth. 

The loss of the services of any of our executive officers or other key personnel could potentially harm our business, 

operating results or financial condition.  

Our employees may engage in misconduct or other improper activities, including noncompliance with regulatory 

standards and requirements, which could have a material adverse effect on our business.  

We are exposed to the risk of employee fraud or other misconduct. Misconduct by employees could include failures 

to comply with FDA regulations, provide accurate information to the FDA, comply with manufacturing standards we 

have established, comply with federal and state healthcare fraud and abuse laws and regulations, report financial 

information or data accurately or disclose unauthorized activities to us. In particular, sales, marketing and business 
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arrangements in the healthcare industry are subject to extensive laws and regulations intended to prevent fraud, 

kickbacks, self-dealing, and other abusive practices. These laws and regulations may restrict or prohibit a wide range 

of pricing, discounting, marketing and promotion, sales commission, customer incentive programs and other business 

arrangements. Employee misconduct could also involve the improper use of information obtained in the course of 

clinical trials, which could result in regulatory sanctions and serious harm to our reputation. If any such actions are 

instituted against us, and we are not successful in defending ourselves or asserting our rights, those actions could have 

a substantial impact on our business and results of operations, including the imposition of substantial fines or other 

sanctions.  

We may expand our business through the acquisition of companies or businesses or by entering into collaborations 

or by in-licensing product candidates, each of which could disrupt our business and harm our financial condition.  

We have in the past and may in the future seek to expand our pipeline and capabilities by acquiring one or more 

companies or businesses, entering into collaborations, or in-licensing one or more product candidates. Acquisitions, 

collaborations and in-licenses involve numerous risks, including, but not limited to:  

• substantial cash expenditures;  

• technology development risks;  

• potentially dilutive issuances of equity securities;  

• incurrence of debt and contingent liabilities, some of which may be difficult or impossible to identify at the 

time of acquisition;  

• difficulties in assimilating the operations of the acquired companies;  

• potential disputes regarding contingent consideration;  

• diverting our management’s attention away from other business concerns;  

• entering markets in which we have limited or no direct experience; and  

• potential loss of our key employees or key employees of the acquired companies or businesses.  

We have experience in making acquisitions, entering collaborations and in-licensing product candidates; however, we 

cannot provide assurance that any acquisition, collaboration or in-license will result in short-term or long-term benefits 

to us. We may incorrectly judge the value or worth of an acquired company or business or in-licensed product 

candidate. In addition, our future success would depend in part on our ability to manage the rapid growth associated 

with some of these acquisitions, collaborations and in-licenses. We cannot provide assurance that we would be able 

to successfully combine our business with that of acquired businesses, manage a collaboration or integrate in-licensed 

product candidates. Furthermore, the development or expansion of our business may require a substantial capital 

investment by us.  

Negative results from clinical trials or studies of others and adverse safety events involving the targets of our 

products may have an adverse impact on our future commercialization efforts.  

From time to time, studies or clinical trials on various aspects of biopharmaceutical products are conducted by 

academic researchers, competitors or others. The results of these studies or trials, when published, may have a 

significant effect on the market for the biopharmaceutical product that is the subject of the study. The publication of 

negative results of studies or clinical trials or adverse safety events related to our product candidates, or the therapeutic 

areas in which our product candidates compete, could adversely affect our share price and our ability to finance future 

development of our product candidates, and our business and financial results could be materially and adversely 

affected. 

We face the risk of product liability claims, which could exceed our insurance coverage and produce recalls, each 

of which could deplete our cash resources.  

