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The information in this preliminary prospectus is not complete and may be changed. We may not sell these securities until the
registration statement filed with the Securities and Exchange Commission is effective. This preliminary prospectus is not an
offer to sell these securities and is not soliciting an offer to buy these securities in any state where the offer or sale is not
permitted.

 
PRELIMINARY PROSPECTUS SUBJECT TO COMPLETION DATED NOVEMBER 14, 2022
  

1,255,000 Common Shares
 

Clearmind Medicine Inc.
 

We are offering common shares, no par value, or Common Shares of Clearmind Medicine Inc. This is our initial public offering in the
United States. We anticipate that the initial public offering price per Common Share will be between $6.00 and $8.00.
 
We have applied to list our Common Shares on The Nasdaq Capital Market under the symbol “CMND.” It is a condition to the closing
of this offering that our Common Shares shall have been approved for listing on The Nasdaq Capital Market.
 
Our Common Shares are currently traded on the Canadian Securities Exchange, or CSE under the symbol “CMND”. On November 8,
2022, the last reported sale price of our Common Shares was CAD$7.90 (approximately $5.88) per share.
 
Our Common Shares also trade on the Frankfurt Stock Exchange under the symbol “CWY”. On November 8, 2022, the last reported
sale price of our Common Shares was EUR 5.68 (approximately $5.72) per share.
 
This prospectus gives effect to a 1-30 consolidation, or the Reverse Split, of our issued and outstanding common shares, which was
effected on September 30, 2022. Except where otherwise indicated, all share and per share data in this prospectus have been
retroactively restated to reflect the Reverse Split.
 
We are both an emerging growth company, as defined in the Jumpstart Our Business Startups Act of 2012 (or the JOBS Act), and a
“foreign private issuer,” as defined under the U.S. federal securities law and are subject to reduced public company reporting
requirements. See “Prospectus Summary – Implications of Being an Emerging Growth Company and Foreign Private Issuer” for
additional information.
    
Investing in our securities involves a high degree of risk. See “Risk Factors” beginning on page 13.
 
Neither the Securities and Exchange Commission (or the SEC) nor the Canadian Securities Exchange, nor any state or other
foreign securities commission has approved nor disapproved these securities or determined if this prospectus is truthful or
complete. Any representation to the contrary is a criminal offense.
 

  

Per
Common

Share   Total  
Initial public offering price  $             $        
Underwriting discounts and commissions (1)  $   $     
Proceeds to us (before expenses)  $   $     
 
(1) We have agreed to reimburse the underwriter for certain expenses and the underwriter will receive compensation in addition to

underwriting discounts and commissions. See the section titled “Underwriting” beginning on page 147 of this prospectus for
additional disclosure regarding underwriter compensation and offering expenses.

 
We have granted the underwriter an option to purchase from us, at the public offering price, up to additional 188,250 Common Shares
(representing 15% of the Common Shares sold in this offering), less the underwriting discounts and commissions, within 45 days from
the date of this prospectus to cover over-allotments, if any. If the underwriter exercises the option in full, the total underwriting
discounts and commissions and management fees payable will be $909,248, and the total proceeds to us, before expenses, will be
$9,193,502. 
 
The underwriters expect to deliver the Common Shares on or about              , 2022. 
 



Sole Book-Running Manager
 

Aegis Capital Corp.
 

The date of this prospectus is           , 2022. 
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You should rely only on the information contained in this prospectus and any free writing prospectus prepared by or

on behalf of us or to which we have referred you. We have not authorized anyone to provide you with information that is
different. We are offering to sell our securities, and seeking offers to buy our securities, only in jurisdictions where offers and
sales are permitted. The information in this prospectus is accurate only as of the date of this prospectus, regardless of the time
of delivery of this prospectus or any sale of our securities.
 

For investors outside of the United States: Neither we nor any of the underwriters have done anything that would permit this
offering or possession or distribution of this prospectus in any jurisdiction where action for that purpose is required, other than in the
United States. You are required to inform yourselves about and to observe any restrictions relating to this offering and the distribution
of this prospectus.
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In this prospectus, “we,” “us,” “our,” the “Company” and “Clearmind” refer to Clearmind Medicine Inc.

  
All trademarks or trade names referred to in this prospectus are the property of their respective owners. Solely for

convenience, the trademarks and trade names in this prospectus are referred to without the ® and ™ symbols, but such references
should not be construed as any indicator that their respective owners will not assert, to the fullest extent under applicable law, their
rights thereto. We do not intend the use or display of other companies’ trademarks and trade names to imply a relationship with, or
endorsement or sponsorship of us by, any other companies.

 
Our reporting currency and functional currency is the Canadian Dollar. Unless otherwise expressly stated or the context

otherwise requires, references in this prospectus to “CAD$” are to Canadian Dollars. Our financial statements are denominated in CAD
and presented in CAD and have a convenience translation to U.S. dollars. Amounts denominated in United States Dollars are states as
“$” “dollars” or “USD”.
 

This prospectus includes statistical, market and industry data and forecasts which we obtained from publicly available
information and independent industry publications and reports that we believe to be reliable sources. These publicly available industry
publications and reports generally state that they obtain their information from sources that they believe to be reliable, but they do not
guarantee the accuracy or completeness of the information.
 

We report under International Financial Reporting Standards, or IFRS, as issued by the International Accounting Standards
Board, or the IASB. None of the financial statements were prepared in accordance with generally accepted accounting principles in the
United States. 
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PROSPECTUS SUMMARY

 
This summary highlights selected information contained elsewhere in this prospectus and does not contain all of the

information that you should consider in making your investment decision. Before deciding to invest in our Common Shares, you
should read this entire prospectus carefully, including the sections of this prospectus entitled “Risk Factors” and “Management’s
Discussion and Analysis of Financial Condition and Results of Operations” and our consolidated financial statements and the
related notes included elsewhere in this prospectus. All share and per share data in this prospectus reflects the Reverse Split of our
Common Shares issued and outstanding (including adjustments for fractional shares). Unless the context otherwise requires,
references in this prospectus to the “company,” “Clearmind,” “we,” “us,” “our” and other similar designations refer to
Clearmind Medicine Inc.
 

Company Overview
 

We are a pre-clinical pharmaceutical company approaching phase 1 clinical trials, that develops novel psychedelic
medicines to solve widespread, yet under-served, health problems. Our goal is to develop and provide a new type of treatment for
mental health disorders, including alcohol use disorders, or AUDs, binge drinking and eating disorders, where there is significant
unmet need and lack of innovation. We see psychedelic therapies, which previously may have been overlooked or underused, as the
future of treatment for a variety of indications. We believe that our solution for AUDs can help solve one of the world’s biggest
health problems, which costs the United States alone $250 billion each year. Our other therapeutic programs also target verticals
with significant potential market opportunities, if approved.

 

Our flagship treatment and focus for the short term is on AUDs, which are incredibly common. It varies from mild to
excessive and describes a person’s inability to restrict their alcohol consumption, despite negative social, occupational, or health
consequences. Apart from potentially changing people’s lives, we believe that our treatment could potentially reduce the amount
currently being spent on the consequences of AUDs in the United States, Europe India, China and other countries around the world.
We also believe that our treatment may address binge drinking. 95,000 people die every year in the United States alone due to binge
drinking.

 

We are currently in the process of conducting a series of pre-clinical, Investigational New Drug application, or IND,
enabling studies that are required before we can study our compound for the first time in humans. These studies include
pharmacokinetic and toxicological studies in rats and dogs in order to assess the safety profile of our compound and characterization
of the drug metabolism. We will conduct several metabolism studies designed to better understand the way 5-Methoxy-2-
aminoindane, or MEAI, is digested in several species. In addition, we have conducted a pre-clinical animal model of AUD to
characterize the effect of MEAI on alcohol consumption. This study involved testing the effect of MEAI’s ability to curb alcohol
cravings after exposing mice to prolonged alcohol consumption over a short period, mimicking binge alcohol consumption in
humans.

 

We intend to submit our IND request in the fourth quarter of 2022 and to initiate the Phase I/IIa clinical study by the end of
the 2022. As part of this strategy, we requested a pre-IND meeting with the FDA, and were granted a meeting in May 2022 where
we discussed a strategy to potentially shorten our regulatory pathway and clinical trials. We plan to submit applications to conduct a
Phase I study in Europe, Australia and Israel. Upon completion of the Phase I/IIa clinical studies, if successful, we will be required
to conduct additional clinical trials, which will be subject to securing additional financing.

 

In addition to our research with MEAI, we have plans to conduct 12 other research programs on different molecules, which
are to be led by our highly skilled, focused team, with deep expertise in their respective fields. A majority of these programs remain
in the pre-discovery phase. For more information, please see “Business –Future Research Programs.”

 

Our Strategy
 

With respect to our AUD programs we developed MEAI as a new chemical entity (NCE) drug candidate. We intend to
seek regulatory approval through the FDA’s 505(b)(1) regulatory path. The FDA’s 505(b)(1) regulatory path is typically used for
novel drugs that have not previously been studied or approved, and drug development pursuant to this path requires drug developers
to conduct all studies needed to demonstrate the safety and efficacy of the drug. Given its nature, this type of submission requires
extensive research, including both clinical and nonclinical studies, to prove the product’s safety and efficacy for the indication being
sought.

 

Pursuant to our pre-IND meeting correspondence with the FDA, the FDA informed us that the Phase I portion of our Phase
I/IIa study could not include only AUD patients (i.e., our target population). Accordingly, at the pre-IND meeting, we discussed a
hybrid model for the Phase I portion of the study, where we would study both healthy volunteers and AUD patients, and the FDA
did not rule this out as a possibility. While we cannot guarantee that the FDA will approve our request, if approved, such special
accommodation would allow us to start the first in-human study with the target population rather than with healthy volunteers. If the
FDA grants us the ability to use the hybrid model that includes AUD patients, our timeline for the clinical development of MEAI
could be accelerated, as it will potentially allow us to submit only one IND application, IRB application and one set of study reports



for both Phase I and Phase IIa of our clinical trial. Furthermore, this model allows us to reach our target population quicker, hence
getting more substantial safety data on our target population at an earlier stage.

 

Our People
 

Collectively, our team has vast experience across the business and pharmaceutical industries. Our Chief Executive Officer,
Adi Zuloff-Shani, PhD, is a biomedical research and development executive with over 20 years of strategic and operational
leadership in the healthcare industry, including clinical trials, and a deep understanding of therapeutics development in heavily
regulated environments. Our advisory board includes award-winning professionals such as Prof. Gabriele Fischer. Prof. Fischer did
her residency in psychiatry at Washington University and at the Medical University Vienna, where she serves at head of the
Addiction Clinic. During her long research career she has published more than 150 scientific papers and has given more than 400
presentations on different topics related to psychopharmacology. Prof. Mark Weiser, Prof. Wim van den Brink, Prof. Christian
Schültz, Prof. Michael Davidson, Prof. Alon Friedman, Prof. Gal Yadid and Dr. John Krystal are all also part of our outstanding
advisory board.
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About MEAI

 
MEAI is a synthetic molecule. Its mechanism of action has been studied and published in past scientific papers. It was

found to interact with the serotonergic receptors 5-HT1A and 5-HT2B and the adrenergic receptors α2A, α2B and α2C receptors.
Studies conducted in animals and humans have demonstrated the role of 5-HT1A receptors in alcohol-drinking behavior. Several 5-
HT1A receptor agonists have been tested in animal models to demonstrate the role of this receptor in alcohol dependence. These
preclinical studies suggest that 5-HT1A receptor agonists may play a role in reducing alcohol intake. In addition, evidence suggests
that α2-adrenergic receptor agonist signaling may play a role in mediating alcohol-drinking behavior in both rodents and humans.

 
The literature shows that 5-HT1A receptors are associated with controlling craving behaviors across the board. This

indicates that MEAI may have a wide range of applications beyond binge drinking. Until today only pre-clinical studies have been
conducted with MEAI, including in-vitro and in-vivo studies. The studies were conducted in the United States, China, France and
Israel.

 
MEAI is a psychoactive molecule, exerting a euphoric alcohol-like experience, which we believe also a reduces the desire

to consume alcoholic beverages. While determinations of safety and efficacy are solely within the authority of the FDA and
comparable regulatory bodies, in pre-clinical studies, MEAI was well-tolerated by the tested animals. Although MEAI remains in
development and is not cleared or approved by the FDA or similar foreign regulatory bodies, we believe that our drug candidate has
the potential to change the lives of millions who struggle to drink in moderation.

 
We believe that MEAI holds the potential to break the vicious binge- drinking cycle at the decision point to drink more

alcohol, by potentially innervating neural pathways such as 5-HT1A that lead to “sensible behavior”.
 
MEAI contains psychedelic substances, and as such it may be deemed by the FDA to be a controlled substance. Product

candidates with a controlled substance like MEAI carry the risk of never being able to be commercialized. Please see “Risk Factors
– “Our current product candidates and future therapeutic candidates contain psychedelic substances, and may be subject to
controlled substance laws and regulations in the territories where the product will be marketed, such as the United States and
Europe, and failure to comply with these laws and regulations, or the cost of compliance with these laws and regulations, may
adversely affect the results of our business operations, both during clinical development and post approval, and our financial
condition” for more information.

 
Recent Developments
 

On February 8, 2022, we entered into a subscription agreement with Medigus Ltd., or Medigus, for a private placement
pursuant to which we raised approximately CAD$1.6 million (approximately $1.25 million), or the Medigus Agreement. Pursuant
to the Medigus Agreement we issued to Medigus 66,244 units, or the Medigus Units, at a subscription price of CAD$24.00
(approximately $19.00) per Medigus Unit. Each Medigus Unit is comprised of one Common Share and one warrant to purchase one
Common Share. Each warrant will be exercisable for a period of 18 months into one additional Common Share at an exercise price
of CAD$60.00 per share.
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CAD$960,000 (approximately $750,000) of the investment amount was paid for by Medigus in cash and CAD$640,000

($500,000) (“Medigus Cash Investment Portion”) of the investment amount was paid through the issuance of Medigus’ American
Depository Shares, at a price per ADS of CAD$1.20. The transaction closed on February 14, 2022, or the Medigus Closing Date.

