
 

 1 

MANAGEMENT DISCUSSION AND ANALYSIS 

QUARTERLY HIGHLIGHTS 

PERIOD ENDED DECEMBER 31, 2020 

 

INTRODUCTION 

 

The following Management Discussion & Analysis – Quarterly Highlights (“Quarterly Highlights”) of 

Mindset Pharma Inc. (formerly North Sur Resources Inc.) (the “Company” or "Mindset") has been prepared 

to provide material updates to the business operations, liquidity and capital resources of the Company since 

its last management discussion & analysis, being the Management Discussion & Analysis (“Annual 

MD&A”) for the fiscal year ended June 30, 2020. This Quarterly Highlights report does not provide a general 

update to the Annual MD&A, or reflect any non-material events since the date of the Annual MD&A. 

 

This Quarterly Highlights report has been prepared in compliance with the requirements of section 2.2.1 of 

Form 51-102F1, in accordance with National Instrument 51-102 – Continuous Disclosure Obligations. This 

discussion should be read in conjunction with the Annual MD&A and the audited financial statements of the 

Company for the period from incorporation (October 7, 2019) to June 30, 2020 and the unaudited condensed 

interim consolidated financial statements for the three and six months ended December 31, 2020, together 

with the notes thereto. Results are reported in Canadian dollars, unless otherwise noted. In the opinion of 

management, all adjustments (which consist only of normal recurring adjustments) considered necessary for 

a fair presentation have been included. The results for the three and six months ended December 31, 2020 

and period from incorporation (October 7, 2019) to December 31, 2019, are not necessarily indicative of the 

results that may be expected for any future period. Information contained herein is presented as at April 1, 

2021 unless otherwise indicated. 

 

The unaudited condensed interim consolidated financial statements for the three and six months ended 

December 31, 2020 have been prepared in accordance with International Financial Reporting Standards 

(“IFRS”) as issued by the International Accounting Standards Board and interpretations of the IFRS 

Interpretations Committee. The unaudited interim financial statements have been prepared in accordance 

with International Standard 34, Interim Financial Reporting. 

 

External auditors, appointed by the shareholders, have not audited or reviewed the condensed interim 

consolidated financial statements for the three and six months ended December 31, 2020 and did not perform 

the tests deemed necessary to enable them to express an opinion on these unaudited financial statements. 

 

For the purposes of preparing this Quarterly Highlights report, management, in conjunction with the Board 

of Directors, considers the materiality of information. Information is considered material if: (i) such 

information results in, or would reasonably be expected to result in, a significant change in the market price 

or value of Mindset’s common shares; or (ii) there is a substantial likelihood that a reasonable investor would 

consider it important in making an investment decision; or (iii) it would significantly alter the total mix of 

information available to investors. 

 

Management, in conjunction with the Board of Directors, evaluates materiality with reference to all relevant 

circumstances, including potential market sensitivity. 

 

ADDITIONAL INFORMATION 

 

Additional information is accessible at the Company’s website www.mindsetpharma.com or through the 

Company’s public filings at www.sedar.com. 

 

 

 

http://www.mindsetpharma.com/
http://www.sedar.com/
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CAUTIONARY NOTE REGARDING FORWARD LOOKING STATEMENTS 

 
This Quarterly Highlights includes "forward-looking statements", within the meaning of applicable securities 

legislation, which are based on the opinions and estimates of management and are subject to a variety of risks 

and uncertainties and other factors that could cause actual events or results to differ materially from those 

projected in the forward looking statements. Forward-looking statements are often, but not always, identified 

by the use of words such as "seek", "anticipate", "budget", "plan", "continue", "estimate", "expect", 

"forecast", "may", "will", "project", "predict", "potential", "targeting", "intend", "could", "might", "should", 

"believe" and similar words suggesting future outcomes or statements regarding an outlook. In the event that 

the Company is able to acquire a suitable mining property, such risks and uncertainties include, but are not 

limited to, risks associated with the mining industry (including operational risks in exploration development 

and production; delays or changes in plans with respect to exploration or development projects or capital 

expenditures; the uncertainty of reserve estimates; the uncertainty of estimates and projections in relation to 

production, costs and expenses; the uncertainty surrounding the ability of the Company to obtain all permits, 

consents or authorizations required for its operations and activities; and health safety and environmental 

risks), the risk of commodity price and foreign exchange rate fluctuations, the ability of Mindset to fund the 

capital and operating expenses necessary to achieve the business objectives of Mindset, the uncertainty 

associated with commercial negotiations and negotiating with foreign governments and risks associated with 

international business activities, as well as those risks described in public disclosure documents filed by the 

Company. Due to the risks, uncertainties and assumptions inherent in forward-looking statements, 

prospective investors in securities of the Company should not place undue reliance on these forward-looking 

statements. Readers are cautioned that the foregoing lists of risks, uncertainties and other factors are not 

exhaustive. The forward-looking statements contained in this press release are made as of the date hereof and 

the Company undertakes no obligation to update publicly or revise any forward-looking statements or in any 

other documents filed with Canadian securities regulatory authorities, whether as a result of new information, 

future events or otherwise, except in accordance with applicable securities laws. The forward-looking 

statements are expressly qualified by this cautionary statement. 

 

A detailed discussion of risk factors applicable to Mindset is presented in the Annual MD&A for the period 

from October 7, 2019 (date of incorporation) to June 30, 2020. 

 

BUSINESS OVERVIEW AND CORPORATE UPDATE 

 

Mindset Pharma Limited (formerly Mindset Pharma Inc.) (the "Original Mindset") was incorporated under 

the laws of the province of Ontario, Canada on October 7, 2019. Upon completion of the transaction 

contemplated by the Share Exchange Agreement (as hereinafter defined), the business of Original Mindset 

became the business of Mindset Pharma Inc. (formerly North Sur Resources Inc.) ("Mindset" or the 

"Company").  

 

The Company is in the drug discovery and development business, creating novel and patent pending 

psychedelic compounds for treatment-resistant neurological and psychiatric disorders, with focus on 

psilocybin. 

 

Mindset is a neuro-pharmaceutical drug development platform that seeks to advance medicines based on 

psychedelic substances through rigorous scientific and clinical trials, performed by third-party contract 

research organizations. Mindset’s mission is to discover, develop and deploy psychedelic inspired medicines 

that alleviate suffering and improve health, as well as to prove the safety and efficacy of psychedelic-based 

substances as disruptive technologies and solutions for a continuum of mental illnesses and other significant 

unmet medical needs. In furtherance of this mission, Mindset is actively assembling a compelling portfolio 

of intellectual property relating to the synthesis, production and manufacturing of psychedelic inspired 

medicines for use as prescription medications primarily based on psilocybin. Through this unique drug 

development platform, Mindset designs novel compounds and utilizes a pre-clinical screening cascade 
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incorporating both in-vitro and in-vivo assays to select promising new drug candidates that demonstrate 

potential to treat a myriad of mental health problems that have proven resistant to traditional drug therapies.  

Mindset leverages third-party contract research organizations to perform laboratory synthesis and pre-clinical 

testing efficiently and cost-effectively, retaining all rights to its intellectual property. As an early-stage 

scientific research and development business, Mindset believes that this virtual model enables it to access a 

greater range of scientific capabilities more cost effectively than it could by building these capabilities itself. 

Mindset is continually evaluating studies and scientific literature focusing on the medical benefits of other 

psychedelic substances. Mindset’s business is premised on a growing body of research that psychedelics can 

be a new way to treat mental health issues that prove unresponsive to current therapies. Mindset’s platform 

strategy is currently focused on the discovery and development of psychedelic substances, but we will 

ultimately seek to commercialize our psychedelic inspired medicines in the future. 

 

Mindset intends to commercialize the psilocybin-inspired psychedelic medicines that it develops 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, - minimum requirements for the 

methods, facilities and controls used in manufacturing, processing and packing of a drug product - and 

conducting all trials and development under the supervision and guidance of Health Canada, the U.S. Food 

and Drug Administration (FDA) and other applicable regulatory authorities. This approach places Mindset 

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, Mindset’s ability to build a compelling drug portfolio and pipeline and to 

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

 

SIGNIFICANT TRANSACTION 

 

On September 11, 2020, Original Mindset completed a reverse takeover transaction (“RTO”) with the 

reporting issuer, North Sur Resources Inc. (“North Sur”).  The RTO was carried out in accordance with the 

terms of a share exchange agreement dated July 31, 2020 (the “Share Exchange Agreement”), amongst 

Original Mindset, North Sur and the shareholders of Original Mindset, pursuant to which the Company 

acquired all of the issued and outstanding common shares in the capital of Original Mindset, in exchange for 

the issuance of 32,140,823 common shares in the capital of the Company to the former Original Mindset 

shareholders (the “Transaction”). As a result of the Transaction, the former Original Mindset shareholders 

own approximately 62.3% of the issued and outstanding common shares in the capital of the Company, on 

an undiluted basis. 