We are exposed to the risk of product liability claims alleging that use of our product candidates caused an injury or 

harm. These claims can arise at any point in the development, testing, manufacture, marketing or sale of our product 

candidates and may be made directly by patients involved in clinical trials of our product candidates, by consumers 

or healthcare providers or by individuals, organizations or companies selling our products. Product liability claims 

can be expensive to defend, even if the product or product candidate did not actually cause the alleged injury or harm.  
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Insurance covering product liability claims becomes increasingly expensive as a product candidate moves through the 

development pipeline to commercialization. We currently maintain clinical trial liability insurance coverage however, 

there can be no assurance that such insurance coverage is or will continue to be adequate or available to us at a cost 

acceptable to us or at all. We may choose or find it necessary under our collaborative agreements to increase our 

insurance coverage in the future. We may not be able to secure greater or broader product liability insurance coverage 

on acceptable terms or at reasonable costs when needed. Any liability for damages resulting from a product liability 

claim could exceed the amount of our coverage, require us to pay a substantial monetary award from our own cash 

resources and have a material adverse effect on our business, financial condition and results of operations. Moreover, 

a product recall, if required, could generate substantial negative publicity about our products and business, inhibit or 

prevent commercialization of other products and product candidates or negatively impact existing or future 

collaborations.  

If we are unable to maintain product liability insurance required by our third parties, the corresponding agreements 

would be subject to termination, which could have a material adverse impact on our operations.  

Some of our licensing and other agreements with third parties require or might require us to maintain product liability 

insurance. If we cannot maintain acceptable amounts of coverage on commercially reasonable terms in accordance 

with the terms set forth in these agreements, the corresponding agreements would be subject to termination, which 

could have a material adverse impact on our operations.  

Difficulty in enforcing judgments and effecting service of process on directors and officers  

Certain directors and officers of the Company reside outside of Canada. Some or all of the assets of such persons may 

be located outside of Canada. Therefore, it may not be possible for investors to collect or to enforce judgments obtained 

in Canadian courts predicated upon the civil liability provisions of applicable Canadian securities laws against such 

persons. Moreover, it may not be possible for investors to effect service of process within Canada upon such persons. 

Risks Related to Intellectual Property  

If we are unable to adequately protect and enforce our intellectual property, our competitors may take advantage 

of our development efforts or acquired technology and compromise our prospects of marketing and selling our key 

products.  

Our success will depend in part upon our ability to protect our intellectual property and proprietary technologies and 

upon the nature and scope of the intellectual property protection we receive. The ability to compete effectively and to 

achieve partnerships will depend on our ability to develop and maintain proprietary aspects of our technology and to 

operate without infringing on the proprietary rights of others. The presence of such proprietary rights of others could 

severely limit our ability to develop and commercialize our products, to conduct our existing research and could 

require financial resources to defend litigation, which may be in excess of our ability to raise such funds. There is no 

assurance that our pending patent applications or those that we intend to acquire will be approved in a form that will 

be sufficient to protect our proprietary technology and gain or keep any competitive advantage that we may have or, 

once approved, will be upheld in any post-grant proceedings brought by any third parties.  

The patent positions of pharmaceutical companies can be highly uncertain and involve complex legal, scientific and 

factual questions for which important legal principles remain unresolved. Patents issued to us or our respective 

licensors may be challenged, invalidated or circumvented. To the extent our intellectual property, including licensed 

intellectual property, offers inadequate protection, or is found to be invalid or unenforceable, we are exposed to a 

greater risk of direct competition. If our intellectual property does not provide adequate protection against our 

competitors’ products, our competitive position could be adversely affected, as could our business, financial condition 

and results of operations. Both the patent application process and the process of managing patent disputes can be time 

consuming and expensive, and the laws of some foreign countries may not protect our intellectual property rights to 

the same extent as do the laws of Canada and the United States.  

We will be able to protect our intellectual property from unauthorized use by third parties only to the extent that our 

proprietary technologies, key products, and any future products are covered by valid and enforceable intellectual 

property rights including patents or are effectively maintained as trade secrets, and provided we have the funds to 

enforce our rights, if necessary.  
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If we lose our licenses from third-party owners, we may be unable to continue a substantial part of our business.  

We are party to licenses that give us rights to intellectual property that is necessary or useful for a substantial part of 

our business.  