 
On June 29, 2022, we entered into an amendment to the Medigus Agreement, or the Medigus Amendment. Pursuant to the

Medigus Amendment, in the event of our initial public offering, Medigus would receive, in respect of the Medigus Units issued for
the Medigus Cash Investment Portion, for no additional consideration the number of Common Shares necessary to maintain an
ownership percentage of our Common Shares equal to the level of ownership it had at the time of the Medigus Closing Date.
Medigus’s ownership percentage was calculated by taking the number of Common Shares and the Common Shares issuable upon
exercise of the warrants included in the Medigus Units from the Medigus Cash Investment Portion, and dividing by the total
aggregate number of all issued and outstanding shares of Common Shares (including any shares of Common Shares which are
issuable upon exercise or conversion of options, warrants or other securities or rights). Provided however that in the case of
unexercised warrants included in the Medigus Units, Medigus shall receive additional warrants. Based on the foregoing, Medigus
will be entitled to receive 48,759 Common Shares upon the successful completion of our initial public offering.

 
In addition, and pursuant to the Medigus Agreement, we are exploring the possibility of entering into a joint venture with

Medigus for the purpose of developing our proprietary MEAI product candidate as a novel food product. A “novel food product” is
a product that has never been used as food or that does not have a significant history of consumption or is produced by a method
that has not previously been used for food. If we pursue the joint venture, it is contemplated that Medigus will assist us in obtaining
regulatory approvals to enable us to sell our products in certain targeted countries in Eastern Europe and the Pacific region of Asia.
We have not entered into any binding agreements with Medigus with respect to the joint venture company. However, it is
contemplated that all intellectual property conceived or created under the joint venture will remain the property of the joint venture
company. In addition, it is contemplated that Medigus will be entitled to 10% of the initial equity under the joint venture, but in the
event that additional investors join the joint venture, their equity stake and ours could be diluted. Due to the fact that no binding
agreements are in place with Medigus, we cannot be sure that the joint venture will proceed as currently contemplated, or at all. In
addition, we cannot be certain that the laws in any of the jurisdictions where our joint venture with Medigus may pursue
commercial sales of MEAI will allow the sale of MEAI as a novel food product.

 
The process for approving MEAI as a novel food product in each jurisdiction would likely include a similar process to

approving MEAI as a drug, and as such we would be required to develop a safety portfolio similar to the safety portfolio required
for an IND application with the FDA. Even if we decide to pursue the joint venture, it is uncertain whether we would receive the
required approvals necessary to market MEAI as a novel food product in any jurisdiction, as we have not yet commenced the
process of applying for any such approvals.

 
Corporate Information
 

We were incorporated under the name Cyntar Ventures Inc. on July 18, 2017, pursuant to the provisions of the Business
Corporations Act (British Columbia). On March 24, 2021, we changed our name to Clearmind Medicine Inc.

 
Originally, we operated as a mineral resource exploration operations company. In September 2020, we announced a shift

om the focus of our business to the development of innovative psychedelic therapies. This process involved the acquisition of all
rights, title and interests in several patent applications for the treatment of alcohol abuse disorder and various other non-controlled
binge behaviors. As part of this process, we announced a Change of Business, or COB, listing on the CSE. The COB became
effective in November 2020. In May 2021, we completed all of the requirements of the CSE for a COB listing.

 
Our principal executive offices are located at 101 – 1220 W. 6th Ave, Vancouver, BC V6H1A5. Our telephone number is

973.536.1016. Our website address is https://www.clearmindmedicine.com/. The information contained on our website and available
through our website is not incorporated by reference into and should not be considered a part of this prospectus, and the reference to
our website in this prospectus is an inactive textual reference only.

 
Summary of Risks Associated with our Business
 

Our business is subject to a number of risks of which you should be aware before a decision to invest in our Common
Shares. You should carefully consider all the information set forth in this prospectus and, in particular, should evaluate the specific
factors set forth in the sections titled “Risk Factors” before deciding whether to invest in our Common Shares. Among these
important risks are, but not limited to, the following:
 

Risks Related to Our Financial Condition and Capital Requirements



  
● We have incurred losses since our inception. We anticipate that we will incur significant losses for the foreseeable

future, and we may never achieve or maintain profitability.
 
● Our financial statements contain an explanatory paragraph regarding substantial doubt about our ability to continue as

a going concern, which could prevent us from obtaining new financing on reasonable terms or at all.
 
● We have never generated any revenue from product sales and may never be profitable.
 
● We expect that we will need to raise substantial additional funding, which may not be available on acceptable terms,

or at all. Failure to obtain funding on acceptable terms and on a timely basis may require us to curtail, delay or
discontinue our product development efforts or other operations.
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Risks Related to the Clinical Development, Regulatory Review and Approval of our Product Candidates

 
● Our product candidates are in preclinical development. To date, we have not commenced clinical development which

is a lengthy and expensive process with uncertain outcomes and the potential for substantial delays. We cannot give
any assurance that any of our product candidates will receive regulatory approval, which is necessary before they can
be commercialized.

 
● We may not receive, or may be delayed in receiving, the necessary approvals for MEAI or future products, and failure

to timely obtain necessary approvals for MEAI or future products would adversely affect our ability to grow our
business.

 
● Clinical and preclinical development is uncertain. Our current pre-clinical clinical and clinical programs may

experience delays, or our preclinical programs may never advance to clinical trials, which would adversely affect our
ability to obtain regulatory approvals or commercialize these programs on a timely basis or at all, which would have
an adverse effect on our business.

 
● Clinical trials of our product candidates may be delayed, and certain programs may never advance in the clinic or may

be more costly to conduct than we anticipate, any of which can affect our ability to fund our operations and would
have a material adverse impact on our platform or our business.

 
 ● Our current product candidates and future therapeutic candidates contain psychedelic substances, and may be subject

to controlled substance laws and regulations in the territories where the product will be marketed, such as the United
States and Europe, and failure to comply with these laws and regulations, or the cost of compliance with these laws
and regulations, may adversely affect the results of our business operations, both during clinical development and post
approval, and our financial condition.

 
● Our product candidates contain potentially controlled substances, the use of which may generate public controversy.

Adverse publicity or public perception regarding our current or future product candidates may negatively influence the
success of these therapies.

 
● Any clinical trials that we may conduct in the future to demonstrate substantial evidence of the safety and

effectiveness of product candidates that we may identify and pursue for their intended uses, which would prevent,
delay or limit the scope of regulatory approval and potential commercialization.

 
● Even if we complete the necessary preclinical studies and clinical trials, the marketing approval process is expensive,

time consuming and uncertain and may prevent us from obtaining approvals for the potential commercialization of our
product candidates.

 
● The results of early-stage clinical trials and preclinical studies may not be predictive of future results. Initial data in

clinical trials may not be indicative of results obtained when these trials are completed or in later stage trials.
 

● Research and development of drugs targeting the Central Nervous System, or CNS is particularly difficult, which
makes it difficult to predict and understand why the drug has a positive effect on some patients but not others.

 
● If we encounter difficulties enrolling patients in future clinical trials, our clinical development activities could be

delayed or otherwise adversely affected.
 

● Use of our product candidates could be associated with side effects, adverse events or other properties or safety risks,
which could delay or halt their clinical development, prevent their regulatory approval, cause us to suspend or
discontinue clinical trials, abandon a product candidate, limit their commercial potential, if approved, or result in other
significant negative consequences that could severely harm our business, prospects, financial condition and results of
operations.

 
● Even if any of our current or future product candidate receives regulatory approval, it may fail to achieve the degree of

market acceptance by physicians, patients, third-party payors and others in the medical community necessary for
commercial success, in which case we may not generate significant revenues or become profitable.

 
● If we are unable to obtain regulatory approval in one or more jurisdictions for any product candidates that we may

identify and develop, our business will be substantially harmed.
 

● Interim, “top-line,” and preliminary data from our clinical trials that we announce or publish from time to time may
change as more patient data become available or as additional analyses are conducted, and as the data are subject to
audit and verification procedures that could result in material changes in the final data.

 



● Certain of the product candidates we are developing are complex and difficult to manufacture. We could experience
manufacturing problems that result in delays in our development or commercialization programs or otherwise harm
our business.

 
● We may not elect or be able to take advantage of any expedited development or regulatory review and approval

processes available to drug product candidates granted breakthrough therapy or fast track designation by the FDA.
 

● For any approved product, we will be subject to ongoing regulatory obligations and continued regulatory review,
which may result in significant additional expense, and we may be subject to penalties if we fail to comply with
regulatory requirements or experience unanticipated problems with our product candidates.
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Risks Related to Commercialization

 
● If, in the future, we are unable to establish sales and marketing capabilities or enter into agreements with third parties

to sell and market any product candidates we may develop, we may not be successful in commercializing those
product candidates if and when they are approved.

 
● The third-party payor coverage and reimbursement status of newly approved products is uncertain. Our product

candidates may become subject to unfavorable pricing regulations or third-party coverage and reimbursement policies,
any of which could harm our business. Failure to obtain or maintain coverage and adequate reimbursement for new or
current products could limit our ability to market those products and decrease our ability to generate revenue.

 
● If we fail to comply with healthcare laws, we could face substantial penalties and our business, financial condition and

results of operations could be adversely affected.
 

● We may become subject to U.S. federal and state forfeiture laws which could negatively impact our business
operations.

 
● Failure to comply with health and data protection laws and regulations could lead to government enforcement actions

(which could include civil or criminal penalties), private litigation, and/or adverse publicity and could negatively
affect our operating results and business.

 
● We face significant competition in an environment of rapid technological and scientific change, and there is a

possibility that our competitors may achieve regulatory approval before we do or develop therapies that are safer,
more advanced or more effective than ours, which may negatively impact our ability to successfully market or
commercialize any product candidates we may develop and ultimately harm our financial condition.

 
● If the market opportunities for our product candidates are smaller than we believe they are, our revenue may be

adversely affected, and our business may suffer. Our ability to successfully identify patients and acquire a significant
market share will be necessary for us to achieve profitability and growth.

 
Risks Related to Reliance on Third Parties

 
 ● We are currently party to and may seek to enter into additional collaborations and other similar arrangements and may

not be successful in maintaining existing arrangements or entering into new ones, and even if we are, we may not
realize the benefits of such relationships.

 
● Collaborative relationships with third parties could cause us to expend significant resources and incur substantial

business risk with no assurance of financial return.
 

● We rely on third parties to assist in conducting our clinical trials and some aspects of our research and preclinical
testing, and those third parties may not perform satisfactorily, including failing to meet deadlines for the completion of
such trials, research, or testing.

 
● Our use of third parties to manufacture and develop our product candidates for preclinical studies and clinical trials

may increase the risk that we will not have sufficient quantities of our product candidates, products, or necessary
quantities of such materials on time or at an acceptable cost.

 
● We have no sales, distribution, or marketing experience, and may invest significant financial and management

resources to establish these capabilities. If we are unable to establish such capabilities or enter into agreements with
third parties to market and sell our future products, if approved, we may be unable to generate any revenues.
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Risks Related to Our Intellectual Property

 
● If we are unable to obtain and maintain effective patent rights for our product candidates or any future product

candidates, we may not be able to compete effectively in our markets. If we are unable to protect the confidentiality of
our trade secrets or know-how, such proprietary information may be used by others to compete against us.

 
● We may not have sufficient patent lifespan to effectively protect our products and business.

 
● Patent policy and rule changes could increase the uncertainties and costs surrounding the prosecution of our patent

applications and the enforcement or defense of any issued patents.
 
● If our trademarks and trade names are not adequately protected, then we may not be able to build name recognition in

our markets of interest and our business may be adversely affected.
 
● If we are unable to maintain effective proprietary rights for our product candidates or any future product candidates,

we may not be able to compete effectively in our markets.
 

● Intellectual property rights of third parties could adversely affect our ability to commercialize our product candidates,
and we might be required to litigate or obtain licenses from third parties in order to develop or market our product
candidate. Such litigation or licenses could be costly or not available on commercially reasonable terms.

 
● Third-party claims of intellectual property infringement may prevent or delay our development and commercialization

efforts.
 

● We may not be successful in obtaining or maintaining necessary rights to our product candidates through acquisitions
and in-licenses.

 
● We may be subject to claims challenging the inventorship of our intellectual property.

 
● We may not be able to protect our intellectual property rights throughout the world.

 
Risks Related to Our Business Operations

 
● Our business and operations have been and are likely to further continue to be adversely affected by the evolving and

ongoing COVID-19 global pandemic.
 

● We will need to expand our organization, and we may experience difficulties in managing this growth, which could
disrupt our operations.

 
● Due to our limited resources and access to capital, we must, and have in the past decided to, prioritize development of

certain product candidates over other potential candidates. These decisions may prove to have been wrong and may
adversely affect our revenues.

 
● We may not be successful in our efforts to identify, discover or license additional product candidates.

 
● European data collection is governed by restrictive regulations governing the collection, use, processing and cross-

border transfer of personal information.
 

● If we fail to comply with environmental, health and safety laws and regulations, we could become subject to fines or
penalties or incur costs that could have a material adverse effect on the success of our business.

 
● Our employees and independent contractors may engage in misconduct or other improper activities, including

noncompliance with regulatory standards and requirements.
 

● International expansion of our business exposes us to business, regulatory, political, operational, financial and
economic risks associated with doing business outside of the United States, Canada or Israel.
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Risks Related to Ownership of Our Common Shares

 
● Our executive officers, directors and principal shareholders will maintain the ability to exert significant control over

matters submitted to our shareholders for approval.
 

● We may be or may become classified as a passive foreign investment company. If we are or become classified as a
passive foreign investment company, our U.S. shareholders may suffer adverse tax consequences as a result.

 
● As a foreign private issuer, we are permitted, and intend, to follow certain home country corporate governance

practices instead of otherwise applicable Nasdaq requirements, and we will not be subject to certain U.S. securities
laws including, but not limited to, U.S. proxy rules and the filing of certain Exchange Act reports.

 
● We are an emerging growth company and the reduced disclosure requirements applicable to emerging growth

companies may make our Common Shares less attractive to investors.
 

 ● Certain recent initial public offerings of companies with public floats comparable to the anticipated public float of
Clearmind have experienced extreme volatility that was seemingly unrelated to the underlying performance of the
respective company. We may experience similar volatility, which may make it difficult for prospective investors to
assess the value of our Common Shares.

 
Risks Related to our Locations in Israel and Canada and our International Operations

 
● Conditions in Israel could materially and adversely affect our business.

 
● It may be difficult to enforce a U.S. judgment against us, our officers and directors named in this prospectus in Israel

or the United States, or to assert U.S. securities laws claims in Israel or serve process on our officers and directors.
 

● Because we are a corporation incorporated in British Columbia and some of our directors and officers are resident in
Canada, it may be difficult for investors in the United States to enforce civil liabilities against us based solely upon the
federal securities laws of the United States. Similarly, it may be difficult for Canadian investors to enforce civil
liabilities against our directors and officers residing outside of Canada.

 
● Operating outside of the United States presents specific risks to our business, and we have substantial operations

outside of the United States.
 