 

INTELLECTUAL PROPERTY 

 

Protection of our intellectual property is paramount to the success of our business. In February of 2020, 

Mindset filed two provisional patent applications with the US Patent & Trade Office related to new 

psilocybin-inspired drug designs, and in December of 2020, Mindset filed a third provisional patent 

application.  These provisional patent applications cover four distinct and unique chemical scaffolds, or 

chemical backbones, (the “Mindset NCEs”), which the Mindset team believes, based on available literature 

and the team’s experience in designing targeted small molecules, would evoke a psychedelic effect similar 

to psilocybin, while further optimizing pharmacological drug profile (e.g., minimizing extraneous 

metabolites in the compound design to create a more uniform effect of the drug across a broad range of 

patient populations and/or modifying duration of action). In March of 2021, Mindset filed a fourth provisional 

patent application protecting novel analogues of N,N-diemthyltryptamine (DMT) and 5-methoxy-DMT (5-

MeO-DMT). 

In July of 2020, Mindset filed a provisional patent application with the US Patent & Trade Office covering a 

new chemical synthesis process for synthesizing both intermediates of the Mindset NCEs as well as the 

synthesis of psilocybin and psilocin. (the “Mindset Synthesis Process”).  The Mindset team believes that the 
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Mindset Synthesis Process potentially represents a superior route to synthesizing psilocybin than the 

established methodologies used today and has advantages over current processes that include: mild reaction 

conditions; convenient operations; easily obtained commercially available raw materials, suitability for 

multi-kilogram scale manufacturing; and is more environmentally friendly.   

The ultimate goal of the Mindset NCE program is to create a compound or range of compounds which can 

address similar and additional indications to those that have shown potential (e.g., treatment resistant 

depression and end-of-life care) based on the latest research with psilocybin. Mindset’s scientific team, 

however, is of the view that there may be additional neuropsychiatric and neurological indications that the 

Mindset NCEs could address, although these would require further preclinical and clinical research.  

The Mindset NCEs have been designed by Mindset’s scientific advisor, Dr. Malik Slassi. Dr. Slassi has over 

30 years of experience in the successful identification of small molecular drug candidates across multiple 

therapeutic areas including oncology, neurology, immunology, and gastroenterology. Dr. Slassi has a strong 

record of drug development with over 20 drug candidates advances into late-stage pre-clinical and clinical 

development, over 130 issued and published patents and patent applications and more than 65 scientific and 

review articles published in international peer-reviewed medical journals. 

Subsequent to filing the Mindset NCE patent applications, Mindset, through a research partner, synthesized, 

and continues to synthesize, compounds anticipated under the filed provisional patent applications and 

continues to generate certain in-vitro (i.e., in a laboratory setting) data to screen and quantify the effect of its 

compounds on certain human brain receptors that are considered essential in evoking the therapeutic benefit 

in patients. Moreover, Mindset initiated early in vivo screening studies incorporating murine and rodent 

behavioural and pharmacokinetics assessment. 

As Mindset generates new data it will continue to expand patent coverage through the development program. 

Accordingly, Mindset filed three final patent applications covering its first two provision patents in February 

of 2021, which were supported both by in vitro and in vivo data. 

FUTURE RESEARCH AND DEVELOPMENT 

Mindset’s mission to discover and develop psychedelic-inspired psychedelic medicines to alleviate suffering 

and improve health encompasses the research and development of new and improved psychedelic-inspired 

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

Through its research and development programs, Mindset tests and qualifies its innovations in order to 

develop a portfolio of drug assets and related manufacturing processes.  For the time being, Mindset 

maintains intellectual property generated by its R&D programs as trade secrets, provisional and final patent 

applications. As the programs continue to mature, we anticipate selecting leads from each series to progress 

into Investigational New Drug (IND) enabling studies with the goal of progressing those compounds into 

first in man clinical studies. We also anticipate that as these programs mature, additional final patent 

applications will be filed and more details about these programs will be disclosed through the final patent 

application process. 

 

LIQUIDITY AND CAPITAL RESOURCES 

 

Operating Activities 

Cash used by operating activities during the six months ended December 31, 2020 was $1,539,247. 

 

Investing Activities 

Cash provided by investing activities during the six months ended December 31, 2020 was $1,038,120. 

 



 

 5 

Financing Activities 

During the six months ended December 31, 2020, cash provided by financing activities was $5,004,764. 

 

Liquidity Outlook 

Mindset had cash of $5,044,378 available as at December 31, 2020, an increase of $4,503,637 from the 

balance at June 30, 2020 of $540,741.  As at December 31, 2020, the Company had a working capital of 

$5,104,169 (June 30, 2020 - $469,112). 

 

The current cash and receivable and other as at December 31, 2020 will be used to pay existing liabilities and 

for general working capital purposes.  

 

On October 26, 2020, the Company granted 200,000 options to consultants of the Company with an exercise 

price of $0.25 and expiry of October 26, 2025.  These options were valued in the amount of $26,438 on the 

grant date. 

 

On November 9, 2020, the Company entered into a secured convertible promissory note transaction with the 

Ontario Brain Institute ("OBI") in the amount of $400,000. OBI is a provincially funded, not-for-profit 

organization that accelerates discovery and innovation, benefiting both patients and the economy. The 

promissory note bears interest of 6% per annum and matures on March 1, 2023.  OBI has the right, at its 

option, to exercise at any time all or any portion of the outstanding indebtedness into common shares of the 

Company at a price equal to: (i) a 20% discount to the price or deemed price attributed to the common shares 

of the Company on a 20-day volume weighted average price pursuant to a going public transaction; or (ii) in 

the event that the going public is not completed, the most recent value per shares ascribed to each of the 

common share in connection with an offering of the Company  or securities convertible or exchangeable into 

common shares that is completed prior to the date that the applicable conversion notice is delivered.  As 

collateral, the Company grants OBI a security interest in all of its personal property and assets, tangible or 

intangible, and whether now owned or hereafter acquired, or in which it now has or at any time in the future 

may acquire any right, title or interest. It does not include the last day of any lease, but the Company shall 

hold such last day in trust for OBI.  As at December 31, 2020, the fair value of convertible debenture was 

$680,000.  The Company recorded $280,000 as a change in the fair value of the convertible debenture on the 

Statement of Loss and Comprehensive Loss during the period ended December 31, 2020.  The fair value was 

estimated by using the Black-Scholes valuation model with the following assumptions: exercise price of 

$0.80; share price of $0.94; expected volatility of 150%; expected life of 2.17 years; dividend yield of 0% 

and risk-free interest rate of 0.21%. 

 

On December 12 and 13, 2020, 2,023,500 options were exercised for gross proceeds of $66,411.  The fair 

market value of these options was calculated at grant date in the amount of $37,012. 

 

On December 14, 2020, the Company granted 1,490,000 options with an exercise price of $0.40 and expiry 

of December 14, 2025.  The options were granted to officers, directors and certain consultants of the 

Company.  These options were valued in the amount of $334,289 on the grant date. 

 

On December 15, 2020, the Company completed a brokered financing, led by Mackie Research Capital 

Corporation, as sole agent and sole bookrunner (the “Agent”).  The Company issued 10,428,813 units (a 

“Unit”) at a price of $0.40 per Unit (the “Offering Price”) for aggregate gross proceeds of $4,171,525 (the 

“Offering”).  Each Unit consists of one common share (a “Common Share”) in the capital of the Company 

and one Common Share purchase warrant (a “Warrant”).  Each Warrant entitling the holder to acquire one 

additional Common Share at a price of $0.60 for a period of twenty-four months form the closing date of the 

Offering.  In connection with the Offering, the Agent received an aggregate cash fee equal to 8% of the gross 

proceeds from the Offering, subject to a reduced fee in respect of proceeds raised directly by the Company 

from certain subscribers as agreed to between the Company and the Agent.  In addition, the Company issued 

to the Agent an aggregate of 446,776 broker warrants (each a “Broker Warrant”).  Each Broker Warrant to 

purchase one Common Share at an exercise price equal to the Offering Price for a period of twenty-four 

month from the closing date of the Offering.  In addition, the Issuer issued an aggregate of 15,938 
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compensation options (a "Compensation Option") to Damus Capital Limited, as consideration for introducing 

certain purchasers to the Issuer that participated in the Concurrent Financing. Each Compensation Option 

entitles the holder thereof to acquire one Issuer Share at a price of $0.40 until December 15, 2022. 