We may also enter into licenses in the future to access additional third-party intellectual property. If we fail to pay 

annual maintenance fees, development and sales milestones, or it is determined that we did not use commercially 

reasonable efforts to commercialize licensed products, we could lose our licenses which could have a material adverse 

effect on our business and financial condition.  

We may require additional third-party licenses to effectively develop and manufacture our key products and are 

currently unable to predict the availability or cost of such licenses.  

A substantial number of patents have already been issued to other biotechnology and pharmaceutical companies. To 

the extent that valid third-party patent rights cover our products or services, we or our strategic collaborators would 

be required to seek licenses from the holders of these patents in order to manufacture, use or sell these products and 

services, and payments under them would reduce our profits from these products and services. We are currently unable 

to predict the extent to which we may wish or be required to acquire rights under such patents, the availability and 

cost of acquiring such rights, and whether a license to such patents will be available on acceptable terms or at all. 

There may be patents in the U.S. or in foreign countries or patents issued in the future that are unavailable to license 

on acceptable terms. Our inability to obtain such licenses may hinder or eliminate our ability to manufacture and 

market our products.  

Changes in patent law and its interpretation could diminish the value of patents in general, thereby impairing our 

ability to protect our product candidates.  

As is the case with other biotechnology and pharmaceutical companies, our success is heavily dependent on 

intellectual property rights, particularly patents. Obtaining and enforcing patents in the biopharmaceutical industry 

involves technological and legal complexity, and obtaining and enforcing biopharmaceutical patents is costly, time 

consuming and inherently uncertain. The U.S. Supreme Court has ruled on several patent cases in recent years, either 

narrowing the scope of patent protection available in certain circumstances or weakening the rights of patent owners 

in certain situations. In addition to increasing uncertainty with regard to our and our licensors’ or collaborators’ ability 

to obtain patents in the future, this combination of events has created uncertainty with respect to the value of patents, 

once obtained. Depending on decisions by the U.S. Congress, the federal courts, and the U.S. Patent and Trademark 

Office (“USPTO”) the laws and regulations governing patents could change in unpredictable ways that would weaken 

our and our licensors’ or collaborators’ ability to obtain new patents or to enforce existing patents and patents we and 

our licensors or collaborators may obtain in the future.  

Recent patent reform legislation could increase the uncertainties and costs surrounding the prosecution of our and our 

licensors’ or collaborators’ patent applications and the enforcement or defense of our or our licensors’ or collaborators’ 

issued patents. On September 16, 2011, the Leahy-Smith America Invents Act (“Leahy-Smith Act”) was signed into 

law. The Leahy-Smith Act includes a number of significant changes to U.S. patent law. These include provisions that 

affect the way patent applications are prosecuted and may also affect patent litigation. The USPTO recently developed 

new regulations and procedures to govern administration of the Leahy-Smith Act, and many of the substantive changes 

to patent law associated with the Leahy-Smith Act, and in particular, the first to file provisions, only became effective 

on March 16, 2013. Accordingly, it is not clear what, if any, impact the Leahy-Smith Act will have on the operation 

of our business. However, the Leahy-Smith Act and its implementation could increase the uncertainties and costs 

surrounding the prosecution of our or our licensors’ or collaborators’ patent applications and the enforcement or 

defense of our or our licensors’ or collaborators’ issued patents, all of which could have a material adverse effect on 

our business and financial condition.  

Litigation regarding patents, patent applications, and other proprietary rights may be expensive, time consuming 

and cause delays in the development and manufacturing of our key products.  

Our success will depend in part on our ability to operate without infringing the proprietary rights of third parties. The 

pharmaceutical industry is characterized by extensive patent litigation. Other parties may have, or obtain in the future, 
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patents and allege that the use of our technologies infringes these patent claims or that we are employing their 

proprietary technology without authorization.  