General Risk Factors
 

● We will incur significant increased costs as a result of becoming a public company in the United States, and our
management will be required to devote substantial time to new compliance initiatives. requirements.

 
● Our future success depends in part on our ability to retain our senior management team and to attract, retain and

motivate other qualified personnel.
 

● Our business and operations might be adversely affected by security breaches, including any cybersecurity incidents.
 
● We will continue to incur significant increased costs as a result of operating as a public company in the United States,

and our management will be required to devote substantial time to new compliance initiatives.
 

● If securities or industry analysts do not publish or cease publishing research or reports about us, our business or our
market, or if they adversely change their recommendations or publish negative reports regarding our business or our
shares, our share price and trading volume could decline.
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Implications of Being an “Emerging Growth Company” and a Foreign Private Issuer
 
Emerging Growth Company
 

As a company with less than $1.07 billion in revenue during our last fiscal year, we qualify as an “emerging growth
company” as defined in the Jumpstart Our Business Startups Act of 2012, or the JOBS Act. An emerging growth company may take
advantage of specified reduced reporting and other burdens that are otherwise applicable generally to public companies. In
particular, as an emerging growth company, we:

 
● may present only two years of audited financial statements and only two years of related Management’s Discussion

and Analysis of Financial Condition and Results of Operations disclosure in our initial registration statement;
 

● are not required to provide a detailed narrative disclosure discussing our compensation principles, objectives and
elements and analyzing how those elements fit with our principles and objectives, which is commonly referred to as
“compensation discussion and analysis”;

 
● are not required to obtain a non-binding advisory vote from our shareholders on executive compensation or golden

parachute arrangements (commonly referred to as the “say-on-pay,” “say-on frequency” and “say-on-golden-
parachute” votes);

 
● will not be required to conduct an evaluation of our internal control over financial reporting;

 
● are exempt from certain executive compensation disclosure provisions requiring a pay-for-performance graph and

chief executive officer pay ratio disclosure; and
 
● an exemption from the auditor attestation requirement in the assessment of our internal control over financial reporting

pursuant to the Sarbanes-Oxley Act of 2002.
 

We may take advantage of these provisions for up to five years or such earlier time that we are no longer an emerging
growth company. We would cease to be an emerging growth company upon the earlier to occur of: (1) the last day of the fiscal year
in which we have total annual gross revenues of $1.07 billion or more; (2) the date on which we have issued more than $1.0 billion
in nonconvertible debt during the previous three years; or (3) the date on which we are deemed to be a large accelerated filer under
the rules of the Securities and Exchange Commission, or the SEC. We may choose to take advantage of some but not all of these
reduced burdens, and therefore the information that we provide holders of our Common Shares may be different than the
information you might receive from other public companies in which you hold equity. In addition, Section 107 of the JOBS Act also
provides that an emerging growth company can take advantage of an extended transition period for complying with new or revised
accounting standards applicable to public companies. We have elected to take advantage of the extended transition period to comply
with new or revised accounting standards and to adopt certain of the reduced disclosure requirements available to emerging growth
companies. As a result of the accounting standards election, we will not be subject to the same implementation timing for new or
revised accounting standards as other public companies that are not emerging growth companies which may make comparison of
our financials to those of other public companies more difficult. In addition, the information that we provide in this prospectus may
be different than the information you may receive from other public companies in which you hold equity interests.
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Foreign Private Issuer
 

Upon consummation of this offering, we will report under the Securities Exchange Act of 1934, as amended, or the
Exchange Act, as a non-U.S. company with foreign private issuer status. Even after we no longer qualify as an emerging growth
company, as long as we continue to qualify as a foreign private issuer under the Exchange Act, we will be exempt from certain
provisions of the Exchange Act that are applicable to U.S. domestic public companies, including:

 
● the sections of the Exchange Act regulating the solicitation of proxies, consents or authorizations with respect to a

security registered under the Exchange Act;
 

● the sections of the Exchange Act requiring insiders to file public reports of their share ownership and trading activities
and liability for insiders who profit from trades made in a short period of time; and

 
● the rules under the Exchange Act requiring the filing with the SEC of quarterly reports on Form 10-Q containing

unaudited financial statements and other specified information, and current reports on Form 8-K upon the occurrence
of specified significant events.

 
We will be required to file an annual report on Form 20-F within four months of the end of each fiscal year. In addition, we

intend to publish our results on a quarterly basis through press releases, distributed pursuant to the rules and regulations of the
Nasdaq Stock Exchange. Press releases relating to financial results and material events will also be furnished to the SEC on Form 6-
K. However, the information we are required to file with or furnish to the SEC will be less extensive and less timely compared to
that required to be filed with the SEC by U.S. domestic issuers. As a result, you may not be afforded the same protections or
information, which would be made available to you, were you investing in a U.S. domestic issuer.
 

We may take advantage of these exemptions until such time as we are no longer a foreign private issuer. We would cease to
be a foreign private issuer at such time as more than 50% of our outstanding voting securities are held by U.S. residents and any of
the following three circumstances applies: (i) the majority of our executive officers or directors are U.S. citizens or residents; (ii)
more than 50% of our assets are located in the United States; or (iii) our business is administered principally in the United States.
 

Both foreign private issuers and emerging growth companies are also exempt from certain more stringent executive
compensation disclosure rules. Thus, even if we no longer qualify as an emerging growth company, but remain a foreign private
issuer, we will continue to be exempt from the more stringent compensation disclosures required of companies that are neither an
emerging growth company nor a foreign private issuer.
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THE OFFERING

 
Common Shares currently

issued and outstanding
 1,319,770 Common Shares

   
Common Shares offered by us  1,255,000 Common Shares based on an assumed public offering price of $7.00 per Common

Share (the midpoint of the range set forth on the cover page of this prospectus).
   
Common Shares to be issued

and outstanding after this
offering

 2,574,770 Common Shares (assuming no exercise of the underwriter’s warrant), or 2,763,020
Common Shares if the underwriter exercises in full the over-allotment option to purchase
additional Common Shares.

   
Over-allotment option  We have granted the underwriter an option for a period of up to 45 days to purchase, at the public

offering price, up to 188,250 additional Common Shares, less underwriting discounts and
commissions, to cover over-allotments, if any.

   
Underwriter’s Warrant  We will issue to the underwriter warrants, or the Underwriter’s Warrant to purchase up to

62,750 Common Shares (or 72,163 Common Shares if the underwriter exercises its over-
allotment option in full). The Underwriter’s Warrant will have an exercise price of 125% of the
per Common Share public offering price, will be exercisable on the date of issuance and will
expire five years from the effective date of the registration statement of which this prospectus
forms a part. For additional information regarding our arrangement with the underwriters, please
see “Underwriting.”

   
Lock-Up Agreements  Our directors, executive officers, and any other holder(s) of ten percent (10%) or more of the

outstanding shares have agreed with the Underwriter not to offer for sale, issue, sell, contract to
sell, pledge or otherwise dispose of any of our Common Shares or securities convertible into
Common Shares for a period of 180 days from the closing of this offering.

   
Use of proceeds  We expect to receive approximately $7.6 million in net proceeds from the sale of  Common

Shares offered by us in this offering (approximately $8.8 million if the underwriter exercises its
over-allotment option in full), based on an assumed public offering price of $7.00 per Common
Share (the midpoint of the range set forth on the cover page of this prospectus), after deducting
underwriting discounts and commissions and estimated offering expenses payable by us. 

  We currently expect to use the net proceeds from this offering for the following purposes:
 

 ● approximately $1.5 million to advance the formulation and clinical development efforts in our
MEAI patented compounds;

 
 ● approximately $1.0 million to complete the pre-IND enabling studies and IND submission;

 
 ● approximately $3.5 million to complete our planned Phase I/IIa studies; and
 
 ● the remainder for working capital and general corporate purposes and possible in-licensing of

intellectual property for new product candidates.
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 The amounts and schedule of our actual expenditures will depend on multiple factors. As a result,

our management will have broad discretion in the application of the net proceeds of this offering.
 

Risk factors  Investing in our securities involves a high degree of risk.  You should read the “Risk Factors”
section starting on page 13 of this prospectus for a discussion of factors to consider carefully
before deciding to invest in the Common Shares.

   
Nasdaq Capital Market
symbol:

 We have applied to list the Common Shares on the Nasdaq Capital Market under the symbol
“CMND.” No assurance can be given that our application will be approved or that a trading market
will develop.

 
Canadian Securities
Exchange symbol

 “CMND”

   
Frankfurt Stock Exchange
symbol

 “CWY0”

 
The number of the Common Shares to be issued and outstanding immediately after this offering as shown above assumes that

all of the Common Shares offered hereby are sold, and is based on 1,319,770 Common Shares issued and outstanding as of the date of
this prospectus. This number excludes:

 
 ● 592,911 Common Shares issuable upon the exercise of warrants outstanding as of such date, at exercise prices ranging

from CAD$4.50 to CAD$37.50, all of which were vested as of such date; 
 
 ● 157,666 Common Shares issuable upon the exercise of options to directors, employees and consultants under our

incentive option plan outstanding as of such date, at a weighted average exercise price of CAD$20.40, of which 47,561
were vested as of such date; and

 
 ● 28,824 Common Shares issuable upon the exercise of Restricted Share Units issued to consultants under consulting

agreements.
 

 ● assumes 48,759 Common Shares will be issued pursuant to an anti-dilution provision included in the Medigus
Amendment. See “Prospectus Summary – Recent Developments” for further information.

 
Unless otherwise indicated, all information in this prospectus assumes or gives effect to:
 

 ● no exercise of the warrants or options described above;
 

 ● no exercise of the underwriter’s over-allotment option;
 
 ● the Reverse Split effective on September 30, 2022;
 
 ● no exercise of Underwriter’s Warrant; and

    
 ● that the assumed offering price is $7.00 per Common Share which is the midpoint of the range of the estimated offering

price described on the cover page of this prospectus.
 
See “Description of Share Capital” for additional information.
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SUMMARY CONSOLIDATED FINANCIAL DATA

 
The following table summarizes our financial data. We have derived the following consolidated statements of operations

data for the years ended October 31, 2021 and 2020 from our audited consolidated financial statements included elsewhere in this
prospectus. We have derived the following consolidated statements of operations data for the nine months ended July 31, 2022 and
2021 and the balance sheet data as of July 31, 2022 from our unaudited interim condensed consolidated financial statements
included elsewhere in this prospectus. Such financial statements have been prepared in accordance with IFRS. Our historical results
are not necessarily indicative of the results that may be expected in the future. The following summary financial data should be read
in conjunction with “Management’s Discussion and Analysis of Financial Condition and Results of Operations” and our audited
consolidated financial statements and related notes included elsewhere in this prospectus. 
 

  Year Ended October 31,   Nine Months Ended July 31,  
  2020   2021   2021   2021   2022   2022  

Canadian and U.S. dollars, in
thousands, except per share data  CAD   CAD   

USD
Convenience

Translation (1)  CAD   CAD   

USD
Convenience

Translation (2) 
Statements of Operations Data:                   
General and administrative

expenses  $ 233  $ 3,030  $ 2,404  $ 1,313  $ 4,506  $ 3,534 
Research and preclinical studies   -   646   513   57   2,453   1,924 
Net loss from continuing

operations   (233)   (3,676)   (2,917)   (1,370)   (6,959)   (5,458)
Unrealized loss on short-term

investment               -   (379)   (297)
 Foreign exchange gain (loss)   -   (34)   (27)   -   81   64 
Impairment of exploration and

evaluation assets   (180)   (10)   (8)   -   (15)   (12)
Net loss  $ (413)  $ (3,720)  $ (2,952)  $ (1,370)  $ (7,272)  $ (5,679)
Basic and diluted loss per share   (0.76)   (4.01)   (3.18)   (1.69)   (5.62)   (4.39)
Weighted average number of

shares outstanding used in
computing basic and diluted
loss per share   543,901   927,345   927,345   810,223   1,293,423   1,293,423 

 
(1) Exchange rate calculated based on the average rate of $1.00 = CAD$ 1.26 as per the Bank of Canada for the period November

1, 2020 to October 31, 2021.
  
(2) Exchange rate calculated based on the average rate of $1.00 = CAD$ 1.27 as per the Bank of Canada for the period November

30, 2021 to July 31, 2022.
 

  As of July 31, 2022  

  Actual   
Pro forma
adjustment   

As 
Adjusted

(1) (2)  

Canadian and U.S. dollars, in thousands  CAD   

USD
Convenience
translation   

USD
Convenience
translation   

USD
Convenience
translation  

Balance Sheet Data:             
Cash  $ 511  $ 399  $ 7,622  $ 8,021 
Total assets  $ 1,147  $ 895  $ 7,622  $ 8,517 
Deficit  $ 11,711  $ 9,135  $ 150  $ 9,285 
Total shareholders’ equity  $ 363  $ 283  $ 7,622  $ 7,905 
 
(1) Exchange rate calculated based on the average rate of $1.00 =  CAD$ 1.27 as per the Bank of Canada for the period November

1, 30, 2021 to July 31, 2022.
 
(2) Adjusted data gives additional effect to the sale of Common Shares in this offering at an initial public offering price of $7.00



per Common Share, based on an assumed public offering price of $7.00 per Common Share (the midpoint of the range set forth
on the cover page of this prospectus), after deducting underwriting discounts and commissions and estimated offering expenses
payable by us, as if the sale had occurred on July 31, 2022.

 
The as adjusted information discussed above is illustrative only and will be adjusted based on the actual initial public

offering price and other terms of our initial public offering determined at pricing. Each $1.00 increase (decrease) in the assumed
initial public offering price of $7.00 per share, which is the midpoint of the price range set forth on the cover page of this
prospectus, would increase (decrease) the as adjusted amount of each of cash, total assets and shareholders’ equity by $1.15 million,
assuming that the number of Common Shares offered by us, as set forth on the cover page of this prospectus, remains the same and
after deducting the estimated underwriting discounts and commissions and estimated offering expenses payable by us. Similarly,
each increase (decrease) of 1.0 million shares in the number of Common Shares offered by us at the assumed initial public offering
price would increase (decrease) each of cash, cash equivalents and short-term deposits, total assets and shareholders’ equity
(deficiency) by $6.44 million.
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RISK FACTORS

 
Investing in our Common Shares involves a high degree of risk. You should carefully consider the risks and uncertainties

described below, in addition to the other information set forth in this prospectus, including the consolidated financial statements and
the related notes included elsewhere in this prospectus, before purchasing our Common Shares. If any of the following risks actually
occurs, our business, financial condition, cash flows and results of operations could be negatively impacted. In that case, the trading
price of our Common Shares would likely decline and you might lose all or part of your investment.