 

On December 16, 2020, the Company closed a non-brokered financing.  The Company issued 2,071,187 

units (a “Unit”) at a price of $0.40 per Unit (the “Offering Price”) for aggregate gross proceeds of $828,475 

(the “Offering”).  Each Unit consists of one common share (a “Common Share”) in the capital of the 

Company and one Common Share purchase warrant (a “Warrant”).  Each Warrant entitling the holder to 

acquire one additional Common Share at a price of $0.60 for a period of twenty-four months form the 

closing date of the Offering.   

 

Subsequent to December 31, 2020, the Company issued an aggregate of 6,000,000 common shares through 

the exercise of warrants at $0.15 each for gross proceeds of $900,000.  In addition, the Company issued 

75,000 Units relating to the non-brokered financing in December 2020. 

 

On March 22, 2021, the Company announced that it has entered into an agreement Canaccord Genuity 

Corp., as sole bookrunner and lead underwriter (the ”Lead Underwriter”) pursuant to which the Lead 

Underwriter has agreed, on behalf of a syndicate of underwriters (together with the Lead Underwriter, the 

“Underwriters”), to purchase, on a “bought deal” basis pursuant to the filing of the short form prospectus, 

an aggregate of 10,000,000 units of the Company (each, a “Unit”) at a price of $0.75 per Unit (the “Issue 

Price”) for aggregate gross proceeds to the Company of $7,500,000 (the “Offering”).  

 

Each Unit shall consist of one common share in the capital of Mindset (each, a "Common Share") and one 

Common Share purchase warrant of Mindset (each, a "Warrant").  Each Warrant shall entitle the holder 

thereof to acquire one Common Share at an exercise price of $1.10 per Common Share for a period of thirty-

six (36) months from the Closing Date.  The Company has granted the Underwriters an option (the "Over-

Allotment Option") to purchase up to an additional 1,500,000 Units (the "Over-Allotment Units") at the 

Issue Price, to cover overallotments, if any, and for market stabilization purposes. The Over-Allotment 

Option is exercisable at any time, in whole or in part, for a period of thirty (30) days after and including the 

Closing Date (as defined herein), which, if exercised in full, would result in additional gross proceeds of 

$1,125,000 to the Company.  

 

As consideration for their services to be provided in connection with the Offering, the Underwriters will 

receive a cash commission equal to 7.0% of the gross proceeds of the Offering and such number of broker 

warrants of the Company (the "Underwriters' Warrants") as is equal to 7.0% of the number of Units sold 

pursuant to the Offering.  Each Underwriters' Warrant shall entitle the holder thereof to acquire one Unit at 

the Issue Price for a period of thirty-six (36) months from the Closing Date.   

 

The Units (including the Over-Allotment Units issuable upon exercise of the Over-Allotment Option) will 

be offered by way of a short form prospectus to be filed in all Provinces of Canada, except Quebec, pursuant 

to National Instrument 44-101 – Short Form Prospectus Distributions. The Offering is expected to close on 

or about April 8, 2021 (the "Closing Date"), and is subject to certain conditions including, but not limited 

to, the receipt of all necessary regulatory and other approvals, including the approval of the Canadian 

Securities Exchange and the applicable regulatory authorities. 

 

OVERALL PERFOMRANCE 

  

The Company had a net loss and comprehensive loss of $1,818,039 during the three-month period ended 

December 31, 2020 compared to a loss and comprehensive loss of $10,032 for period from incorporation 

(October 7, 2019) to December 31, 2019.  The current loss and comprehensive loss are comprised of: 

consulting fees of $440,580 (2019 - $10,000); research and development in the amount of $311,470 (2019 - 

$nil) professional fees of $13,393 (2019 - $nil); general and administration in the amount of $246 (2019 - 

$32); share-based compensation of $360,727 (2019 $nil) and listing expense of $411,623 (2019 - $nil).  In 

addition, the Company recorded a $280,000 as change in fair value of the convertible debenture. 
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The Company had a net loss and comprehensive loss of $5,172,430 during the six-month period ended 

December 31, 2020 compared to a loss and comprehensive loss of $10,032 for period from incorporation 

(October 7, 2019) to December 31, 2019.  The current loss and comprehensive loss are comprised of: 

consulting fees of $591,275 (2019 - $10,000); research and development in the amount of $311,470 (2019 - 

$nil); professional fees of $58,416 (2019 - $nil); general and administration in the amount of $5,328 (2019 - 

$32); share-based compensation of $370,549 (2019 $nil); listing expense of $411,623 (2019 - $nil) and 

reverse takeover transaction cost of $3,143,769 (2019 – $nil).  Additionally, the Company recorded a 

$280,000 as change in fair value of the convertible debenture. 

 

OUTSTANDING SHARE DATA 

 

The following is the outstanding share data and outstanding securities that are convertible into common 

shares of the Company as of the date of this report: 

 

 # Outstanding Weighted average 

 exercise price 

Common shares 72,215,789 N/A 

Warrants 19,021,776 $0.45 

Stock options 7,756,988 $0.11 

 

COMPANY DIRECTORS AND OFFICERS  

 

As at the date of this report, the directors and officers of the Company were: 

 

Richard Patricio   Director 

Philip Williams   Director 

James Passin   Director 

Joseph Araujo   Director 

James Lanthier   CEO  

Arvin Ramos   CFO 

 Jessica Whitton   Corporate Secretary 

  

  

COMMITMENTS AND CONTINGENCIES  

On January 1, 2021, the Company signed a lease agreement for office space.  The lease agreement requires 

the Company to pay $5,000 per month for 5 years.  

 

Mindset signed agreements with directors, management and certain consultants.  The Company is committed 

to monthly payments of $196,500.  In addition, certain agreements contain clauses requiring additional 

payments of up to $1,445,000 be made upon the occurrence of certain events such as change of control.  In 

addition, the Company is committed to issuing 800,000 common shares to a certain consultant. 

 

On February 1, 2021, the Company engaged the services of two consultants to assist the Company with 

business strategy and corporate development.  As consideration for their services, each consultant will be 

paid: (i) an aggregate of 1,000,000 common shares in the capital of the Company, issuable in tranches; and 

(ii) a cash payment in the aggregate of $150,000, paid over a ten-month term in accordance with the respective 

consulting agreement entered into by the Company with each consultant. 

 

OFF-BALANCE SHEET ARRANGEMENTS 

 

The Company has no off-balance sheet arrangements. 
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TRANSACTIONS WITH RELATED PARTIES 

 

The financial statements include balances and transactions with directors and/or officers of the Company. 

The company defines its key management as its CEO, CFO, and its board of directors.  These expenditures 

are summarized as follows: 

 

Period ended December 31, 2020 2019 

Consulting fees $    227,200 $              - 

Research and development 130,892  

Share-based compensation 86,831 - 

 $    444,473 $              - 

 

As at December 31, 2020, the Company owed $20,493 (June 30, 2020 - $42,430) to officers of the Company 

which is included in trade and other payables.  Additionally, Mindset has an amount $263,895 (June 30, 2020 

- $nil) included in receivable and other to a company controlled by a director. 

 

These transactions are in the normal course of operations and are measured at the exchange amount, which 

is the amount of consideration established and agreed to by the related parties. All related parties’ payables 

are due on demand, non-interest bearing and are unsecured. 

 

FINANCIAL INSTRUMENTS 

All financial instruments are initially recorded on the balance sheet at fair value.   

 

All financial assets and financial liabilities are subsequently classified based on the business purpose for 

which the asset or liability was incurred and the contractual cash flow characteristics of the financial asset 

or liability.  

 

The Company's financial assets and liabilities are classified and measured as follows: 

Asset/Liability Classification  Measurement  

Cash  Amortized cost Amortized cost 

Trade and other payables Amortized cost Amortized cost 

 

RISKS AND UNCERTAINTIES 

The Company’s business, operating results and financial condition could be adversely affected by any of the 

risks outlined below. These risks and uncertainties are not the only ones facing the Company. Additional 

risks and uncertainties not currently known to the Company, or that the Company currently deems immaterial, 

may also impair the operations of the Company. If any such risks actually occur, the financial condition, 

liquidity and results of operations of the Company could be materially adversely affected and the ability of 

the Company to implement its growth plans could be adversely affected.  