In addition, third parties may challenge or infringe upon our existing or future patents. Proceedings involving our 

patents or patent applications or those of others could result in adverse decisions regarding:  

• the patentability of our inventions relating to our key products; and/or  

• the enforceability, validity, or scope of protection offered by our patents relating to our key products.  

If we are unable to avoid infringing the patent rights of others, we may be required to seek a license, defend an 

infringement action, or challenge the validity of the patents in court. Regardless of the outcome, patent litigation is 

costly and time consuming. In some cases, we may not have sufficient resources to bring these actions to a successful 

conclusion. In addition, if we do not obtain a license, develop or obtain non-infringing technology, fail to defend an 

infringement action successfully or have infringed patents declared invalid, we may:  

• incur substantial monetary damages;  

• encounter significant delays in bringing our key products to market; and/or  

• be precluded from participating in the manufacture, use or sale of our key products or methods of treatment 

requiring licenses. 

Even if we are successful in these proceedings, we may incur substantial costs and divert management time and 

attention in pursuing these proceedings, which could have a material adverse effect on us.  

Our reliance on third parties requires us to share our trade secrets, which increases the possibility that a competitor 

will discover them.  

Because we rely on third parties to develop our products, we must share trade secrets with them. We seek to protect 

our proprietary technology in part by entering into confidentiality agreements and, if applicable, material transfer 

agreements, collaborative research agreements, consulting agreements or other similar agreements with our 

collaborators, advisors, employees and consultants prior to beginning research or disclosing proprietary information. 

These agreements typically restrict the ability of our collaborators, advisors, employees and consultants to publish 

data potentially relating to our trade secrets. Our academic and clinical collaborators typically have rights to publish 

data, provided that we are notified in advance and may delay publication for a specified time in order to secure our 

intellectual property rights arising from the collaboration. In other cases, publication rights are controlled exclusively 

by us, although in some cases we may share these rights with other parties. We may also conduct joint research and 

development programs which may require us to share trade secrets under the terms of research and development 

collaborations or similar agreements. Despite our efforts to protect our trade secrets, our competitors may discover 

our trade secrets, either through breach of these agreements, independent development or publication of information 

including our trade secrets in cases where we do not have proprietary or otherwise protected rights at the time of 

publication. A competitor’s discovery of our trade secrets may impair our competitive position and could have a 

material adverse effect on our business and financial condition.  
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Risks Related to Our Subordinate Voting Shares  

Limited operating history as a public company 

The Subordinate Voting Shares commenced trading on the Neo Exchange in March 2020 and therefore the Company 

has a limited operating history as a public company. To operate effectively, we will be required to continue to 

implement changes in certain aspects of its business, improve information systems and develop, manage and train 

management-level and other employees to comply with ongoing public company requirements. Failure to take such 

actions, or delay in implementation thereof, could adversely affect the business, financial condition, liquidity and 

results of operations of the Company and, more specifically, could result in regulatory penalties, market criticism or 

the imposition of cease trade orders in respect of the Subordinate Voting Shares. 

The market prices for securities of biopharmaceutical companies have historically been volatile.  

A number of factors could influence the volatility in the trading price of our Subordinate Voting Shares, including 

changes in the economy or in the financial markets, industry related developments, the results of product development 

and commercialization, changes in government regulations, and developments concerning proprietary rights, litigation 

and cash flow. Our quarterly losses may vary because of the timing of costs for manufacturing, preclinical studies and 

clinical trials. Also, the reporting of adverse safety events involving our products and public rumors about such events 

could cause our share price to decline or experience periods of volatility. Each of these factors could lead to increased 

volatility in the market price of our Subordinate Voting Shares. In addition, changes in the market prices of the 

securities of our competitors may also lead to fluctuations in the trading price of our Subordinate Voting Shares.  

We have never paid dividends and do not expect to do so in the foreseeable future.  

We have not declared or paid any cash dividends on our Subordinate Voting Shares to date. The payment of dividends 

in the future will be dependent on our earnings and financial condition in addition to such other factors as our board 

of directors considers appropriate. Unless and until we pay dividends, shareholders may not receive a return on their 

shares. There is no present intention by our board of directors to pay dividends on our shares.  