 
Risks Related to Our Financial Condition and Capital Requirements

 
We have incurred losses since our inception. We anticipate that we will incur significant losses for the foreseeable future, and
we may never achieve or maintain profitability.
 

We are a pre-clinical pharmaceutical company approaching phase 1 clinical trials. We have incurred operating losses each year
since our inception, including operating losses of CAD$3,676,216 and CAD$233,220 for the years ended October 31, 2021 and 2020,
respectively. As of October 31, 2021, we had an accumulated deficit of CAD$4,439,143. In addition, as of July 31, 2022, we had an
accumulated deficit of CAD$11,711,481. We have devoted substantially all of our financial resources to designing and developing
MEAI, including preclinical studies and providing general and administrative support for these operations. We expect that our expenses
and operating losses will increase for the foreseeable future as we continue clinical development of MEAI for the treatment of AUDs
and eating disorders. Our ability to ultimately achieve revenues and profitability is dependent upon our ability to successfully complete
the development of MEAI and any future product candidates, obtain necessary regulatory approvals for and successfully manufacture,
market and commercialize our products.

 
We anticipate that our expenses will increase substantially based on a number of factors, including to the extent that we:
 

 ● continue our pre-clinical development and initiate clinical trials of MEAI.
   
 ● seek regulatory and marketing approvals for any product candidates that successfully complete clinical trials;
   
 ● advance our preclinical and research and development programs;
   
 ● identify, assess, acquire, license and/or develop other product candidates;
   
 ● manufacture current good manufacturing practices, or cGMP, material for future clinical trials or potential commercial

sales;
   
 ● establish a sales, marketing and distribution infrastructure to commercialize any products for which we may obtain

marketing approval;
   
 ● hire personnel and invest in additional infrastructure to support our operations as a public company and expand our

product development;
   
 ● enter into agreements to license intellectual property from third parties;
   
 ● develop, maintain, protect and expand our intellectual property portfolio; and
   
 ● experience any delays or encounter issues with respect to any of the above, including, but not limited to, failed trials,

complex results, safety issues or other regulatory challenges that require longer follow-up of future clinical trials,
additional clinical trials or additional supportive studies in order to pursue marketing approval.

 
To date, we have financed our operations primarily through the sale of equity securities and convertible loans made by certain

of our shareholders. The amount of any future operating losses will depend, in part, on the rate of our future expenditures and our
ability to obtain funding through equity or debt financings, strategic collaborations or grants. Even if we obtain regulatory approval to
market one or more product candidates, our future revenue will depend upon the size of any markets in which such product candidates
receive approval and our ability to achieve sufficient market acceptance, pricing, reimbursement from third-party payors for such
product candidates. Further, the operating losses that we incur may fluctuate significantly from quarter to quarter and year to year, such
that a period-to-period comparison of our results of operations may not be a good indication of our future performance. Other
unanticipated costs may also arise.
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Our financial statements contain an explanatory paragraph regarding substantial doubt about our ability to continue as a
going concern, which could prevent us from obtaining new financing on reasonable terms or at all.

 
Our audited consolidated financial statements for the year ended October 31, 2021, contain an explanatory paragraph

regarding substantial doubt about our ability to continue as a going concern. We have incurred losses in each year since our inception,
including net losses of CAD$3,899,434 and CAD$233,220 for the years ended October 31, 2021 and 2020, respectively. As of October
31, 2021, we had an accumulated deficit of CAD$4,439,143. These events and conditions, along with other matters, indicate that a
material uncertainty exists that may cast significant doubt on our ability to continue as a going concern. The financial statements for
2021 do not include any adjustments that might result from the outcome of this uncertainty. This going concern opinion could
materially limit our ability to raise additional funds through the issuance of equity or debt securities or otherwise. Further financial
statements may include an explanatory paragraph with respect to our ability to continue as a going concern. Until we can generate
significant recurring revenues, we expect to satisfy our future cash needs through debt or equity financing. We cannot be certain that
additional funding will be available to us on acceptable terms, if at all. If funds are not available, we may be required to delay, reduce
the scope of, or eliminate research or development plans for, or commercialization efforts with respect to our products. This may raise
substantial doubts about our ability to continue as a going concern.

 
We have never generated any revenue from product sales and may never be profitable.
 

We are a pre-clinical stage company, have no products approved for marketing in any jurisdiction and we have never
generated any revenue from product sales. Our ability to generate revenue and achieve profitability depends on our ability, alone or
with strategic collaboration partners, to successfully complete the development of, and obtain the regulatory and marketing approvals
necessary to commercialize, MEAI or any future product candidates. We do not anticipate generating revenue from product sales for at
least the next several years. Our ability to generate future revenue from product sales will depend heavily on our ability to:

 
 ● complete research and preclinical and clinical development of MEAI and any future product candidates in a timely and

successful manner, including MEAI for the treatment of depression and addiction;
   
 ● obtain regulatory and marketing approval for any product candidates for which we complete clinical trials;
   
 ● maintain and enhance a commercially viable, sustainable, scalable, reproducible and transferable manufacturing process

for MEAI and any future product candidates that is compliant with cGMPs;
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● establish and maintain supply and, if applicable, manufacturing relationships with third parties that can provide, in both

amount and quality, adequate products to support pre-clinical and future clinical development and the market demand for
MEAI and any future product candidates, if and when approved;

   
 ● launch and commercialize any product candidates for which we obtain regulatory and marketing approval, either directly

by establishing a sales force, marketing and distribution infrastructure, and/or with collaborators or distributors;
   
 ● expose and educate physicians and other medical professionals to use our products;
   
 ● obtain market acceptance, if and when approved, of MEAI and any future product candidates from the medical

community and third-party payors;
   
 ● ensure our product candidates are approved for reimbursement from governmental agencies, health care providers and

insurers in jurisdictions where they have been approved for marketing;
   
 ● address any competing technological and market developments that impact MEAI and any future product candidates or

their prospective usage by medical professionals;
   
 ● identify, assess, acquire and/or develop new product candidates;
   
 ● negotiate favorable terms in any collaboration, licensing or other arrangements into which we may enter and perform our

obligations under such collaborations;
   
 ● maintain, protect and expand our portfolio of intellectual property rights, including patents, patent applications, trade

secrets and know-how;
   
 ● avoid and defend against third-party interference or infringement claims;
   
 ● attract, hire and retain qualified personnel; and
   
 ● locate and lease or acquire suitable facilities to support our pre-clinical and future clinical development, manufacturing

facilities and commercial expansion.
 
Even if MEAI or any future product candidates are approved for marketing and sale, we anticipate incurring significant

incremental costs associated with commercializing such product candidates. Our expenses could increase beyond expectations if we are
required by the FDA, the European Medicines Agency, or EMA or other regulatory agencies, domestic or foreign, or ethical
committees in medical centers, to change our manufacturing processes or assays or to perform clinical, nonclinical or other types of
studies in addition to those that we currently anticipate. Even if we are successful in obtaining regulatory approvals to market MEAI or
any future product candidates, our revenue earned from such product candidates will be dependent in part upon the breadth of the
product label, the size of the markets in the territories for which we gain regulatory approval for such products, the accepted price for
such products, our ability to obtain reimbursement for such products at any price, whether we own the commercial rights for that
territory in which such products have been approved and the expenses associated with manufacturing and marketing such products for
such markets. Therefore, we may not generate significant revenue from the sale of such products, even if approved. Further, if we are
not able to generate significant revenue from the sale of our approved products, we may be forced to curtail or cease our operations.
Due to the numerous risks and uncertainties involved in product development, it is difficult to predict the timing or amount of increased
expenses, or when, or if, we will be able to achieve or maintain profitability.

 
We expect that we will need to raise substantial additional funding, which may not be available on acceptable terms, or at all.
Failure to obtain funding on acceptable terms and on a timely basis may require us to curtail, delay or discontinue our product
development efforts or other operations.
 

We are currently advancing MEAI through pre-clinical and clinical development in multiple indications, in order to obtain
regulatory approvals. Developing product candidates is expensive, and we expect our research and development expenses to increase
substantially in connection with our ongoing activities, particularly as we advance product candidates through clinical trials and
regulatory approvals. Furthermore, we expect to incur additional ongoing costs associated with operating as a public company.

 
To date, we have financed our operations primarily through the sale of equity securities and convertible loans made by certain

of our shareholders. As of September 19, 2022, we had cash, cash equivalents, short-term and long-term deposits of $260,000



(approximately CAD$347,000). We will require significant additional financing to fund our operations. Our future funding
requirements will depend on many factors, including but not limited to:

 
 ● the progress, results and costs of our ongoing pre-clinical and anticipated clinical trials of MEAI and any future product

candidates;
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● the cost, timing and outcomes of regulatory review of MEAI and any future product candidates;

   
 ● the scope, progress, results and costs of product development, laboratory testing, manufacturing, preclinical development

and clinical trials for any other product candidates that we may develop or otherwise obtain in the future;
   
 ● the cost of our future activities, including establishing sales, marketing and distribution capabilities for any product

candidates in any particular geography where we receive marketing approval for such product candidates;
   
 ● the terms and timing of any collaborative, licensing and other arrangements that we may establish;
   
 ● the costs of preparing, filing and prosecuting patent applications, maintaining and enforcing our intellectual property

rights and defending intellectual property-related claims; and
   
 ● the level of revenue, if any, received from commercial sales of any product candidates for which we receive marketing

approval.
 
Identifying potential product candidates and conducting preclinical testing and clinical trials is a time-consuming, expensive

and uncertain process that takes years to complete, and we may never generate the necessary data or results required to obtain
marketing approval and achieve product sales. In addition, our product candidates, if and when approved, may not achieve commercial
success. Our product revenues, if any, will be derived from or based on sales of product candidates that may not be commercially
available for many years, if at all. Accordingly, we will need to continue to rely on additional financing to achieve our business
objectives. Any additional fundraising efforts may divert our management from their day-to-day activities, which may adversely affect
our ability to develop and commercialize our product candidates.

 
We cannot guarantee that financing will be available in sufficient amounts or on terms acceptable to us, if at all, and the terms

of any financing may adversely affect the interests or rights of our shareholders. Even if we believe that we have sufficient funds for
our current or future operating plans, we may seek additional capital if market conditions are favorable or if we have specific strategic
considerations. The issuance of additional securities, whether equity or debt, by us, or the possibility of such issuance, may cause the
market price of our shares to decline. Further, our ability to raise additional capital may be adversely impacted by potential worsening
global economic conditions and the recent disruptions to and volatility in the credit and financial markets in the United States and
worldwide resulting from the ongoing COVID-19 pandemic.

 
To the extent that we raise capital through the sale of equity or convertible debt securities, your ownership interest will be

diluted, and the terms of such securities may include liquidation or other preferences that adversely affect your rights as a shareholder.
Debt financing, if available, may involve covenants restricting our operations or our ability to incur additional debt. If we raise funds
through collaboration and licensing arrangements with third parties, it may be necessary to relinquish certain rights to our technologies
or our product candidates, or to grant licenses on terms that are not favorable to us.

 
If we are unable to obtain funding on acceptable terms and on a timely basis, we may be required to significantly curtail, delay

or discontinue one or more of our research, development or manufacturing programs or the commercialization of any approved
product, or be unable to expand our operations or otherwise capitalize on our business opportunities, as desired, which could materially
affect our business, financial condition and results of operations.
 
Risks Related to the Clinical Development, Regulatory Review and Approval of our Product Candidates
 
Our product candidates are in preclinical development. To date, we have not commenced clinical development which is a
lengthy and expensive process with uncertain outcomes and the potential for substantial delays. We cannot give any assurance
that any of our product candidates will receive regulatory approval, which is necessary before they can be commercialized.

 
We are a pre-clinical stage company. To date, we have not commenced any clinical trials. Before obtaining marketing

approval from regulatory authorities for the sale of our product candidates, we must conduct extensive clinical trials to demonstrate the
safety and efficacy of the product candidates in humans. To date, we have focused substantially all of our efforts and financial
resources on identifying, acquiring, and developing product candidates, preclinical studies and providing general and administrative
support for these operations. We cannot be certain that any future clinical trials will be conducted. Our inability to successfully
complete preclinical and clinical development could result in additional costs to us and negatively impact our ability to generate
revenue. Our future success is dependent on our ability to successfully develop, obtain regulatory approval for, and then successfully
commercialize product candidates. We currently have no products approved for sale and have not generated any revenue, and we may
never be able to develop or successfully commercialize any of our product candidates.
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All of our product candidates require additional development, management of preclinical, clinical and manufacturing activities

and regulatory approval. In addition, we will need to obtain adequate manufacturing supply, build a commercial organization,
commence marketing efforts and obtain reimbursement before they generate any significant revenue from commercial product sales, if
ever. In addition, while our new program selection criteria include prior evidence in humans and we believe the product candidates we
have selected have the potential for a favorable safety profile based on third party trials and studies, many of our product candidates are
in early-stage research phases of development, and the risk of failure for these programs is high. We cannot be certain that any of our
product candidates will be successful in clinical trials or receive regulatory approval. Further, our product candidates may not receive
regulatory approval even if they are successful in clinical trials. If we do not receive regulatory approvals for our product candidates,
we may not be able to continue operations, which may result in dissolution, out-licensing the technology or pursuing an alternative
strategy.
 
We may not receive, or may be delayed in receiving, the necessary approvals for MEAI or future products, and failure to timely
obtain necessary approvals for MEAI or future products would adversely affect our ability to grow our business.
 

Assuming successful initiation and completion of required clinical testing and other requirements, the results of the preclinical
studies and clinical trials, together with detailed information relating to the product’s chemistry, manufacture, controls and proposed
labeling, among other things are submitted to the FDA as part of an NDA requesting approval to market the product candidate for one
or more indications. 

 
The FDA conducts a preliminary review of an NDA within 60 days of its receipt and strives to inform the sponsor by the 74th

day after the FDA’s receipt of the submission to determine whether the application is sufficiently complete to permit substantive
review.  This is known as the filing decision. The FDA may request additional information rather than accept an NDA for filing. In this
event, the application must be resubmitted with the additional information. The resubmitted application is also subject to review before
the FDA accepts it for filing. Once the submission is accepted for filing, the FDA begins an in-depth substantive review. The FDA has
agreed to certain performance goals in the review process of NDAs. Most such applications are meant to be reviewed within ten
months from the date of filing, and most applications for “priority review” products are meant to be reviewed within six months of
filing. A product that has been designated as a breakthrough therapy may also be eligible for review within six months if supported by
clinical data at the time of submission of the NDA. The review process may be extended by the FDA for three additional months to
consider new information or clarification provided by the applicant to address an outstanding deficiency identified by the FDA
following the original submission.