 

An investment in the Company’s Shares is speculative and will be subject to material risks; and investors 

should not invest in securities of the Company unless they can afford to lose their entire investment.  

 

General risk factors 
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Market price of Common Shares and volatility 

 

The market price of the Common Shares on the Canadian Securities Exchange (“CSE”) and Frankfurt 

Exchange is affected by many other variables which are not directly related to our success and are, therefore, 

not within our control. These include other developments that affect the breadth of the public market for the 

Common Shares, the release or expiration of lock-up, escrow or other transfer restrictions on the Common 

Shares, and the attractiveness of alternative investments. The effect of these and other factors on the market 

price of the Common Shares is expected to make the Common Share price volatile in the future, which may 

result in losses to investors.  

 

COVID-19 outbreak  

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. Governments and central banks have reacted with significant 

monetary and fiscal interventions designed to stabilize economic conditions. The duration and impact of the 

COVID-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 Company in future periods. However, depending on the 

length and severity of the pandemic, COVID-19 could impact the Company’s operations, could cause delays 

relating to approval from the FDA, Health Canada or equivalent organizations in other countries, could 

postpone research activities, and could impair the Company’s ability to raise funds depending on COVID-

19s effect on capital markets.  

 

To the knowledge of the Company’s management as of the date hereof, COVID-19 does not present, at this 

time, any specific known impacts to the Company in relation to the Company’s use of available funds, nor 

to the timelines, business objectives or disclosed milestones related thereto. The Company relies on third 

parties to conduct and monitor the Company’s pre-clinical studies and clinical trials. However, to the 

knowledge of Company’s management, the ability of these third parties to conduct and monitor pre-clinical 

studies and clinical trials has not been and is not anticipated to be impacted by COVID-19. The Company is 

not currently aware of any changes in laws, regulations or guidelines, including tax and accounting 

requirements, arising from COVID-19 which would be reasonably anticipated to materially affect the 

Company’s business.  

 

Risks related to the Company’s Business and Industry 

 

Limited operating history 

The Company is in the early stage of development and has no products producing positive cash flow and its 

ultimate success will depend on its ability to generate cash flow from its products in the future. Significant 

capital investment will be required to achieve profitable sales from the Company’s future products. The 

Company will be subject to many risks common to start-up enterprises and its viability must be viewed 

against the background of the risks, expenses and problems frequently encountered by companies in the early 

stages of development in new and rapidly evolving markets such as the psychedelic medicine market. This 

includes under-capitalization, cash shortages, limitations with respect to personnel, lack of revenues and 

financial and other resources. There is no assurance that the Company will develop its business profitably, 

and the likelihood of success of the Company must be considered in light of its early stage of operations. 

There is no assurance that the Company will be successful in achieving a return on shareholders’ investment. 

 

Management of growth  

The Company may be subject to growth-related risks including pressure on its internal systems and controls. 

The Company’s ability to manage its growth effectively will require it to continue to implement and improve 

its operational and financial systems and to expand, train and manage its employee base. The inability of the 
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Company to deal with this growth could have a material adverse impact on its business, operations and 

prospects. In order to manage its current operations and any future growth effectively, the Company will 

need to continue to implement and improve its operational, financial and management information systems 

and to hire, train, motivate, manage and retain its employees. There can be no assurance that the Company 

will be able to manage such growth effectively, that its management, personnel or systems will be adequate 

to support the Company’s operations or that the Company will be able to achieve the increased levels of 

revenue commensurate with the increased levels of operating expenses associated with this growth. 

 

Significant ongoing costs and obligations  

As a research and development company, the Company expects to spend substantial funds on the research, 

development and testing of products. In addition, the Company expects to incur significant ongoing costs 

and obligations related to its investment in infrastructure and growth and for regulatory compliance, which 

could have a material adverse impact on the Company’s results of operations, financial condition and cash 

flows. For the foreseeable future, the Company will have to fund all of its operations and development 

expenditures from cash on hand, equity financings, through collaborations with other biotechnology or 

pharmaceutical companies or through financings from other sources. The Company will also require 

significant additional funds if it expands the scope of current plans for research and development or if it were 

to acquire any other assets and advance their development. 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 the Company’s corporate goals, the results of scientific and clinical research, the ability to 

obtain regulatory approvals and the state of the capital markets generally. If adequate funding is not available, 

the Company may be required to delay, reduce or eliminate one or more of its research and development 

programs, or obtain funds through corporate partners or others who may require the Company to relinquish 

significant rights to its products or compounds or obtain funds on less favourable terms than the Company 

would otherwise accept. To the extent that external sources of capital become limited or unavailable or 

available on onerous terms, the Company’s intangible assets and its ability to continue its clinical 

development plans may become impaired, and the Company’s assets, liabilities, business, financial condition 

and results of operations may be materially or adversely affected.  

 

In addition, future changes in regulations, changes in legal status of products, more vigorous enforcement 

thereof or other unanticipated events could require extensive changes to the Company’s operations, increased 

compliance costs or give rise to material liabilities, which could have a material adverse effect on the 

business, results of operations and financial condition of the Company. The Company’s efforts to grow its 

business may be costlier than expected. The Company may incur significant losses in the future for a number 

of reasons, including the other risks described in this MD&A, and unforeseen expenses, difficulties, 

complications and delays, and other unknown events.    

 

Regulatory risks 

Successful execution of the Company’s strategy is contingent, in part, upon compliance with regulatory 

requirements from time to time enacted by governmental authorities and obtaining all regulatory approvals, 

where necessary, for the sale of psychedelic medicines. The psychedelic medicine industry is a new industry 

and the Company cannot predict the impact of the ever-evolving compliance regime in respect of this 

industry. Similarly, the Company cannot predict the time required to secure all appropriate regulatory 

approvals for its future products, or the extent of testing and documentation that may, from time to time, be 

required by governmental authorities. The impact of compliance regimes, any delays in obtaining, or failure 

to obtain regulatory approvals may significantly delay or impact the development of markets, its business 

and products, and sales initiatives and could have a material adverse effect on the business, financial 

condition and operating results of the Company. 

 

The Company will incur ongoing costs and obligations related to regulatory compliance. Failure to comply 

with regulations may result in additional costs for corrective measures, penalties or result in restrictions on 

the Company’s operations. In addition, changes in regulations, more vigorous enforcement thereof or other 

unanticipated events could require extensive changes to the Company’s operations, increased compliance 
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costs or give rise to material liabilities, which could have a material adverse effect on the business, financial 

condition and operating results of the Company. 

 

The psychedelic industry and market are relatively new and this industry may not succeed in the long term  

The Company will be operating its business in a relatively new industry and market. In addition to being 

subject to general business risks, the Company must continue to build brand awareness in this industry and 

market through significant investments in its strategy, its production capacity, quality assurance and 

compliance with regulations. In addition, there is no assurance that the industry and market will continue to 

exist and grow as currently estimated or anticipated or function and evolve in the manner consistent with 

management’s expectations and assumptions. Any event or circumstance that adversely affects the 

psychedelic industry and market could have a material adverse effect on the Company’s business, financial 

conditions and results of operations.  

 

The psychedelic medicine market will face specific marketing challenges given the products’ status as a 

controlled substance which resulted in past and current public perception that the products have negative 

health and lifestyle effects and have the potential to cause physical and social harm due to psychoactive and 

potentially addictive effects. Any marketing efforts by the Company would need to overcome this perception 

to build consumer confidence, brand recognition and goodwill. 

 

Unfavourable publicity or consumer perception 

The Company believes the psychedelic medicine industry is highly dependent upon consumer perception 

regarding the safety, efficacy and quality of synthetic psychedelics as well as products produced or 

manufactured using natural psychedelics. Consumer perception of psychedelics may be significantly 

influenced by scientific research or findings, regulatory investigations, litigation, media attention and other 

publicity regarding the consumption of products produced or manufactured using natural or synthetic 

psychedelics. There can be no assurance that future scientific research, findings, regulatory proceedings, 

litigation, media attention or other research findings or publicity will be favourable to the medical and/or 

recreational psychedelics industry or any particular product, or consistent with earlier publicity. Future 

research reports, findings, regulatory proceedings, litigation, media attention or other publicity that are 

perceived as less favourable than, or that question, earlier research reports, findings or publicity could have 

a material adverse effect on the demand for the Company’s future products and the business, results of 

operations, financial condition and cash flows of the Company. The Company’s dependence upon consumer 

perceptions means that adverse scientific research reports, findings, regulatory proceedings, litigation, media 

attention or other publicity, whether or not accurate or with merit, could have a material adverse effect on the 

Company, the demand for the Company’s future products, and the business, results of operations, financial 

condition and cash flows of the Company. Further, adverse publicity reports or other media attention 

regarding the safety, efficacy and quality of psychedelics in general, or associating the consumption of 

psychedelics with illness or other negative effects or events, could have such a material adverse effect. Such 

adverse publicity reports or other media attention could arise even if the adverse effects associated with such 

products resulted from consumers’ failure to consume such products legally, appropriately or as directed. 