Future sales or issuances of equity securities and the conversion of outstanding securities to Subordinate Voting 

Shares could decrease the value of the Subordinate Voting Shares, dilute investors’ voting power, and reduce our 

earnings per share.  

We may sell additional equity securities in future offerings, including through the sale of securities convertible into 

equity securities, to finance operations, acquisitions or projects, and issue additional Subordinate Voting Shares, which 

may result in dilution.  

Our board of directors has the authority to authorize certain offers and sales of additional securities without the vote 

of, or prior notice to, shareholders. Based on the need for additional capital to fund expected expenditures and growth, 

it is likely that we will issue additional securities to provide such capital. Such additional issuances may involve the 

issuance of a significant number of Subordinate Voting Shares at prices less than the current market price for our 

Subordinate Voting Shares.  

Sales of substantial amounts of our securities, or the availability of such securities for sale, as well as the issuance of 

substantial amounts of our Subordinate Voting Shares upon conversion of outstanding convertible equity securities, 

could adversely affect the prevailing market prices for our securities and dilute investors’ earnings per share. A decline 

in the market prices of our securities could impair our ability to raise additional capital through the sale of securities 

should we desire to do so.  

The effect of comprehensive U.S. tax reform legislation on the Company is uncertain.  

The effects recent U.S. tax reform, whether adverse or favorable, including tax legislation enacted in response to 

COVID-19, are uncertain, and may not become evident for some period of time but could have a material adverse 

effect on MindMed’s business, financial position or results from operations.  
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Any failure to maintain an effective system of internal controls may result in material misstatements of our 

financial statements or cause us to fail to meet our reporting obligations or fail to prevent fraud; and in that case, 

our shareholders could lose confidence in our financial reporting, which would harm our business and could 

negatively impact the price of our Subordinate Voting Shares.  

Effective internal controls are necessary for us to provide reliable financial reports and prevent fraud. If we fail to 

maintain an effective system of internal controls, we might not be able to report our financial results accurately or 

prevent fraud; and in that case, our shareholders could lose confidence in our financial reporting, which would harm 

our business and could negatively impact the price of our Subordinate Voting Shares. While we believe that we have 

sufficient personnel and review procedures to allow us to maintain an effective system of internal controls, we cannot 

provide assurance that we will not experience potential material weaknesses in our internal control. Even if we 

conclude that our internal control over financial reporting provides reasonable assurance regarding the reliability of 

financial reporting and the preparation of financial statements for external purposes in accordance with IFRS as issued 

by the IASB, because of its inherent limitations, internal control over financial reporting may not prevent or detect 

fraud or misstatements. Failure to implement required new or improved controls, or difficulties encountered in their 

implementation, could harm our results of operations or cause us to fail to meet our future reporting obligations. If we 

fail to timely achieve and maintain the adequacy of our internal control over financial reporting, we may not be able 

to produce reliable financial reports or help prevent fraud. Our failure to achieve and maintain effective internal control 

over financial reporting could prevent us from complying with our reporting obligations on a timely basis, which could 

result in the loss of investor confidence in the reliability of our consolidated financial statements, harm our business 

and negatively impact the trading price of our Subordinate Voting Shares. 

There is no assurance of an active or liquid market  

No assurance can be given that an active or liquid trading market for the Subordinate Voting Shares will be sustained. 

If an active or liquid market for the Subordinate Voting Shares fails to be sustained, the prices at which such securities 

trade may be adversely affected. Whether or not the common shares will trade at lower prices depends on many factors, 

including the liquidity of the Subordinate Voting Shares, prevailing interest rates, the markets for similar securities, 

general economic conditions and our financial condition, historic financial performance and future prospects.  