 
Before approving an NDA, the FDA typically will inspect the facility or facilities where the product is or will be

manufactured. These pre-approval inspections may cover all facilities associated with an NDA submission, including drug component
manufacturing such as active pharmaceutical ingredients, finished drug product manufacturing, control testing laboratories, as well as
packaging and labeling facilities. The FDA will not approve an application unless it determines that the manufacturing processes and
facilities are in compliance with cGMP requirements and adequate to assure consistent production of the product within required
specifications. Additionally, before approving an NDA, the FDA will typically inspect one or more clinical sites to assure compliance
with GCP.  The applicant of the NDA may also have their records, processes, procedures, training, and other aspects reviewed during
an inspection.  The FDA must implement a protocol to expedite review of responses to inspection reports pertaining to
certain drug applications, including applications for drugs in a shortage or drugs for which approval is dependent on remediation of
conditions identified in the inspection report.

 
In addition, as a condition of approval, the FDA may require an applicant to develop a REMS. REMS use risk minimization

strategies beyond the professional labeling to ensure that the benefits of the product outweigh the potential risks.
 
Finally, the FDA may refer an application for a novel drug to an advisory committee or explain why such referral was not

made. Typically, an advisory committee is a panel of independent experts, including clinicians and other scientific experts, that
reviews, evaluates and provides a recommendation as to whether the application should be approved and under what conditions. The
FDA is not bound by the recommendations of an advisory committee, but it considers such recommendations carefully when making
decisions.

 
Legislative or regulatory reforms in the United States or the European Union may make it more difficult and costly for us to
obtain regulatory clearances or approvals for our products or to manufacture, market or distribute our products after
clearance or approval is obtained.

 
From time to time, legislation is drafted and introduced in Congress that could significantly change the statutory provisions

governing the regulatory clearance or approval, manufacture and marketing of regulated products or the reimbursement thereof. In
addition, the FDA regulations and guidance are often revised or reinterpreted by the FDA in ways that may significantly affect our



business and our products. Any new regulations or revisions or reinterpretations of existing regulations may impose additional costs or
lengthen review times of our product candidates. We cannot determine what effect changes in regulations, statutes, legal interpretation
or policies, when and if promulgated, enacted or adopted may have on our business in the future. Such changes could, among other
things, require:

 
 ● changes to manufacturing methods;
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 ● change in protocol design;
   
 ● additional treatment arm (control);
   
 ● recall, replacement, or discontinuance of one or more of our products; and
   
 ● additional recordkeeping.
 

In addition, in the United States, there have been a number of legislative and regulatory proposals to change the health care
system in ways that could affect our ability to sell our products profitably. The pharmaceutical industry in the United States, as an
example, has been affected by the passage of the ACA, which, among other things, imposed new fees on entities that manufacture or
import certain branded prescription drugs and expanded pharmaceutical manufacturer obligations to provide discounts and rebates to
certain government programs. There have been executive, judicial and Congressional challenges to certain aspects of the ACA.
Concurrently, Congress considered legislation to repeal or repeal and replace all or part of the ACA. While Congress has not passed
comprehensive repeal legislation, several bills affecting the implementation of certain taxes under the ACA have been enacted. The
Tax Cuts and Jobs Act of 2017 includes a provision repealing, effective January 1, 2019, the tax-based shared responsibility payment
imposed by the ACA on certain individuals who fail to maintain qualifying health coverage for all or part of a year that is commonly
referred to as the “individual mandate”. In addition, the 2020 federal spending package permanently eliminated, effective January 1,
2020, the ACA-mandated “Cadillac” tax on high-cost employer-sponsored health coverage and medical device tax and, effective
January 1, 2021, also eliminated the health insurer tax. On December 14, 2018, a Texas U.S. District Court Judge ruled that the ACA is
unconstitutional in its entirety because the “individual mandate” was repealed by Congress as part of the Tax Act. Additionally, on
December 18, 2019, the U.S. Court of Appeals for the 5th Circuit upheld the District Court ruling that the individual mandate was
unconstitutional and remanded the case back to the District Court to determine whether the remaining provisions of the ACA are
invalid as well. The United States Supreme Court is currently reviewing this case, but it is unknown when a decision will be reached.
Although the Supreme Court has not yet ruled on the constitutionality of the ACA, on January 28, 2021, President Biden issued an
executive order to initiate a special enrollment period from February 15, 2021 through May 15, 2021 for purposes of obtaining health
insurance coverage through the ACA marketplace. The executive order also instructs certain governmental agencies to review and
reconsider their existing policies and rules that limit access to healthcare, including among others, reexamining Medicaid
demonstration projects and waiver programs that include work requirements, and policies that create unnecessary barriers to obtaining
access to health insurance coverage through Medicaid or the ACA. It is unclear how the Supreme Court ruling, other such litigation
and the healthcare reform measures of the Biden administration will impact the ACA and our business.

 
Other legislative changes have been proposed and adopted in the United States since the ACA was enacted. For example,

COVID-19 relief legislation suspended the 2% Medicare sequester from May 1, 2020 through March 31, 2021.
 

Clinical and preclinical development is uncertain. Our current pre-clinical programs may experience delays, or our preclinical
programs may never advance to clinical trials, which would adversely affect our ability to obtain regulatory approvals or
commercialize these programs on a timely basis or at all, which would have an adverse effect on our business.

 
Our product candidates are in the preclinical stage, and their risk of failure is high. Before we can commence clinical trials for

a product candidate, it must complete extensive preclinical testing and studies that support the planned INDs in the United States or
similar applications in other jurisdictions. We cannot be certain of the timely completion or outcome of our preclinical testing and
studies and cannot predict if the FDA or other regulatory authorities will accept the proposed clinical programs or if the outcome of
preclinical studies will ultimately support the further development of the programs. As a result, we cannot be sure that we will be able
to submit INDs or similar applications for our preclinical programs on the timelines we expect, if at all, and we cannot be sure that
submission of INDs or similar applications will result in the FDA, the EMA or other regulatory authorities allowing clinical trials to
begin.

 
In addition, clinical trial design for some of our product candidates can be complex given their characteristics. We will need to

design our clinical trial to demonstrate efficacy across a range of doses to ensure that we can attain optimal potential efficacy. Our trial
design may not demonstrate efficacy as we expect, and this may adversely impact our ability to successfully develop this product
candidate.

 
We also cannot be certain that any of our product candidates will be successful in clinical trials or receive the necessary

regulatory approval. Further, our product candidates may not receive regulatory approval even if they are successful in clinical trials. If
we do not receive regulatory approvals for our product candidates, we may not be able to continue operations.
 



Future clinical trials of our product candidates may be delayed, and certain programs may never advance in the clinic or may
be more costly to conduct than we anticipate, any of which can affect our ability to fund our operations and would have a
material adverse impact on our platform or our business.

 
Clinical testing is expensive, time consuming and subject to uncertainty. We cannot guarantee that any of our planned clinical

trials will be conducted as planned or completed on schedule, if at all. Moreover, even if these trials are initiated or conducted on a
timely basis, issues may arise that could result in the suspension or termination of such clinical trials. A failure of one or more clinical
trials can occur at any stage of testing, and our clinical trials may not be successful. Events that may prevent successful or timely
initiation or completion of clinical trials include:
 

 ● inability to generate sufficient preclinical, toxicology, or other in vivo or in vitro data to support the initiation or
continuation of clinical trials;
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● delays in confirming target engagement, patient selection or other relevant biomarkers (with respect to certain of our

clinical trials) to be utilized in preclinical and clinical product candidate development;
 
 ● delays in reaching a consensus with regulatory agencies as to the design or implementation of our clinical studies;
 

 
● delays in reaching agreement on acceptable terms with prospective contract research organizations, or CROs, and clinical

trial sites, the terms of which can be subject to extensive negotiation and may vary significantly among different CROs
and clinical trial sites;

 
 ● delays in identifying, recruiting and training suitable clinical investigators;
 
 ● delays in obtaining required Institutional Review Board, or IRB, approval at each clinical trial site;
 

 

● imposition of a temporary or permanent clinical hold by regulatory agencies for a number of reasons, including after
review of an IND or amendment, clinical trial application, or CTA, or amendment, investigational device exemption, or
IDE, or supplement, or equivalent application or amendment; as a result of a new safety finding that presents
unreasonable risk to clinical trial participants; or a negative finding from an inspection of our clinical trial operations or
study sites;

 

 
● developments in trials for other product candidates with the same targets or related modalities as our product candidates

conducted by competitors that raise regulatory or safety concerns about risk to patients of the treatment, or if the FDA
finds that the investigational protocol or plan is clearly deficient to meet its stated objectives;

 
 ● difficulties in securing access to materials for the comparator arm of certain of our clinical trials;
 

 ● delays in identifying, recruiting and enrolling suitable patients to participate in clinical trials, and delays caused by
patients withdrawing from clinical trials or failing to return for post-treatment follow-up;

 
 ● difficulties in finding a sufficient number of trial sites, or trial sites deviating from trial protocol or dropping out of a trial;
 
 ● difficulty collaborating with patient groups and investigators;
 
 ● failure by CROs, other third parties, or us to adhere to clinical trial requirements;
 

 

● failure to perform in accordance with the FDA’s or any other regulatory authority’s current good clinical practices
requirements, or GCPs, or regulatory guidelines in other countries, including deficiencies in the manufacturing process,
test procedures and specifications or facilities of third-party manufacturers with which we contract for clinical and
commercial supplies;

 

 ● the FDA or comparable foreign regulatory authorities may disagree with our interpretation of data from nonclinical
studies or clinical trials;

 

 ● occurrence of adverse events, or AEs, undesirable side effects or other unexpected characteristics associated with the
product candidate that are viewed to outweigh its potential benefits;

 
 ● changes in regulatory requirements and guidance that require amending or submitting new clinical protocols;
 

 ● changes in the standard of care on which a clinical development plan was based, which may require new or additional
trials;

 
 ● the cost of clinical trials of any product candidates that we may identify and pursue being greater than we anticipate;
 

 
● clinical trials of any product candidates that we may identify and pursue producing negative or inconclusive results,

which may result in our deciding, or regulators requiring us, to conduct additional clinical trials or abandon product
development programs;
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● transfer of manufacturing processes to larger-scale facilities operated by a Contract Manufacturing Organization, or CMO
and delays or failures by our CMOs or us to make any necessary changes to such manufacturing process; and

 

 ● delays in manufacturing, testing, releasing, validating or importing/exporting sufficient stable quantities of product
candidates that we may identify for use in clinical trials or the inability to do any of the foregoing.

 
Any inability to successfully initiate or complete clinical trials could result in additional costs to us or impair our ability to

generate revenue. In addition, if we make manufacturing or formulation changes to our product candidates, we may be required to, or
we may elect to, conduct additional preclinical studies or clinical trials to bridge data obtained from the modified product candidates to
data obtained from preclinical and clinical research conducted using earlier versions. Clinical trial delays could also shorten any
periods during which our products have patent protection and may allow our competitors to bring products to market before we do,
which could impair our ability to successfully commercialize product candidates and may harm our business and results of operations.

 
In addition, disruptions caused by the COVID-19 pandemic may increase the likelihood that we encounter such difficulties or

delays in initiating, enrolling, conducting or completing future clinical trials. We could also encounter delays if a clinical trial is
suspended or terminated by us, by the data safety monitoring board, or DSMB, or by the FDA, the EMA or other comparable foreign
regulatory authorities, or if the IRBs of the institutions in which such trials are being conducted suspend or terminate the participation
of their clinical investigators and sites subject to their review. Such authorities may suspend or terminate a clinical trial due to a number
of factors, including failure to conduct the clinical trial in accordance with regulatory requirements or our clinical protocols, inspection
of the clinical trial operations or trial site by the FDA, the EMA or other comparable foreign regulatory authorities resulting in the
imposition of a clinical hold, unforeseen safety issues or adverse side effects, failure to demonstrate a benefit from using a product
candidate, changes in governmental regulations or administrative actions or lack of adequate funding to continue the clinical trial.

 
Delays in the initiation, conduct or completion of any clinical trial of our product candidates will increase our costs, slow

down the product candidate development and approval process and delay or potentially jeopardize our ability to commence product
sales and generate revenue. In addition, many of the factors that cause, or lead to, a delay in the commencement or completion of
clinical trials may also ultimately lead to the denial of regulatory approval of our product candidates. In the event we identify any
additional product candidates to pursue, we cannot be sure that submission of an IDE, IND, CTA or equivalent application, as
applicable, will result in the FDA, the EMA or comparable foreign regulatory authority allowing clinical trials to begin in a timely
manner, if at all. Any of these events could have a material adverse effect on our business, prospects, financial condition and results of
operations.
 
Our current product candidates and future therapeutic candidates contain psychedelic substances, and may be subject to
controlled substance laws and regulations in the territories where the product will be marketed, such as the United States and
Europe, and failure to comply with these laws and regulations, or the cost of compliance with these laws and regulations, may
adversely affect the results of our business operations, both during clinical development and post approval, and our financial
condition.

 
Our product candidates contain psychedelic substances. The psychedelic drug industry is a fairly new treatment industry and

we cannot predict the impact of the ever-evolving compliance regime in respect of this industry. Similarly, we cannot predict the time
required to secure all appropriate regulatory approvals for 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 Corporation.

 
Our product candidates may be regulated by the U.S. Drug Enforcement Administration, or DEA, as “Controlled Substances”

or scheduled substances, under the Comprehensive Drug Abuse Prevention and Control Act of 1970, also known as the Controlled
Substances Act, or the CSA. The DEA regulates compounds as Schedule I, II, III, IV or V substances. Schedule I substances by
definition have a high potential for abuse, have no currently “accepted medical use” in the United States, lack accepted safety for use
under medical supervision and may not be prescribed, marketed or sold in the United States. Pharmaceutical products approved for use
in the United States may be listed as Schedule II, III, IV or V, with Schedule II substances considered to present the highest potential
for abuse or dependence and Schedule V substances the lowest relative risk of abuse among such substances. Schedule I and II drugs
are subject to the strictest controls under the CSA, including manufacturing and procurement quotas, security requirements and criteria
for importation. In addition, dispensing of Schedule II drugs is further restricted. Commercial marketing in the United States will also
require scheduling-related legislative or administrative action.
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Scheduling determinations by the DEA are dependent on FDA approval of a substance or a specific formulation of a

substance. This scheduling determination will be dependent on FDA approval and the FDA’s recommendation as to the appropriate
schedule. During the review process, and prior to approval, the FDA may determine that it requires additional data, either from non-
clinical or clinical studies, including with respect to whether, or to what extent, the substance has abuse potential. This may introduce a
delay into the approval and any potential rescheduling process. That delay would be dependent on the quantity of additional data
required by the FDA. This scheduling determination will require the DEA to conduct notice and comment rule making, including
issuing an interim final rule. Such action will be subject to public comment and requests for hearing, which could affect the scheduling
of these substances. There can be no assurance that the DEA will make a favorable scheduling decision. Even assuming categorization
as a Schedule II or lower controlled substance (i.e., Schedule III, IV or V), at the federal level, such substances would also require
scheduling determinations under state laws and regulations.