 

The Company’s prospects depend on the success of its products/compounds which are not yet in 

development  

The Company can make no assurance that its research and development programs will result in regulatory 

approval or commercially viable products/compounds. To achieve profitable operations, the Company, alone 

or with others, must successfully develop, gain regulatory approval for, and market its future 

products/compounds. The Company currently has no products/compounds that have been approved by 

Health Canada, FDA or any similar regulatory authority. To obtain regulatory approvals for its 

product/compound candidates being developed and to achieve commercial success, clinical trials may be 

required to demonstrate that the product/compound candidates are safe for human use and that they 

demonstrate efficacy to varying degrees of certainty depending on the product.  

  

Many product/compound 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. 
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Product/compound 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 the Company 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 the Company can make no assurance that any future 

studies, if undertaken, will yield favourable results.  

 

The early stage of the Company’s research and development makes it particularly uncertain whether any of 

its research and development efforts will prove to be successful and meet applicable regulatory requirements, 

and whether any of its product/compound candidates will receive the requisite regulatory approvals, be 

capable of being manufactured at a reasonable cost or be successfully marketed. If the Company is successful 

in developing product/compound candidates into approved products/compounds, the Company will still 

experience many potential obstacles, which would affect the Company’s ability to successfully market and 

commercialize such approved products/compounds, such as obtaining, maintaining and enforcing appropriate 

intellectual property protection, 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 the 

Company is unable to successfully market and commercialize any of its products/compounds, its financial 

condition and results of operations may be materially and adversely affected.  

 

The Company 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 the Company cannot be 

certain that it will not face similar setbacks. These setbacks have been caused by, among other things, 

preclinical findings made while clinical trials were underway 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/compound candidates performed satisfactorily in preclinical studies and clinical trials nonetheless 

failed to obtain Health Canada or FDA (or equivalent authorities) approval. If the Company (or a third party 

conducting clinical trials) fails to produce positive results in its future clinical trials its programs, the 

development timeline and regulatory approval and commercialization prospects for the Company’s 

product/compound candidates, and, correspondingly, its business and financial prospects, would be 

materially adversely affected. 

 

The Company may rely on third parties to plan and conduct preclinical and clinical trials  

The Company may rely on third parties to conduct preclinical development activities and may rely on third 

parties to conduct 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 its relationship with third parties, or if third parties are unable to provide quality 

services in a timely manner and at a feasible cost, the Company’s active development programs may face 

delays. Further, if any of these third parties fails to perform as the Company expects or if their work fails to 

meet regulatory requirements, the Company’s testing could be delayed, cancelled or rendered ineffective.  

 

The Company expects to rely on contract manufacturers over whom it will have limited control 

The Company has limited manufacturing experience and accordingly the Company will likely be required to 

rely on contract manufacturing organizations (“CMOs”) to manufacture its product/compound candidates 

for preclinical studies and clinical trials. The Company may rely on CMOs for manufacturing, formulation, 

filling, packaging, storing and shipping of drug product in compliance with current Good Manufacturing 

Practices (“cGMP”) regulations applicable to its products/compounds. Health Canada and the FDA and other 

equivalent regulatory bodies in other jurisdictions ensure the quality of drug products by carefully monitoring 

drug manufacturers’ compliance with cGMP regulations. The cGMP regulations for drugs contain minimum 
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requirements for the methods, facilities and controls used in manufacturing, processing and packing of a drug 

product.  

 

There can be no assurances that CMOs, if and when contracted by the Company, will be able to meet the 

Company’s timetable and requirements. The Company may not contract with alternate suppliers for any drug 

substance production in the event that a current provider is unable to scale up production, or if it otherwise 

experiences any other significant problems. If the Company is unable to arrange for alternative third-party 

manufacturing sources on commercially reasonable terms or in a timely manner, the Company may be 

delayed in the development of its product/compound 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. The 

Company’s dependence upon third parties for the manufacture of its products/compounds may adversely 

affect its profit margins and its ability to develop and deliver products on a timely and competitive basis. 

 

 

Clinical trials of the Company’s product/compound candidates may fail to demonstrate safety and efficacy 

to the satisfaction of regulatory authorities or not otherwise produce positive results 

Before obtaining marketing approval from regulatory authorities for the sale of the Company’s 

product/compound candidates, the Company will be required to conduct, or will rely on third parties to 

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

efficacy of the product/compound 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, natural health products 

(“NHP”) 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. The 

Company does not know whether the clinical trials it may conduct will demonstrate adequate efficacy and 

safety to result in regulatory approval to market any of its product/compound candidates in any jurisdiction. 

A product/compound candidate may fail for safety or efficacy reasons at any stage of the testing process. A 

major risk the Company faces is the possibility that none of its product/compound candidates will 

successfully gain market approval from Health Canada, the FDA or other regulatory authorities, resulting in 

the Company being unable to derive any commercial revenue from them after investing significant amounts 

of capital in their development. 

 

There could be delays in clinical testing 

The Company cannot predict whether any clinical trials will begin as planned, will need to be restructured, 

or will be completed on schedule, or at all. The Company’s product/compound development costs will 

increase if it experiences delays in clinical testing. Significant clinical trial delays could allow its competitors 

to bring products to market before the Company, which would impair the Company’s ability to successfully 

commercialize its product/compound candidates and may harm its financial condition, results of operations 

and prospects. The commencement and completion of clinical trials for the Company’s products/compounds 

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 the clinical trials at the rate the Company expects; 

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

patient safety or failure to comply with cGMP requirements; 

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

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

trials; 

• product/compound candidates demonstrating a lack of safety or efficacy during clinical trials; 
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• patients choosing an alternative treatment for the indications for which the Company is developing 

any of its product/compound 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 or efficacy concerns; 

• competing clinical trials and scheduling conflicts with participating clinicians; 

• clinical investigators not performing the 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 the Company’s contract research organizations (“CROs”) to satisfy their contractual 

duties or meet expected deadlines; 

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

committees finding regulatory violations that require corrective action, resulting in suspension or 

termination of one or more sites or the imposition of a clinical hold on the entire study; 

• 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. 

 

The Company’s product development costs will increase if it experiences delays in testing or approval or if 

more or larger clinical trials are required than planned. Additionally, changes in regulatory requirements and 

policies may occur, and the Company may need to amend study protocols to reflect these changes. 

Amendments may require resubmission of study protocols to 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 the Company’s business, financial condition and 

results of operation. 

 

The Company may not be able to file appropriate clinical trial or regulatory approval applications  

Prior to commencing clinical trials in Canada, the United States or other jurisdictions for any of the 

Company’s product/compound candidates, the Company (or any third party conducting clinical trials) may 

be required to have an approved investigational new drug or clinical trial application (or equivalent) for each 

product/compound candidate and to file additional applications for approval prior to initiating any additional 

clinical trials for any product/compound. Submission of an application for a new clinical trial may not result 

in Health Canada or the FDA (or equivalent authorities) allowing further clinical trials to begin and, once 

begun, issues may arise that will require the suspension or termination of such clinical trials. Additionally, 

even if relevant regulatory authorities agree with the design and implementation of the clinical trials set forth 

in an application, these regulatory authorities may change their requirements in the future. Failure to submit 

or have effective new drug (or equivalent) commence or continue clinical programs may have a material 

adverse effect on the Company’s business, financial condition and results of operation. 