Public markets and share prices  

The market price of the Subordinate Voting Shares on the Neo Exchange, OTCQB or Frankfurt Exchange could be 

subject to significant fluctuations in response to variations in our operating results or other factors. In addition, 

fluctuations in the stock market may adversely affect the market price of the Subordinate Voting Shares that may 

become listed and posted for trading on the Neo Exchange OTCQB or Frankfurt Exchange or any other stock exchange 

regardless of the operating performance of the Company. Securities markets have also experienced significant price 

and volume fluctuations from time to time. In some instances, these fluctuations have been unrelated or 

disproportionate to the operating performance of issuers. Market fluctuations may adversely impact the market price 

of the Subordinate Voting Shares. 

Additional issuances and dilution  

We may issue and sell additional securities to finance our operations. We cannot predict the size or type of future 

issuances of our securities or the effect, if any, that future issuances and sales of securities will have on the market 

price of any of our securities issued and outstanding from time to time. Sales or issuances of substantial amounts of 

our securities, or the perception that such sales could occur, may adversely affect prevailing market prices for our 

securities issued and outstanding from time to time. With any additional sale or issuance of our securities, holders will 

suffer dilution with respect to voting power and may experience dilution in our earnings per share.  
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Foreign Private Issuer Status of the Company 

The Company is a Foreign Private Issuer (as defined in Rule 405 under the U.S. Securities Act and Rule 3b-4 under 

the U.S. Exchange Act). The term “Foreign Private Issuer”' is defined as any non-U.S. corporation, other than a foreign 

government, except any issuer meeting the following conditions: 

1. more than 50 percent of the outstanding voting securities of such issuer are, directly or indirectly, held of 

record by residents of the United States; and 

2. any one of the following: 

a. the majority of the executive officers or directors are United States citizens or residents, or 

b. more than 50 percent of the assets of the issuer are located in the United States, or 

c. the business of the issuer is administered principally in the United States. 

For purposes of determining whether more than 50% of our outstanding voting securities are held “of record” by U.S. 

residents, we must “look through” the record ownership of brokers, dealers, banks, or nominees holding securities for 

the accounts of their customers, and also consider any beneficial ownership reports or other information available to 

us. The Company must conduct this “look through” in three jurisdictions: the United States, Canada (the Company’s 

home jurisdiction), and the primary trading market for our voting securities, if different from our home jurisdiction. 

Additionally, if we are not able to obtain information about the record holders’ accounts after reasonable inquiry, we 

may rely on the presumption that such accounts are held in the broker’s, dealer’s, bank’s, or nominee’s principal place 

of business. 

 

In December 2016, the SEC issued a Compliance and Disclosure Interpretation to clarify that issuers with multiple 

classes of voting stock carrying different voting rights may, for the purposes of calculating compliance with this 

threshold, examine either (i) the combined voting power of its share classes, or (ii) the number of voting securities, in 

each case held of record by U.S. residents. Based on this interpretation, each issued and outstanding Multiple Voting 

Share is counted as one voting security, and each issued and outstanding Subordinate Voting Share is counted as one 

voting security for the purposes of determining the 50% U.S. resident threshold. Accordingly, are currently treated as 

a Foreign Private Issuer. However, should the SEC’s guidance and interpretation change, we may lose its Foreign 

Private Issuer status. 

Loss of Foreign Private Issuer Status 

 

We may lose our status as a Foreign Private Issuer if, as of the last business day of its second fiscal quarter for any 

year, more than 50% of our outstanding voting securities (as determined under Rule 405 of the U.S. Securities Act) 

are directly or indirectly held of record by residents of the United States. Loss of Foreign Private Issuer status may 

have adverse consequences on our ability to raise capital in private placements or Canadian prospectus offerings. In 

addition, loss of our Foreign Private Issuer status would likely result in increased reporting requirements and increased 

audit, legal and administration costs. Further, should we seek to list on a securities exchange in the United States, loss 

of Foreign Private Issuer status may increase the cost and time required for such a listing. These increased costs may 

have a material adverse effect on the business, financial condition or results of operations of the Company. 