 
If approved by the FDA, and if any of our product candidates is listed by the DEA as a Schedule II, III, IV or V controlled

substance, their manufacture, importation, exportation, domestic distribution, storage, sale and legitimate use will continue to be
subject to a significant degree of regulation by the DEA. In addition, the scheduling process may take significantly longer than the 90-
day deadline set forth in the CSA, thereby delaying the launch of our product candidates in the United States. Furthermore, the FDA,
DEA or any foreign regulatory authority could require us to generate more clinical or other data than we currently anticipate to
establish whether or to what extent the substance has an abuse potential, which could increase the cost and/or delay the launch of our
product candidates and any future therapeutic candidates containing controlled substances. In addition, therapeutic candidates
containing controlled substances are subject to DEA regulations relating to manufacturing, storage, distribution and physician
prescription procedures, including:
 

● DEA registration and inspection of facilities. Facilities conducting research, manufacturing, distributing, importing or
exporting, or dispensing controlled substances must be registered (licensed) to perform these activities and have the
security, control, recordkeeping, reporting and inventory mechanisms required by the DEA to prevent drug loss and
diversion. All these facilities must renew their registrations annually, except dispensing facilities, which must renew
every three years. The DEA conducts periodic inspections of certain registered establishments that handle controlled
substances. Obtaining and maintaining the necessary registrations may result in delay of the importation, manufacturing
or distribution of our product candidates. Furthermore, failure to maintain compliance with the CSA, particularly non-
compliance resulting in loss or diversion, can result in regulatory action that could have a material adverse effect on our
business, financial condition and results of operations. The DEA may seek civil penalties, refuse to renew necessary
registrations or initiate proceedings to restrict, suspend or revoke those registrations. In certain circumstances, violations
could lead to criminal proceedings.

 

 

● State-controlled substances laws. Individual U.S. states have also established controlled substance laws and regulations.
Though state-controlled substances laws often mirror federal law, because the states are separate jurisdictions, they may
separately schedule our product candidates. While some states automatically schedule a drug based on federal action,
other states schedule drugs through rule making or a legislative action. State scheduling may delay commercial sale of
any product for which we obtain federal regulatory approval, and adverse scheduling could have a material adverse effect
on the commercial attractiveness of such product. If any of our product candidates becomes subject to controlled
substance laws, we or our collaborators would also be required to obtain separate state registrations, permits or licenses in
order to be able to obtain, handle and distribute controlled substances for clinical trials or commercial sale, and failure to
meet applicable regulatory requirements could lead to enforcement and sanctions by the states in addition to those from
the DEA or otherwise arising under federal law.

  

 

● Clinical trials. Research sites must submit a research protocol to the DEA and obtain and maintain a DEA researcher
registration that will allow those sites to handle and dispense our product candidates and to obtain the product from our
importer. If the DEA delays or denies the grant of a researcher registration to one or more research sites, the clinical trial
could be significantly delayed, and clinical trial sites could be lost. The importer for the clinical trials would also be
required to obtain a Schedule I importer registration and an import permit for each import.
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● Importation. If our product candidates are approved and classified as a Schedule II, III or IV substance, an importer can

import them for commercial purposes if it obtains an importer registration and files an application for an import permit
for each import. The DEA provides annual assessments/estimates to the International Narcotics Control Board, which
guides the DEA in the amounts of controlled substances that the DEA authorizes to be imported. The failure to identify an
importer or obtain the necessary import authority, including specific quantities, could affect the availability of our product
candidates and have a material adverse effect on our business, results of operations and financial condition. In addition,
an application for a Schedule II importer registration must be published in the Federal Register, and there is a waiting
period for third-party comments to be submitted. It is always possible that adverse comments may delay the grant of an
importer registration. If our product candidates are approved and classified as a Schedule II controlled substance, federal
law may prohibit the import of the substance for commercial purposes. If our product candidates are listed as a Schedule
II substance, we will not be allowed to import the drug for commercial purposes unless the DEA determines that domestic
supplies are inadequate or there is inadequate domestic competition among domestic manufacturers for the substance as
defined by the DEA. Moreover, Schedule I controlled substances have never been registered with the DEA for
importation for commercial purposes, only for scientific and research needs. Therefore, if neither our product candidates
nor our drug substances could be imported, the product candidates would have to be wholly manufactured in the United
States, and we would need to secure a manufacturer that would be required to obtain and maintain a separate DEA
registration for that activity.

 

 

● Manufacture in the United States. If, because of a Schedule II classification or voluntarily, we were to conduct
manufacturing or repackaging/relabeling in the United States, our contract manufacturers would be subject to the DEA’s
annual manufacturing and procurement quota requirements. The annual quota allocated to us or our contract
manufacturers for the active ingredient in our product candidates may not be sufficient to complete clinical trials or meet
commercial demand. Consequently, any delay or refusal by the DEA in establishing our, or our contract manufacturers’,
procurement and/or production quota for controlled substances could delay or stop our clinical trials or product launches,
which could have a material adverse effect on our business, financial position and results of operations.

 

 

● Distribution in the United States. If our product candidates are scheduled as Schedule II, III or IV, we would also need to
identify wholesale distributors with the appropriate DEA registrations and authority to distribute our product candidates
and any future therapeutic candidates. These distributors would need to obtain Schedule II, III or IV distribution
registrations. This limitation in the ability to distribute our product candidates more broadly may limit commercial uptake
and could negatively impact our prospects. The failure to obtain, or delay in obtaining, or the loss of any of those
registrations could result in increased costs to us. If our product candidates are a Schedule II drug, participants in our
supply chain may have to maintain enhanced security with alarms and monitoring systems and they may be required to
adhere to recordkeeping and inventory requirements. This may discourage some pharmacies from carrying the product. In
addition, our product candidates will likely be determined to have a high potential for abuse and therefore required to be
administered at our trial sites, which could limit commercial update. Furthermore, state and federal enforcement actions,
regulatory requirements and legislation intended to reduce prescription drug abuse, such as the requirement that
physicians consult a state prescription drug monitoring program, may make physicians less willing to prescribe, and
pharmacies to dispense, Schedule II products.

 
In the event MEAI is evaluated as a controlled substance and is scheduled under Schedule I of the U.S. Schedules of

Controlled Substances, it will be prevented from being prescribed, marketed or sold in the United States.
 
Currently in the United States, MEAI has not been officially evaluated for its status as a controlled substance. It is currently

unknown how it will be scheduled, and it is not currently found in Schedule II of the U.S. Schedules of Controlled Substances.
However, if the molecule is considered to be similar to amphetamines, then it may fall under this schedule as a stimulant, under which
amphetamines are listed. Unless specifically excepted or unless listed in another schedule, any material, compound, mixture, or
preparation which contains any quantity of the following substances having a stimulant effect on the central nervous system are in this
schedule: Amphetamine, its salts, optical isomers, and salts of its optical isomers. This molecule also does not exist on the U.S. Toxic
Substances Control Act Chemical Substance Inventory List.
 

In Canada, Health Canada has stated that MEAI is a controlled substance due to its structure being similar to amphetamines,
which are on Health Canada’s Controlled Substances List. However at this point in time, the molecule MEAI itself is not listed in
Schedule I of Health Canada’s Controlled Substances List, which includes: amphetamines, their salts, derivatives, isomers and
analogues and salts of derivatives, isomers and analogues.
 

In Israel, the Israeli Ministry of Health has stated that 2 – Aminoindane, including derivatives and isomers, is a controlled
substance. Since, MEAI is a derivative of 2 – Aminoindane, it is considered a controlled substance.



 
Our product candidates contain potentially controlled substances, the use of which may generate public controversy. Adverse
publicity or public perception regarding our current or future product candidates may negatively influence the success of these
therapies.

 
Our therapies containing potentially controlled substances may generate public controversy. Political and social pressures and

adverse publicity could lead to delays in approval of, and increased expenses for our current product candidates and any future
therapeutic candidates we may develop. Opponents of these therapies may seek restrictions on marketing and withdrawal of any
regulatory approvals. In addition, these opponents may seek to generate negative publicity in an effort to persuade the medical
community to reject these therapies. Adverse publicity from misuse may adversely affect the commercial success or market penetration
achievable by our product candidates. Anti-psychedelic protests have historically occurred and may occur in the future and generate
media coverage. Political pressures and adverse publicity could lead to delays in, and increased expenses for, and limit or restrict the
introduction and marketing of, our product candidates or any future therapeutic candidates.
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If our product candidates or any future therapeutic candidates are approved for commercial sale and are deemed to be

controlled substances, we will be highly dependent upon consumer perceptions of the safety and quality of our therapies. We may face
limited adoption if third-party therapy sites, therapists or patients are unwilling to try such a novel treatment given that some of our
therapies are from substances that might be controversial, overlooked or underused. There has been a history of negative media
coverage regarding psychedelic substances, including compounds in many of our product candidates, which may affect the public’s
perception of our therapies. In addition, compounds in most of our product candidates may elicit intense psychological experiences,
and this could deter patients from choosing this course of treatment. Our business could be adversely affected if we were subject to
negative publicity or if any of our therapies or any similar therapies distributed by other companies prove to be, or are asserted to be,
harmful to patients. Because of our dependence upon consumer perception, any adverse publicity associated with illness or other
adverse effects resulting from patients’ use or misuse of our therapies or any similar therapies distributed by other companies could
have a material adverse impact on our business, prospects, financial condition and results of operations.

 
Future adverse events in research into alcohol abuse and binge-drinking, on which we focus our research efforts, or the

pharmaceutical industry more generally, could also result in greater governmental regulation, stricter labeling requirements and
potential regulatory delays in the testing or approvals of our therapies. Any increased scrutiny could delay or increase the costs of
obtaining regulatory approval for our product candidates or any future therapeutic candidates.
 
Any clinical trials that we may conduct in the future may fail to demonstrate substantial evidence of the safety and effectiveness
of product candidates that we may identify and pursue for their intended uses, which would prevent, delay or limit the scope of
regulatory approval and potential commercialization.

 
Before obtaining regulatory approvals for the commercial sale of any of our product candidates, we must demonstrate through

lengthy, complex and expensive preclinical studies and clinical trials that the applicable product candidate is both safe and effective for
use in each target indication. Each product candidate must demonstrate an adequate risk versus benefit profile in its intended patient
population and for its intended use.

 
Clinical testing is expensive and can take many years to complete, and its outcome is inherently uncertain. Failure can occur at

any time during the clinical development process. Most product candidates that begin clinical trials are never approved by regulatory
authorities for commercialization. We have limited experience in designing clinical trials and may be unable to design and execute a
clinical trial to support marketing approval.
 

We cannot be certain that our clinical trials will be successful. Additionally, any safety concerns observed in any one of our
clinical trials in our targeted indications could limit the prospects for regulatory approval of our product candidates in those and other
indications, which could have a material adverse effect on our business, financial condition and results of operations. In addition, even
if such clinical trials are successfully completed, we cannot guarantee that the FDA, the EMA or comparable foreign regulatory
authorities will interpret the results as we do, and more trials could be required before we submit our product candidates for approval.
Even if regulatory approval is secured for a product candidate, the terms of such approval may limit the scope and use of the specific
product candidate, which may also limit its commercial potential.

 
Additionally, we may utilize an “open-label” trial design for some of our future clinical trials. An open-label trial is one where

both the patient and investigator know whether the patient is receiving the test article or either an existing approved drug or
placebo. Open-label trials are subject to various limitations that may exaggerate any therapeutic effect as patients in open-label studies
are aware that they are receiving treatment. Open-label trials may be subject to a “patient bias” where patients perceive their symptoms
to have improved merely due to their awareness of receiving an experimental treatment. Patients selected for early clinical studies often
include the most severe sufferers, and their symptoms may have been bound to improve notwithstanding the new treatment. In
addition, open-label trials may be subject to an “investigator bias” where those assessing and reviewing the physiological outcomes of
the clinical trials are aware of which patients have received treatment and may interpret the information of the treated group more
favorably given this knowledge. The opportunity for bias in clinical trials as a result of open-label design may not be adequately
handled and may cause any of our trials that utilize such design to fail or to be considered inadequate and additional trials may be
necessary to support future marketing applications. Moreover, results acceptable to support approval in one jurisdiction may be deemed
inadequate by another regulatory authority to support regulatory approval in that other jurisdiction. To the extent that the results of the
trials are not satisfactory to the FDA, the EMA or comparable foreign regulatory authorities for support of a marketing application, we
may be required to expend significant resources, which may not be available to us, to conduct additional trials in support of potential
approval of our product candidates. Even if regulatory approval is secured for a product candidate, the terms of such approval may
limit the scope and use of the specific product candidate, which may also limit its commercial potential.
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Even if we complete the necessary preclinical studies and clinical trials, the marketing approval process is expensive, time
consuming and uncertain and may prevent us from obtaining approvals for the potential commercialization of our product
candidates.

 
Any product we may develop and the activities associated with their development and potential commercialization, including

their design, testing, manufacture, safety, efficacy, recordkeeping, labeling, storage, approval, advertising, promotion, sale and
distribution, are subject to comprehensive regulation by the FDA, the EMA and other comparable foreign regulatory authorities.
Failure to obtain marketing authorization for a product candidate will prevent us from commercializing the product candidate in a
given jurisdiction.

 
We expect to rely on assistance from third-party CROs or regulatory consultants to assist us in filing and supporting the

applications necessary to gain marketing authorizations. Securing regulatory approval requires the submission of extensive preclinical
and clinical data and supporting information to the various regulatory authorities for each therapeutic indication to establish the product
candidate’s safety, purity, efficacy and potency. Securing regulatory approval also requires the submission of information about the
product manufacturing process to, and inspection of manufacturing facilities by, the relevant regulatory authority. Any product
candidates we develop may not be effective, may be only moderately effective, or may prove to have undesirable or unintended side
effects, toxicities or other characteristics that may preclude our obtaining marketing approval or prevent or limit commercial use, if
approved.

 
The process of obtaining marketing authorizations, both in the United States and abroad, is expensive, may take many years if

additional clinical trials are required, if approval is obtained at all, and can vary substantially based upon a variety of factors, including
the type, complexity and novelty of the product candidates involved.
 