 

If the Company (or a third party conducting clinical trials) has difficulty enrolling patients in clinical 

trials, the completion of the trials may be delayed or cancelled  

As the Company’s product/compound candidates advance from preclinical testing to clinical testing, and then 

through progressively larger and more complex clinical trials, the Company (or a third party conducting the 

clinical trials) will need to enroll an increasing number of patients that meet its eligibility criteria. There is 

significant competition for recruiting patients in clinical trials, and the Company (or a third party conducting 

the clinical trials) may be unable to enroll the patients it needs to complete clinical trials on a timely basis or 
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at all. The factors that affect the 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/compound candidate under study; 

• the patient referral practices of physicians; and 

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

 

The expansion of the use of psychedelics in the medical industry may require new clinical research into 

effective medical therapies  

Research in Canada and internationally regarding the medical benefits, viability, safety, efficacy, 

addictiveness, dosing and social acceptance of psychedelic and psychoactive products derived from natural 

or synthetic psilocybin and psilocin remains in early stages. There have been relatively few clinical trials on 

the benefits of such products. Although the Company believes that the articles, reports and studies support 

its beliefs regarding the medical benefits, viability, safety, efficacy, dosing and social acceptance of 

psychedelic and psychoactive products derived from natural or synthetic psilocybin and psilocin, future 

research and clinical trials may prove such statements to be incorrect, or could raise concerns regarding, and 

perceptions relating to, psychedelic and psychoactive products derived from natural or synthetic psilocybin. 

Given these risks, uncertainties and assumptions, readers should not place undue reliance on such articles 

and reports. Future research studies and clinical trials may draw opposing conclusions to those stated in this 

MD&A or reach negative conclusions regarding the medical benefits, viability, safety, efficacy, dosing, 

social acceptance or other facts and perceptions related to psychedelic and psychoactive products derived 

from natural or synthetic psilocybin or psilocin, which could have a material adverse effect on the demand 

for the Company’s products/compounds with the potential to lead to a material adverse effect on the 

Company’s business, financial condition and results of operations.  

 

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

the Company’s products/compounds may have an adverse impact on the Company’s future 

commercialization efforts  

From time to time, studies or clinical trials on various aspects of biopharmaceutical or NHPs 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 or NHP that is the subject of the study. The 

publication of negative results of studies or clinical trials or adverse safety events related to the Company’s 

product/compound candidates, or the therapeutic areas in which the Company’s product/compound 

candidates compete, could adversely affect its share price and the Company’s ability to finance future 

development of its product/compound candidates, and its business and financial results could be materially 

and adversely affected.  

 

Regulatory approval processes are lengthy, expensive and inherently unpredictable  

The Company’s development and commercialization activities and product/compound candidates will be 

significantly regulated by a number of governmental entities, including the FDA, Health Canada, and 

comparable authorities in other countries. Regulatory approvals are required prior to each clinical trial and 

the Company (or a third party conducting a clinical trial) may fail to obtain the necessary approvals to 

commence or continue clinical testing. The Company must comply with regulations concerning the 

manufacture, testing, safety, effectiveness, labeling, documentation, advertising, and sale of 

products/compounds and product/compound candidates and ultimately must obtain regulatory approval 

before it can commercialize a product/compound candidate. Further, if the active ingredient or raw material 

contains a controlled substance, additional licenses are required to possess these ingredients and materials 
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both to test and conduct preclinical and clinical trials and to sell such products/compounds. 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 the 

Company performs is subject to confirmation and interpretation by regulatory authorities, which could delay, 

limit or prevent regulatory approval. Even if the Company believes results from clinical trials are favorable 

to support the marketing of its product/compound candidates, Health Canada, the FDA or other regulatory 

authorities may disagree. In addition, approval policies, regulations, or the type and amount of clinical data 

necessary to gain approval may change during the course of a product/compound candidate’s clinical 

development and may vary among jurisdictions. The Company could fail to receive regulatory approval for 

its product/compound candidates for many reasons, including, but not limited to: 

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

• failure to demonstrate that a product/compound 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/compound candidate’s clinical and other benefits outweigh its 

safety risks; 

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

• the insufficiency of data collected from clinical trials of the Company’s product/compound 

candidates to support the submission and filing of an investigational new drug (“IND”) application 

or other submission to obtain regulatory approval; 

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

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

• changes in the approval policies or regulations that render the 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 the Company’s commercialization plans, or the 

Company may decide to abandon the development program. If the Company were to obtain approval, 

regulatory authorities may approve any of its product/compound candidates for fewer or more limited 

indications than the Company request, may grant approval contingent on the performance of costly post-

marketing clinical trials, or may approve a product/compound candidate with a label that does not include 

the labeling claims necessary or desirable for the successful commercialization of that product/compound 

candidate. Moreover, depending on any safety issues associated with the Company’s product/compound 

candidates that garner approval, Health Canada or the FDA may impose a risk evaluation and mitigation 

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

 

Raw materials 

Some raw materials used by the Company may require regulatory approval by Health Canada, the FDA or 

an equivalent regulatory body because the plant or fungi may contain a controlled substance. While the 

Company believes that it can acquire the requisite licenses to possess, transport, process and use these raw 

materials to test or make products or refine services, there is a risk that Health Canada, the FDA or an 

equivalent regulatory body can either reject or require further actions from the Company to approve the 

license which would cause delays or result in losses for the Company and could result in the abandonment 

of a specific projects or products. 

 

Raw materials and supplies are generally available in quantities to meet the needs of the Company’s business. 

An inability to obtain raw materials or product supply could have a material adverse impact on the Company’s 

business, financial condition, and results of operations. 
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The Company may be subject to product recalls for product defects self-imposed or imposed by regulators  

Manufacturers and distributors of products are sometimes subject to the recall or return of their products for 

a variety of reasons, including product defects, such as contamination, unintended harmful side effects or 

interactions with other substances, packaging safety and inadequate or inaccurate labeling disclosure. If any 

of the Company’s future products/compounds are recalled due to an alleged product defect or for any other 

reason, the Company could be required to incur the unexpected expense of the recall and any legal 

proceedings that might arise in connection with the recall. The Company may lose a significant amount of 

sales and may not be able to replace those sales at an acceptable margin or at all. In addition, a 

product/compound recall may require significant management attention. Although the Company will 

implement detailed procedures for testing its products/compounds, there can be no assurance that any quality, 

potency or contamination problems will be detected in time to avoid unforeseen product recalls, regulatory 

action or lawsuits.  

 

Additionally, if one of the Company’s future brands were subject to recall, the image of that brand and the 

Company could be harmed. A recall for any of the foregoing reasons could lead to decreased demand for the 

Company’s products/compounds and could have a material adverse effect on the results of operations and 

financial condition of the Company. Additionally, product recalls may lead to increased scrutiny of the 

Company’s operations by regulatory agencies, requiring further management attention and potential legal 

fees and other expenses. 

 

Reliance on a single facility  

The Company has engaged InterVivo Solutions (the “Facility”), a specialty testing facility that is focused on 

neuropsychological conditions, to provide initial pharmacokinetics (PK) work to provide the basis for 

interpreting the dose-related efficacy, safety and toxicological effects of the Company’s products/compounds 

candidates. A significant portion of the Company’s business will be conducted at the Facility. Accordingly, 

any adverse changes or developments affecting the Facility could have a material adverse effect on its 

business, financial conditional and results of operations. 

 

Use of funds  

The Company has prepared a detailed budget setting out the way in which it proposes to expend the funds 

raised under the financing.  However, the quantum and timing of expenditure will necessarily be dependent 

upon receiving positive results from the Company’s research, development and marketing initiatives. As the 

Company further expands its business, it is possible that results and circumstances may dictate a departure 

from the pre-existing budget. Further, the Company may, from time to time as opportunities arise, utilise part 

of its financial resources (including the funds raised as part of the Financing) to participate in additional 

opportunities that arise and fit within the Company’s broader objectives, as a means of advancing shareholder 

value. 

 

The Company may not achieve its publicly announced milestones according to schedule, or at all  

From time to time, the Company may announce the timing of certain events it expects to occur, such as the 

anticipated timing of results from its 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/compound 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 any other event having the effect of delaying the publicly announced timeline. 

The Company undertakes 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 its 

business plan, financial condition or operating results and the trading price of Shares. 

 

In certain circumstances, the Company’s reputation could be damaged  
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Damage to the Company’s reputation can be the result of the actual or perceived occurrence of any number 

of events, and could include any negative publicity, whether true or not. The increased usage of social media 

and other web-based tools used to generate, publish and discuss user-generated content and to connect with 

other users has made it increasingly easier for individuals and groups to communicate and share opinions and 

views regarding the Company and its activities, whether true or not. Although the Company believes that it 

operates in a manner that is respectful to all stakeholders and that it takes care in protecting its image and 

reputation, the Company does not ultimately have direct control over how it is perceived by others. 

Reputation loss may result in decreased investor confidence, increased challenges in developing and 

maintaining community relations and an impediment to the Company’s overall ability to advance its projects, 

thereby having a material adverse impact on financial performance, financial condition, cash flows and 

growth prospects. 