 

We could lose our status as a Foreign Private Issuer if all or a portion of the Multiple Voting Shares directly or 

indirectly held of record by U.S. residents are converted into Subordinate Voting Shares. The conversion rights 

attached to the Multiple Voting Shares contain restrictions on conversion that are intended to avoid such a result; 

however there can be no guarantee that such restrictions on conversion will be effective to prevent us from potentially 

losing Foreign Private Issuer status if a sufficient number of Multiple Voting Shares are converted into Subordinate 

Voting Shares and such Subordinate Voting Shares are acquired, either upon conversion or pursuant to a subsequent 

transaction, by U.S. residents. In addition, we could potentially lose our Foreign Private Issuer status as a result of 

future issuances of Subordinate Voting Shares from treasury to the extent such shares are acquired by U.S. residents. 

Novel Coronavirus 

Since December 31, 2019, the outbreak of the novel strain of coronavirus, specifically identified as “COVID-19”, has 

resulted in governments worldwide enacting emergency measures to combat the spread of the virus. These measures, 

which include the implementation of travel bans, self-imposed quarantine periods and social distancing, have caused 

material disruption to businesses globally resulting in an economic slowdown. Global equity markets have 

experienced significant volatility and weakness. Governments and central banks have reacted with significant 

monetary and fiscal interventions designed to stabilize economic conditions. The duration and impact of the COVID-
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19 outbreak is unknown at this time, as is the efficacy of the government and central bank interventions. It is not 

possible to reliably estimate the length and severity of these developments and the impact on the financial results and 

condition of the Corporation and its operating subsidiaries in future periods. However, depending on the length and 

severity of the pandemic, COVID-19 could impact our operations, could cause delays relating to approval from U.S. 

Food and Drug Administration and equivalent organizations in other countries, could postpone research activities, and 

could impair our ability to raise funds depending on COVID-19s effect on capital markets. 

DISCLOSURE CONTROLS AND INTERNAL CONTROLS OVER FINANCIAL REPORTING  

We have implemented a system of internal controls that we believe adequately protects our assets and is appropriate 

for the nature of our business and the size of our operations. Our internal control system was designed to provide 

reasonable assurance that all transactions are accurately recorded, that transactions are recorded as necessary to permit 

preparation of financial statements in accordance with IFRS, and that our assets are safeguarded. These internal 

controls include disclosure controls and procedures designed to ensure that information required to be disclosed by us 

is accumulated and communicated as appropriate to allow timely decisions regarding required disclosure. Internal 

control over financial reporting means a process designed by or under the supervision of the Executive Chair and Co-

Chief Executive Officer and the Chief Financial Officer to provide reasonable assurance regarding the reliability of 

financial reporting and the preparation of financial statements for external purposes in accordance with IFRS as issued 

by the IASB. The internal controls are not expected to prevent and detect all misstatements due to error or fraud. There 

were no changes in our internal control over financial reporting that occurred during the period ended December 31, 

2019 that have materially affected, or are reasonably likely to materially affect, our internal control over financial 

reporting. As at December 31, 2019, we have assessed the effectiveness of our internal control over financial reporting 

and disclosure controls and procedure. Based on their evaluation, the Chair and Co-Chief Executive Officer and the 

Chief Financial Officer have concluded that these controls and procedures are effective.  

There have been no changes in the Company’s internal controls over financial reporting during the three months ended 

March 31, 2020 that have materially affected, or are reasonably likely to materially affect, the Company’s internal 

controls over financial reporting. 

Limitations of Controls and Procedures  

The Company’s management, including the Executive Chair and Co-Chief Executive Officer and the Chief Financial 

Officer, believes that any disclosure controls and procedures and internal controls over financial reporting, no matter 

how well designed and operated, can have inherent limitations. Therefore, even those systems determined to be 

effective can provide only reasonable assurance that the objectives of the control system are met. 