Changes in marketing authorization policies during the development period, changes in or the enactment of additional statutes
or regulations, or changes in regulatory review for each submitted product application, may cause delays in the approval or rejection of
an application. The FDA and comparable authorities in other countries have substantial discretion in the approval process and may
refuse to accept any application or may decide that our data are insufficient for approval and require additional preclinical, clinical or
other studies. In addition, varying interpretations of the data obtained from preclinical and clinical testing could delay, limit or prevent
marketing approval of a product candidate. Any marketing approval we ultimately obtain may be limited or subject to restrictions
or post-approval commitments that render the approved product not commercially viable.

 
If we experience delays in obtaining approval, or if we fail to obtain approval of any product candidates we may develop, the

commercial prospects for those product candidates may be harmed, and our ability to generate revenues will be materially impaired.
 
The results of early-stage clinical trials and preclinical studies may not be predictive of future results. Initial data in clinical
trials may not be indicative of results obtained when these trials are completed or in later stage trials.

 
The results of preclinical studies may not be predictive of the results of clinical trials, and the results of any early-

stage clinical trials we commence may not be predictive of the results of the later-stage clinical trials. The results of preclinical studies
and clinical trials in one set of patients or disorder indications, or from preclinical studies or clinical trials that we did not lead, may not
be predictive of those obtained in another. In some instances, there can be significant variability in safety or efficacy results between
different clinical trials of the same product candidate due to numerous factors, including changes in trial procedures set forth in
protocols, differences in the size and type of the patient populations, changes in and adherence to the dosing regimen and other clinical
trial protocols and the rate of dropout among clinical trial participants. In addition, preclinical and clinical data are often susceptible to
various interpretations and analyses, and many companies that have believed their product candidates performed satisfactorily in
preclinical studies and clinical trials have nonetheless failed to obtain marketing approval. A number of companies in the
pharmaceutical, biopharmaceutical and biotechnology industries have suffered significant setbacks in clinical development even after
achieving promising results in earlier studies, and any such setbacks in our clinical development could have a material adverse effect
on our business and operating results. Even if early-stage clinical trials are successful, we may need to conduct additional clinical trials
of our product candidates in additional patient populations or under different treatment conditions before we are able to seek approvals
from the FDA, the EMA or other comparable foreign regulatory authorities to market and sell these product candidates. Failure to
obtain marketing authorization for our product candidates could substantially harm our business, prospects, financial condition and
results of operations.
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Research and development of drugs targeting the CNS is particularly difficult, which makes it difficult to predict and
understand why the drug has a positive effect on some patients but not others.
 

Discovery and development of new drug candidates designed to target CNS disorders are particularly difficult and time-
consuming, evidenced by the higher failure rate for new drugs for CNS disorders compared with most other areas of drug discovery.
For example, Pharmos, Roche, Allegran’s NMDA and Merck have all failed to meet their end points. Any such setbacks in our clinical
development could have a material adverse effect on our business and operating results. In addition, our later-stage clinical trials may
present challenges related to conducting adequate and well-controlled clinical trials, particularly as it regards managing placebo
effects. 
 
If we encounter difficulties enrolling patients in future clinical trials, our clinical development activities could be delayed or
otherwise adversely affected.

 
Identifying and qualifying trial participants to participate in clinical studies is critical to our success. The timing of our clinical

studies depends, among other things, on the speed at which we can recruit trial participants to participate in testing our product
candidates and our ability to enroll a sufficient number of patients who remain in the trial until its conclusion. Delays in enrollment and
withdrawals from the trial may result in increased costs or may affect the timing or outcome of the planned clinical trials, which could
prevent completion of these trials and adversely affect our ability to advance the development of our product candidates. If trial
participants are unwilling to participate in our studies because of negative publicity from adverse events in our trials or other trials of
similar products, or those related to specific therapeutic area, or for other reasons, including competitive clinical studies for similar
patient populations, the timeline for recruiting trial participants, conducting studies, and obtaining regulatory approval of potential
products may be delayed. These delays could result in increased costs, delays in advancing our product candidate development, delays
in testing the effectiveness of these product candidates, or termination of the clinical studies altogether.

 
We may not be able to identify, recruit and enroll a sufficient number of trial participants, or those with required or desired

characteristics to achieve diversity in a study, to initiate and complete any future clinical studies in a timely manner. Patient and subject
enrollment is affected by factors including:
 

● the size and nature of a patient population;
 

● the patient eligibility criteria defined in the applicable clinical trial protocols, which may limit the patient populations
eligible for clinical trials to a greater extent than competing clinical trials for the same indication;

 
● the size of the study population required for analysis of the trial’s primary endpoints;

 
● the severity of the disorder under investigation;

 
● the proximity of patients to a trial site;

 
● the inclusion and exclusion criteria for the trial in question;

 
● the design of the trial protocol;

 
● the ability to recruit clinical trial investigators with the appropriate competencies and experience;

 
● the approval or concurrent enrollment of clinical trials involving competing product candidates currently under

development or competing clinical trials for similar therapies or targeting patient populations meeting our patient
eligibility criteria;

 
● the availability and efficacy of approved medications or therapies for the disorder or condition under investigation;

 
● clinicians’ and patients’ perceptions as to the potential advantages and side effects of the product candidate being studied

in relation to other available therapies and product candidates;
 

● the ability to obtain and maintain patient consents; and
 

● the risk that patients enrolled in clinical trials will not complete such trials, for any reason.
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Additionally, our or our collaborators’ ability to successfully initiate, enroll and conduct a clinical trial outside the United

States is subject to numerous additional risks, including:
 

● difficulty in establishing or managing relationships with CROs and physicians;
 

● differing standards for the conduct of clinical trials;
 

● differing standards of care for patients with a particular disorder;
 

● an inability to locate qualified local consultants, physicians and partners; and
 

● the potential burden of complying with a variety of foreign laws, medical standards and regulatory requirements,
including the regulation of pharmaceutical and biotechnology products and treatments.

 
Further, successful and timely enrollment in clinical trials may be adversely affected by global health factors, including,

among other things, pandemics such as COVID-19, such as:
 

● the diversion of healthcare resources away from the conduct of clinical trial matters to focus on pandemic concerns,
including the attention of physicians serving as our clinical trial investigators, hospitals serving as our clinical trial sites
and hospital staff supporting the conduct of our clinical trials;

 
● the limitation of available participants for our trials and a decrease in enrollment of our trials;

 
● the inability of patients, therapists or physicians to come to hospitals and universities to participate in our trials, leading to

delays and increased costs;
 

● limitations on travel that interrupt key trial activities, such as clinical trial site initiations and monitoring and patient
preparation and integration sessions;

 
● interruption in global shipping affecting the transport of clinical trial materials, such as investigational drug product and

comparator drugs used in our trials; and
 

● employee furlough days that delay necessary interactions with local regulators, ethics committees and other important
agencies and contractors.

 
These and other factors arising from the COVID-19 pandemic could worsen in countries that are already afflicted with the

virus or could continue to spread to additional countries, each of which may further adversely impact our clinical trials. The global
outbreak of COVID-19 continues to evolve, and the conduct of our trials may continue to be adversely affected.

 
If we have difficulty enrolling sufficient numbers of patients to conduct clinical trials as planned, we may need to delay or

terminate clinical trials, either of which would have an adverse effect on our business.
 
Use of our product candidates could be associated with side effects, adverse events or other properties or safety risks, which
could delay or halt their clinical development, prevent their regulatory approval, cause us to suspend or discontinue clinical
trials, abandon a product candidate, limit their commercial potential, if approved, or result in other significant negative
consequences that could severely harm our business, prospects, financial condition and results of operations.

 
As is the case with pharmaceuticals generally, it is likely that there may be unexpected or undesirable side effects, but they

can’t be disclosed since no clinical trials have been conducted yet with this compound. Undesirable side effects may be found in the
future. The side effects caused by these product candidates could cause us or regulatory authorities to interrupt, delay or halt clinical
trials and could result in a more restrictive label or the delay or denial of regulatory approval by the FDA, the EMA or other
comparable foreign regulatory authorities. The side effects related to the product candidate could affect patient recruitment or the
ability of enrolled patients to complete the trial or result in potential product liability claims. Any of these occurrences may harm our
business, financial condition, results of operations and prospects significantly.

 

26



 

 
Moreover, if our product candidates are associated with undesirable side effects in preclinical studies or clinical trials or have

characteristics that are unexpected, we may elect to abandon their development or limit their development to more narrow uses or
subpopulations in which the undesirable side effects or other characteristics are less prevalent, less severe or more acceptable from
a risk-benefit perspective, which may limit the commercial expectations for the product candidate if approved. We may also be
required to modify or terminate our study plans based on findings in our preclinical studies or clinical trials. Many product candidates
that initially show promise in early-stage testing may later be found to cause side effects that prevent further development. As we work
to advance existing product candidates and to identify new product candidates, we cannot be certain that later testing or trials of
product candidates that initially showed promise in early testing will not be found to cause similar or different unacceptable side effects
that prevent their further development.

 
It is possible that as we test our product candidates in larger, longer and more extensive clinical trials, or as the use of these

product candidates becomes more widespread if they receive regulatory approval, illnesses, injuries, discomforts and other AEs that
were not observed in earlier trials, as well as conditions that did not occur or went undetected in previous trials, may be reported by
subjects. If such side effects become known later in development or upon approval, if any, such findings may harm our business,
financial condition, results of operations and prospects significantly.

 
Additionally, adverse developments in clinical trials of pharmaceutical, biopharmaceutical or biotechnology products

conducted by others may cause the FDA or other regulatory oversight bodies to suspend or terminate our clinical trials or to change the
requirements for approval of any of our product candidates.

 
In addition to side effects caused by the product candidate, the administration process or related procedures also can cause

adverse side effects. If any such AEs occur, our clinical trials could be suspended or terminated. If we are unable to demonstrate that
any AEs were caused by the administration process or related procedures, the FDA, the European Commission, the EMA, or other
regulatory authorities could order us to cease further development of, or deny approval of, a product candidate for any or all targeted
indications. Even if we can demonstrate that all future serious adverse events, or SAEs, are not product-related, such occurrences could
affect patient recruitment or the ability of enrolled patients to complete the trial. Moreover, if we elect, or are required, to not initiate,
delay, suspend or terminate any future clinical trial of any of our product candidates, the commercial prospects of such product
candidates may be harmed and our ability to generate product revenues from any of these product candidates may be delayed or
eliminated. Any of these occurrences may harm our ability to develop other product candidates, and may harm our business, financial
condition, results of operations and prospects significantly.

 
Additionally, if any of our product candidates receives marketing authorization, the FDA could impose contraindications or a

boxed warning in the labeling of the product. For any of our drug product candidates receiving marketing authorization, the FDA could
require us to adopt a risk evaluation and mitigation strategy, or REMS, and could apply elements to assure safe use to ensure that the
benefits of the product outweigh its risks, which may include, among other things, a Medication Guide outlining the risks of the
product for distribution to patients and a communication plan to health care practitioners. Furthermore, if we or others later identify
undesirable side effects caused by our product candidates if approved, several potentially significant negative consequences could
result, including:
 

● regulatory authorities may suspend or withdraw approvals of such product candidate, or seek an injunction against its
manufacture or distribution;

 
● regulatory authorities may require additional warnings on the label, including “boxed” warnings, or issue safety alerts,

Deal Healthcare Provider letters, press releases or other communications containing warnings or other safety information
about the product;
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● we may be required by the FDA to implement a REMS;

 
● we may be required to change the way a product candidate is administered or conduct additional clinical trials;

 
● we may be subject to fines, injunctions or the imposition of civil or criminal penalties;

 
● we could be sued and held liable for harm caused to patients; and

 
● our reputation may suffer.
 
Any of these occurrences could prevent us from achieving or maintaining market acceptance of the particular product

candidate, if approved, and may harm our business, financial condition, results of operations and prospects significantly.
 
Even if any of our current or future product candidate receives regulatory approval, it may fail to achieve the degree of market
acceptance by physicians, patients, third-party payors and others in the medical community necessary for commercial success,
in which case we may not generate significant revenues or become profitable.

 
We are a pre-clinical stage company. We have never commercialized a product, and even if any of our current or future

product candidate is approved by the appropriate regulatory authorities for marketing and sale, it may nonetheless fail to gain sufficient
market acceptance by physicians, patients, third-party payors and others in the medical community. Physicians may be reluctant to take
their patients off their current medications and switch their treatment regimen. Further, patients often acclimate to the treatment regime
that they are currently taking and do not want to switch unless their physicians recommend switching products or they are required to
switch due to lack of coverage and adequate reimbursement. In addition, even if we are able to demonstrate our product candidates’
safety and efficacy to the FDA and other regulators, safety or efficacy concerns in the medical community may hinder market
acceptance.

 
Efforts to educate the medical community and third-party payors on the benefits of our product candidates may require

significant resources, including management time and financial resources, and may not be successful. The degree of market acceptance
of our product candidates, if approved for commercial sale, will depend on a number of factors, including:
 

● the efficacy and safety of the product as demonstrated in pivotal clinical trials;
 

● the potential and perceived advantages of the product compared to competitive and alternative therapies;
 
 ● the prevalence and severity of any side effects;
 

● whether the product is designated under physician treatment guidelines as a first-, second- or third-line therapy;
 

● our ability, or the ability of any future collaborators, to offer the product for sale at competitive prices;
 

● the product’s convenience and ease of dosing and administration compared to alternative treatments, including the need to
have products administered in clinical settings, rather than the home, for patients who are prescribed the products;

 
● the willingness of the target patient population to try, and of physicians to prescribe, the product;

 
● limitations or warnings, including distribution or use restrictions contained in the product’s approved labeling;
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● the strength of sales, marketing and distribution support;

 
● restrictions on how the product is distributed;

 
● the timing of market introduction of competitive products;

 
● publicity concerning these products or competing products and treatments;

 
● changes in the standard of care for the targeted indications for the product; and

 
● availability and adequacy of coverage and reimbursement from government payors, managed care plans and other third-

party payors.
 

Sales of medical products also depend on the willingness of physicians to prescribe the treatment, which is likely to be based
on a determination by these physicians that the products are safe, therapeutically effective and cost effective. In addition, the inclusion
or exclusion of products from treatment guidelines established by various physician groups and the viewpoints of influential physicians
can affect the willingness of other physicians to prescribe the treatment. We cannot predict whether physicians, physicians’
organizations, hospitals, other healthcare providers, government agencies or private insurers will determine that any of our products is
safe, therapeutically effective and cost effective as compared with competing treatments. If any product candidates we develop do not
achieve an adequate level of acceptance, they may not generate significant product revenue, and we may not become profitable.