 

The Company will face competition from other natural health product, biotechnology and pharmaceutical 

companies  

The NHP, biotechnology and pharmaceutical industries are intensely competitive and subject to rapid and 

significant technological change. The Company’s competitors include large, well-established pharmaceutical 

companies, NHP companies, biotechnology companies, and academic and research institutions developing 

therapeutics for the same indications the Company is targeting and competitors with existing marketed 

therapies. Many other companies are developing or commercializing therapies to treat the same diseases or 

indications for which the Company’s product/compound candidates may be useful.  

 

Many of the Company’s competitors have substantially greater financial, technical and human resources than 

the Company does and have significantly greater experience than the Company in conducting preclinical 

testing and human clinical trials of product/compound candidates, scaling up manufacturing operations and 

obtaining regulatory approvals of products/compounds. Accordingly, the Company’s competitors may 

succeed in obtaining regulatory approval for products more rapidly than the Company does. The Company’s 

ability to compete successfully will largely depend on: 

• the efficacy and safety profile of its product/compound candidates relative to marketed 

products/compounds and other product/compound candidates in development; 

• the Company’s ability to develop and maintain a competitive position in the product/compound 

categories and technologies on which it will focus; 

• the time it takes for the Company’s product/compound candidates to complete clinical development 

and receive marketing approval; 

• the Company’s ability to obtain required regulatory approvals; 

• the Company’s ability to commercialize any of its product/compound candidates that receive 

regulatory approval; 

• the Company’s ability to establish, maintain and protect intellectual property rights related to its 

product/compound candidates; and 

• acceptance of any of the Company’s product/compound 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 potential products/compounds the Company plans to develop. Some of 

those products may have an entirely different approach or means of accomplishing the desired therapeutic 

effect than the Company’s product/compound candidates and may be more effective or less costly than those 

the Company plans to develop. The success of the Company’s competitors and their products and 

technologies relative to the Company’s technological capabilities and competitiveness could have a material 

adverse effect on the future preclinical studies and clinical trials of the Company’s product/compound 

candidates, including its ability to obtain the necessary regulatory approvals for the conduct of such clinical 
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trials. This may further negatively impact the Company’s ability to generate future product development 

programs using psilocybin, psilocin or other psychedelic inspired compounds.  

 

If the Company is not able to compete effectively against its current and future competitors, the Company’s 

business will not grow, and its financial condition and operations will substantially suffer. 

 

If the Company is unable to adequately protect and enforce its intellectual property, the Company’s 

competitors may take advantage of its development efforts or acquired technology and compromise its 

prospects of marketing and selling its key products  

The Company’s success will depend in part upon its ability to protect its intellectual property and proprietary 

technologies and upon the nature and scope of the intellectual property protection the Company receives. The 

ability to compete effectively and to achieve partnerships will depend on its ability to develop and maintain 

proprietary aspects of the Company’s technology and to operate without infringing on the proprietary rights 

of others. The presence of such proprietary rights of others could severely limit its ability to develop and 

commercialize its products, to conduct its existing research and could require financial resources to defend 

litigation, which may be in excess of the Company’s ability to raise such funds. There is no assurance that 

the Company’s intangible assets, including know-how, trade secrets or potential inventions, which may be 

eligible for patent protection or those of any intangible asset that it intends to acquire will result in an issued 

patent (with associated monopoly rights) in a form that will be sufficient to protect its proprietary technology 

and gain or keep any competitive advantage that the Company 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 the 

Company may be challenged, invalidated or circumvented. To the extent the Company’s intellectual property 

offers inadequate protection, or is found to be invalid or unenforceable, the Company is exposed to a greater 

risk of direct competition. If its intellectual property does not provide adequate protection against the 

Company’s competitors’ products, its competitive position could be adversely affected, as could the 

Company’s 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 the Company’s intellectual property rights to the same extent as do the laws of 

Canada and the United States.  

 

The Company will be able to protect its intellectual property from unauthorized use by third parties only to 

the extent that its 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 the Company has the funds to enforce its rights, if necessary. 

 

Changes in patent law and its interpretation could diminish the value of patents in general, thereby 

impairing the Company’s ability to protect its product/compound candidates  

As is the case with other NHP, biotechnology and pharmaceutical companies, the Company’s 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 Supreme Court of Canada 

and 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 the Company’s 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 Canadian House of Representative, the Federal Court of Canada, the Canadian 

Intellectual Property Office (“CIPO”), U.S. Congress, the federal courts, and the U.S. Patent and Trademark 

Office (“USPTO”) and international treaties entered into by these nations, the laws and regulations governing 

patents could change in unpredictable ways that would weaken the Company’s ability to obtain patents or to 

enforce patents the Company may obtain in the future.  
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Litigation regarding patents, patent applications, and other proprietary rights may be expensive, time 

consuming and cause delays in the development and manufacturing of the Company’s key products  

The Company’s success will depend in part on its 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, patents and allege that the use of its technologies infringes these patent claims 

or that the Company is employing its proprietary technology without authorization. In addition, third parties 

may challenge or infringe upon its future patents. Proceedings involving its patents or patent applications or 

those of others could result in adverse decisions regarding: 

• the patentability of the Company’s inventions relating to its key products/compounds; and 

• the enforceability, validity, or scope of protection offered by the Company’s patents relating to its 

key products/compounds. 

 

If the Company is unable to avoid infringing the patent rights of others, the Company 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, the Company may not have 

sufficient resources to bring these actions to a successful conclusion. In addition, if the Company does not 

obtain a license, develop or obtain non-infringing technology, fail to defend an infringement action 

successfully or have infringed patents declared invalid, the Company may: 

• incur substantial monetary damages; 

• encounter significant delays in bringing its key products/compounds to market; and 

• be precluded from participating in the manufacture, use or sale of its key products/compounds or 

methods of treatment requiring licenses. 

 

Even if the Company is successful in these proceedings, it may incur substantial costs and divert management 

time and attention in pursuing these proceedings, which could have a material adverse effect on the Company. 

 

The Company’s reliance on third parties requires the Company to share its trade secrets, which increases 

the possibility that a competitor will discover them  

Because the Company may work with third parties to assist in the development, testing and marketing of its 

products/compounds, it may be required to share trade secrets and other confidential information with them. 

The Company will seek to protect its proprietary technology in part by entering into confidentiality or non-

disclosure agreements and, if applicable, material transfer agreements, collaborative research agreements, 

consulting agreements or other similar agreements with its collaborators, advisors, employees and consultants 

prior to beginning research or disclosing proprietary information. These agreements will typically restrict the 

ability of its collaborators, advisors, employees and consultants to publish data potentially relating to its trade 

secrets and confidential information. The Company’s academic and clinical collaborators will typically have 

rights to publish data, provided that the Company is notified in advance and may delay publication for a 

specified time in order to secure its intellectual property rights arising from the collaboration. In other cases, 

publication rights will be controlled exclusively by the Company, although in some cases the Company may 

share these rights with other parties. The Company may also conduct joint research and development 

programs which may require the Company to share trade secrets and confidential information under the terms 

of research and development collaborations or similar agreements. Despite efforts to protect its trade secrets 

and confidential information, the Company’s competitors may discover its trade secrets or confidential 

information, either through breach of these agreements, independent development or publication of 

information including its trade secrets or confidential information in cases where the Company does not have 

proprietary or otherwise protected rights at the time of publication. A competitor’s discovery of the 

Company’s trade secrets or confidential information may impair its competitive position and could have a 

material adverse effect on its business and financial condition. 
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The Company’s operations are subject to environmental regulation in the jurisdiction in which it operates  

Environmental legislation is evolving in a manner which will require stricter standards and enforcement, 

increased fines and penalties for non-compliance, more stringent environmental assessments of proposed 

projects and a heightened degree of responsibility for companies and their officers, directors, and employees. 

There is no assurance that future changes in environmental regulation, if any, will not adversely affect the 

Company’s operations. The Company’s laboratory operations at the Facility will be subject to environmental 

protection laws and regulations that prescribe methods for storing and disposing of chemicals and controlled 

compounds, as the operations will involve spores, silica gels, dried mushroom powder, solvents for extraction 

and chromatographic separations in solvent systems which present potential and low-grade hazard to human 

health. Prior to commencing its laboratory operations, the Company will establish internal policies to comply 

with all such environmental laws and regulations.  

 

Government environmental approvals and permits may be required in connection with the Company’s 

operations. To the extent such approvals are required and not obtained, the Company may be curtailed or 

prohibited from its proposed business activities or from proceeding with the development of its operations as 

currently proposed.  

 

Failure to comply with applicable environmental laws, regulations and permitting requirement may result in 

enforcement actions thereunder, including orders issued by regulatory or judicial authorities causing 

operations to cease or to be curtailed, and may include corrective measure requiring capital expenditures, 

installation of additional equipment, or remedial actions. The Company may be required to compensate those 

suffering loss or damage due to its operations and may have civil or criminal fines or penalties imposed for 

violations of applicable laws or regulations. 

 

Product liability once in the production phase 

As a possible manufacturer and distributor of products designed to be ingested by humans, once the Company 

is in the production phase, it faces an inherent risk of exposure to product liability claims, regulatory action 

and litigation if its products are alleged to have caused significant loss or injury. Previously unknown adverse 

reactions resulting from human consumption of the Company’s future products alone or in combination with 

other medications or substances could occur. The Company may be subject to various product liability claims, 

including, among others, that the products produced by the Company caused injury or illness, include 

inadequate instructions for use or include inadequate warnings concerning possible side effects or 

interactions with other substances. A product liability claim or regulatory action against the Company could 

result in increased costs, could adversely affect the Company’s reputation with its clients and consumers 

generally, and could have a material adverse effect on the business, financial condition and operating results 

of the Company. There can be no assurances that the Company will be able to obtain or maintain product 

liability insurance on acceptable terms or with adequate coverage against potential liabilities. Such insurance 

is expensive and may not be available in the future on acceptable terms, or at all. The inability to obtain 

sufficient insurance coverage on reasonable terms or to otherwise protect against potential product liability 

claims could prevent or inhibit the commercialization of products. 

 

Management experience and dependence on key personnel, employees and third-party providers 

The Company’s success is currently largely dependent on the performance of the Company’s directors and 

officers. The experience of these individuals is a factor which will contribute to the Company’s continued 

success and growth. The Company will initially be relying on the Company’s board members and executive 

officers, as well as independent consultants and advisors, for most aspects of the Company’s business. The 

amount of time and expertise expended on the Company’s affairs by each of the Company’s management 

team and the Company’s directors will vary according to the Company’s needs. The loss of any of these 

individuals could have a material detrimental impact on the Company’s business. The Company does not 

intend to acquire any key man insurance policies and there is, therefore, a risk that the death or departure of 

any key member of management, a director, employee, consultant or advisor, could have a material adverse 

effect on the Company’s business, operations and financial condition. Investors who are not prepared to rely 

on the Company’s management team should not invest in the Company’s securities.  
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Potential conflicts of interest 

Certain of the Company’s directors and officers are, and may continue to be, involved in the psychedelics 

industry through their direct and indirect participation in corporations, partnerships or joint ventures which 

are potential competitors of the Company. Situations may arise in connection with potential acquisitions or 

opportunities where the other interests of these directors and officers may conflict with the Company's 

interests. Directors and officers of the Company with conflicts of interest will be subject to and must follow 

the procedures set out in applicable corporate and securities legislation, regulations, rules and policies.  

 

Costs of operating as a public company  

As a public company whose securities are listed in Canada and Germany, the Company shall incur significant 

legal, accounting and related continuous disclosure expenses. The Company will be subject to the reporting 

requirements of Canadian securities laws the rules and regulations thereunder, the rules and regulations of 

the CSE and Frankfurt Exchange, and the provisions of securities laws that apply to public companies such 

as the Company. The expenses that will be required in order to adequately comply with the various reporting 

and other requirements applicable to public companies will require considerable expense, time and the 

attention of management. 

 

The size of the Company’s target market is difficult to quantify, and investors will be reliant on their own 

estimates on the accuracy of market data  

Because the Company’s industry is in a relatively nascent stage with uncertain boundaries, there is a lack of 

information about comparable companies available for potential investors to review in deciding about 

whether to invest in the Company and, few, if any, established companies whose business model the 

Company can follow or upon whose success the Company can build. Accordingly, readers will have to rely 

on their own estimates about the Company. There can be no assurance that the Company’s estimates are 

accurate or that the market size is sufficiently large for its business to grow as projected, which may 

negatively impact its financial results. The Company regularly purchases and follows market research. 

 

The Company could be liable for fraudulent or illegal activity by its employees, contractors and consultants 

resulting in significant financial losses to claims against the Company  

The Company is exposed to the risk that its employees, independent contractors and consultants may engage 

in fraudulent or other illegal activity. Misconduct by these parties could include intentional, reckless and/or 

negligent conduct or disclosure of unauthorized activities to the Company that violates: (i) government 

regulations; (ii) manufacturing standards; (iii) federal and provincial healthcare fraud and abuse laws and 

regulations; or (iv) laws that require the true, complete and accurate reporting of financial information or 

data. It is not always possible for the Company to identify and deter misconduct by its employees and other 

third parties, and the precautions taken by the Company to detect and prevent this activity may not be 

effective in controlling unknown or unmanaged risks or losses or in protecting the Company from 

governmental investigations or other actions or lawsuits stemming from a failure to be in compliance with 

such laws or regulations. If any such actions are instituted against the Company, and it is not successful in 

defending itself or asserting its rights, those actions could have a significant impact on our business, including 

the imposition of civil, criminal and administrative penalties, damages, monetary fines, contractual damages, 

reputational harm, diminished profits and future earnings, and curtailment of the Company’s operations, any 

of which could have a material adverse effect on the Company’s business, financial condition and results of 

operations.  

 

 

 

Reliance on information technology systems and risk of cyberattacks.  

The Company may enter into agreements with third parties for hardware, software, telecommunications and 

other information technology (“IT”) services in connection with its operations, as a result of which, the 

Company’s operations would depend, in part, on how well it and its contractors and consultants protect 

networks, equipment, IT systems and software against damage from a number of threats, including, but not 

limited to, cable cuts, damage to physical plants, natural disasters, intentional damage and destruction, fire, 
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power loss, hacking, computer viruses, vandalism and theft. The Company’s operations would also depend 

on the timely maintenance, upgrade and replacement of networks, equipment, IT systems and software, as 

well as pre-emptive expenses to mitigate the risk of failures. Any of these and other events could result in 

information system failures, delays and/or increase in capital expenses. The failure of information systems 

or a component of information systems could, depending on the nature of any such failure, adversely impact 

the Company’s reputation and results of operations.  

 

There can be no assurance that the Company will not incur material losses relating to cyber-attacks or other 

information security breaches in the future. The Company’s risk and exposure to these matters cannot be 

fully mitigated because of, among other things, the evolving nature of these threats. As a result, cyber security 

and the continued development and enhancement of controls, processes and practices designed to protect 

systems, computers, software, data and networks from attack, damage or unauthorized access is a priority. 

As cyber threats continue to evolve, the Company may be required to expend additional resources to continue 

to modify or enhance protective measures or to investigate and remediate any security vulnerabilities. 

 

Uninsured or uninsurable Risk 

The Company may become subject to liability for risks which are uninsurable or against which the Company 

may opt out of insuring due to the high cost of insurance premiums or other factors. The payment of any such 

liabilities would reduce the funds available for usual business activities. Payment of liabilities for which 

insurance is not carried may have a material adverse effect on the Company’s financial position and 

operations. 

 

Need for additional financing and issuance of additional securities  

The Company’s future capital requirements depend on many factors, including its ability to develop and 

market products successfully, cash flows from operations, locating and retaining talent, and competing 

market developments. The Company’s business model requires spending money (primarily on research & 

development, advertising and marketing) in order to generate revenue.   

 

In order to execute the Company’s business plan, the Company will likely require some additional equity 

and/or debt financing to undertake capital expenditures. There can be no assurance that additional financing 

will be available to the Company when needed or on terms which are acceptable. The Company’s inability 

to raise financing to support on-going operations or to fund capital expenditures could limit the Company’s 

operations and may have a material adverse effect upon future profitability. The Company may require 

additional financing to fund its operations to the point where it is generating positive cash flows.  

 

If additional funds are raised through further issuances of equity or convertible debt securities, existing 

shareholders could suffer significant dilution, and any new equity securities issued could have rights, 

preferences and privileges superior to those of holders of Shares. Any debt financing secured in the future 

could involve restrictive covenants relating to capital raising activities and other financial and operational 

matters, which may make it more difficult for the Company to obtain additional capital or to pursue business 

opportunities, including potential acquisitions. If adequate funds are not obtained, the Company may be 

required to reduce, curtail, or discontinue operations. There is no assurance that the Company’s future cash 

flow, if any, will be adequate to satisfy its ongoing operating expenses and capital requirements. 