 
For any of our current or future product candidates that obtains regulatory approval, any failure to achieve market acceptance

or commercial success would adversely affect our business prospects. In addition, for any approved product, any negative perception of
such product once commercialized, or of a similar product developed by a competitor, may adversely affect our reputation in the
marketplace or among industry participants and our business prospects.
 
We currently, and may in the future continue to, conduct clinical trials for product candidates outside the United States, and
the FDA, the EMA and comparable foreign regulatory authorities may not accept data from such trials.

 
We currently, and may in the future continue to, conduct one or more clinical trials outside the United States, including in

Europe. The acceptance of study data from clinical trials conducted outside the United States or another jurisdiction by the FDA, the
EMA or any comparable foreign regulatory authority may be subject to certain conditions or may not be accepted at all. In cases where
data from foreign clinical trials are intended to serve as the basis for marketing approval in the United States, the FDA will generally
not approve the application on the basis of foreign data alone unless (i) the data are applicable to the U.S. population and U.S. medical
practice; (ii) the trials were performed by clinical investigators of recognized competence and pursuant to GCP regulations; and (iii) if
necessary, the FDA is able to validate the data through an on-site inspection or other appropriate means. Additionally, the FDA’s
clinical trial requirements, including sufficient size of patient populations and statistical powering, must be met. Many foreign
regulatory authorities have similar approval requirements. There can be no assurance that the FDA, the EMA or any comparable
foreign regulatory authority will accept data from trials conducted outside of the United States or the applicable jurisdiction. If the
FDA, the EMA or any comparable foreign regulatory authority does not accept such data, it would result in the need for additional
trials, which would be costly and time consuming and delay aspects of our business plan, and which may result in product candidates
that we may develop not receiving approval or clearance for commercialization in the applicable jurisdiction.

 
In addition, such foreign trials would be subject to the applicable local laws of the foreign jurisdictions where the trials are

conducted. The conduct of clinical trials outside the United States could have a significant impact on us. Risks inherent in conducting
international clinical trials include:
 

● foreign regulatory requirements that could burden or limit our ability to conduct our clinical trials;
 

● administrative burdens of conducting clinical trials under multiple foreign regulatory schema;
 

● foreign exchange fluctuations;
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● manufacturing, customs, shipment and storage requirements;

 
● cultural differences in medical practice and clinical research; and

 
● diminished protection of intellectual property in some countries.

 
If we are unable to obtain regulatory approval in one or more jurisdictions for any product candidates that we may identify
and develop, our business will be substantially harmed.

 
We cannot commercialize a product until the appropriate regulatory authorities have reviewed and approved the product

candidate. Approval by the FDA, the EMA and comparable foreign regulatory authorities is lengthy and unpredictable, and depends
upon numerous factors, including substantial discretion of the regulatory authorities. Approval policies, regulations, or the type and
amount of preclinical or clinical data necessary to gain approval may change during the course of a product candidate’s development
and may vary among jurisdictions, which may cause delays in the approval or the decision not to approve an application. We have not
obtained regulatory approval for any of our product candidates, and it is possible that our current product candidates and any other
product candidates that we may seek to develop in the future will not ever obtain regulatory approval. We cannot be certain that any of
our product candidates will receive regulatory approval or be successfully commercialized, even if they receive regulatory approval.

 
Obtaining marketing approval is an extensive, lengthy, expensive and inherently uncertain process, and regulatory authorities

may delay, limit or deny approval of our product candidates for many reasons, including but not limited to:
 

● the inability to demonstrate to the satisfaction of the FDA, the EMA or comparable foreign regulatory authorities that the
applicable product candidate is safe and effective as a treatment for our targeted indications or otherwise meets the
applicable regulatory standards for approval;

 
● the FDA, the EMA or comparable foreign regulatory authorities may disagree with the design, endpoints or

implementation of our clinical trials;
 

● the population studied in the clinical program may not be sufficiently broad or representative to assure safety or efficacy
in the full population for which we seek approval;

 
● the FDA, the EMA or comparable foreign regulatory authorities may require additional preclinical studies or clinical

trials beyond those that we currently anticipate;
 

● the FDA, the EMA or comparable foreign regulatory authorities may disagree with our interpretation of data from
preclinical studies or clinical trials;

 
● the data collected from clinical trials of product candidates that we may identify and pursue may not be sufficient to

support the submission of a New Drug Application, or NDA, or other submission for regulatory approval in the United
States or elsewhere;

 
● we may be unable to demonstrate to the FDA, the EMA or comparable foreign regulatory authorities that a product

candidate’s risk-benefit ratio for its proposed indication is acceptable;
 

● the FDA, the EMA or comparable foreign regulatory authorities may identify deficiencies in the manufacturing processes,
test procedures and specifications, or facilities of third-party manufacturers with which we contract for clinical and
commercial supplies; and

 
● the approval policies or regulations of the FDA, the EMA or comparable foreign regulatory authorities may change in a

manner that renders the clinical trial design or data insufficient for approval.
 
The lengthy approval process, as well as the unpredictability of the results of clinical trials and evolving regulatory

requirements, may result in our failure to obtain regulatory approval to market product candidates that we may pursue in the United
States or elsewhere, which would significantly harm our business, prospects, financial condition and results of operations.
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Furthermore, approval by the FDA in the United States, if obtained, does not ensure approval by regulatory authorities in

other countries or jurisdictions. In order to market any products outside of the United States, we must establish and comply with
numerous and varying regulatory requirements of other countries regarding safety and effectiveness. Clinical trials conducted in one
country may not be accepted by regulatory authorities in other countries, and regulatory approval in one country does not mean that
regulatory approval will be obtained in any other country. Approval processes vary among countries and can involve additional product
testing and validation and additional or different administrative review periods from those in the United States, including additional
preclinical studies or clinical trials, as clinical trials conducted in one jurisdiction may not be accepted by regulatory authorities in other
jurisdictions. In many jurisdictions outside the United States, a product candidate must be approved for reimbursement by insurers
before it can be approved for sale in that jurisdiction. In some cases, the price that we intend to charge for our products is also subject
to approval.

 
Seeking foreign regulatory approval could result in difficulties and costs for us and require additional preclinical studies or

clinical trials which could be costly and time consuming. Regulatory requirements can vary widely from country to country and could
delay or prevent the introduction of our products in those countries. The foreign regulatory approval process involves all of the risks
associated with FDA approval. We do not have any product candidates approved for sale in international markets. If we fail to comply
with regulatory requirements in international markets or to obtain and maintain required approvals, or if regulatory approvals in
international markets are delayed, our target market will be reduced and our ability to realize the full market potential of our products
will be harmed.
 
Interim, “top-line,” and preliminary data from our clinical trials that we announce or publish from time to time may change as
more patient data become available or as additional analyses are conducted, and as the data are subject to audit and
verification procedures that could result in material changes in the final data.

 
From time to time, we may publish interim, “top-line,” or preliminary data from our clinical studies. Interim data from clinical

trials are subject to the risk that one or more of the clinical outcomes may materially change as patient enrollment continues and more
patient data become available. Preliminary or “top-line” data also remain subject to audit and verification procedures that may result in
the final data being materially different from the preliminary data we previously published. As a result, interim and preliminary data
should be viewed with caution until the final data are available. Material adverse changes between preliminary, “top-line,” or interim
data and final data could significantly harm our business prospects.

 
Further, others, including regulatory agencies, may not accept or agree with our assumptions, estimates, calculations,

conclusions or analyses or may interpret or weigh the importance of data differently, which could impact the value of the particular
program, the approvability or commercialization of the particular product candidate or product and our company in general, and
regulatory agencies may request further data from us. In addition, the information we choose to publicly disclose regarding a particular
study or clinical trial is based on what is typically extensive information, and you or others may not agree with what we determine is
the material or otherwise appropriate information to include in our disclosure. Any information we determine not to disclose may
ultimately be deemed significant by you or others with respect to future decisions, conclusions, views, activities or otherwise regarding
a particular product candidate or our business. If the top-line data that we report differ from actual results, or if others, including
regulatory authorities, disagree with the conclusions reached, our ability to obtain approval for, and commercialize any future product
candidate, our business, prospects, financial condition and results of operations may be harmed.
 
Certain of the product candidates we are developing are complex and difficult to manufacture. We could experience
manufacturing problems that result in delays in our development or commercialization programs or otherwise harm our
business.

 
The manufacturing processes our CMOs use to produce our product candidates are complex, and materials are challenging to

source. Several factors could cause production interruptions, including inability to develop efficient manufacturing processes,
equipment malfunctions, facility contamination, raw material shortages or contamination, natural disasters, disruption in utility
services, human error or disruptions in the operations of our suppliers, including acquisition of the supplier by a third party or
declaration of bankruptcy.
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Our CMOs must employ multiple steps to control the manufacturing process to assure that the process is reproducible and the

product candidate is made strictly and consistently in compliance with the process. Problems with the manufacturing process, even
minor deviations from the normal process, could result in product defects or manufacturing failures that result in lot failures, product
recalls, product liability claims or insufficient inventory to conduct clinical trials or supply commercial markets. We may encounter
problems achieving adequate quantities and quality of clinical-grade materials that meet the FDA, the EMA or other applicable
standards or specifications with consistent and acceptable production yields and costs.

 
In addition, the FDA, the EMA and other foreign regulatory authorities may require us to submit samples of any lot of any

approved product together with the protocols showing the results of applicable tests at any time. Under some circumstances, the FDA,
the EMA or other foreign regulatory authorities may require that we do not distribute a lot until the agency authorizes its release. Slight
deviations in the manufacturing process, including those affecting quality attributes and stability, may result in unacceptable changes in
the product that could result in lot failures or product recalls. Lot failures or product recalls could cause us to delay product launches or
clinical trials, which could be costly to us and otherwise harm our business, financial condition, results of operations and prospects.

 
We or our CMOs also may encounter problems hiring and retaining the experienced scientific, quality assurance, quality-

control and manufacturing personnel needed to operate our manufacturing processes, which could result in delays in production or
difficulties in maintaining compliance with applicable regulatory requirements.
 

Any problems in our or our CMOs’ manufacturing process or facilities could result in delays in planned clinical trials and
increased costs, and could make us a less attractive collaborator for potential partners, including larger biotechnology companies and
academic research institutions, which could limit access to additional attractive development programs. Problems in our or our CMOs’
manufacturing process could restrict our or their ability to meet potential future market demand for products.
  
We may not elect or be able to take advantage of any expedited development or regulatory review and approval processes
available to drug product candidates granted breakthrough therapy or fast track designation by the FDA.

 
We intend to evaluate and continue ongoing discussions with the FDA on regulatory strategies that could enable us to take

advantage of expedited development pathways for certain of our product candidates in the future, although we cannot be certain that
our product candidates will qualify for any expedited development pathways or that regulatory authorities will grant, or allow us to
maintain, the relevant qualifying designations. Potential expedited development pathways that we could pursue include breakthrough
therapy and fast track designation.
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Breakthrough therapy designation is intended to expedite the development and review of drug product candidates that are

designed to treat serious or life-threatening diseases when preliminary clinical evidence indicates that the drug may demonstrate
substantial improvement over existing therapies on one or more clinically significant endpoints, such as substantial treatment effects
observed early in clinical development. The designation of a product candidate as a breakthrough therapy provides potential benefits
that include more frequent meetings with the FDA to discuss the development plan for the product candidate and ensure collection of
appropriate data needed to support approval; more frequent written correspondence from the FDA about such things as the design of
the proposed clinical trials and use of biomarkers; intensive guidance on an efficient drug development program, beginning as early as
Phase 1; organizational commitment involving senior managers; and eligibility for rolling review and priority review.

 
Fast track designation is designed for drug product candidates intended for the treatment of a serious or life-

threatening disease or disorder, where preclinical or clinical data demonstrate the potential to address an unmet medical need for this
disease or disorder. Accordingly, even if we believe a particular product candidate is eligible for breakthrough therapy or fast track
designation, we cannot assure you that the FDA would decide to grant it. Breakthrough therapy designation and fast track designation
do not change the standards for product approval, and there is no assurance that such designation or eligibility will result in expedited
review or approval or that the approved indication will not be narrower than the indication covered by the breakthrough therapy
designation or fast track designation. Thus, even if we receive breakthrough therapy or fast track designation, we may not experience a
faster development process, review or approval compared to conventional FDA procedures. The FDA may withdraw breakthrough
therapy or fast track designation if it believes that the product no longer meets the qualifying criteria. Our business may be harmed if
we are unable to avail ourselves of these or any other expedited development and regulatory pathways.
 
For any approved product, we will be subject to ongoing regulatory obligations and continued regulatory review, which may
result in significant additional expense, and we may be subject to penalties if we fail to comply with regulatory requirements or
experience unanticipated problems with our product candidates.

 
If any of our product candidates are approved, they will be subject to ongoing regulatory requirements for manufacturing,

labeling, packaging, storage, advertising, promotion, sampling, record-keeping, conduct of post-marketing studies, and submission of
safety, efficacy and other post-market information, including both federal and state requirements in the United States and requirements
of comparable foreign regulatory authorities.

 
Manufacturers and manufacturers’ facilities are required to comply with extensive requirements imposed by the FDA, the

EMA and other comparable foreign regulatory authorities, including ensuring that quality control and manufacturing procedures
conform to current good manufacturing practices, or cGMP, regulations. As such, we and our CMOs are subject to continual review
and inspections to assess compliance with cGMP and adherence to commitments made in any NDA or marketing authorization
application, or MAA, or equivalent application. We and our CMOs are also subject to requirements pertaining to the registration of our
and their manufacturing facilities and the listing of our product and product candidates with the FDA; continued complaint, adverse
event and malfunction reporting; corrections and removals reporting and labeling and promotional requirements. Accordingly, we and
others with whom we work must continue to expend time, money and effort in all areas of regulatory compliance, including
manufacturing, production and quality control.

 
Any regulatory approvals that we may receive for our product candidates may contain requirements for potentially

costly post-marketing testing, such as Phase 4 clinical trials and surveillance to monitor the safety and efficacy of a drug product. We
are required to report certain adverse reactions and production problems, if any, to the FDA, the EMA and other comparable foreign
regulatory authorities. Any new legislation addressing drug or medical safety issues could result in delays in product development or
commercialization or increased costs to assure compliance.
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The FDA and other agencies, including the U.S. Department of Justice, and for certain products, the Federal Trade

Commission, closely regulate and monitor the post-approval marketing, labeling, advertising and promotion of products to ensure that
they are manufactured, marketed and distributed only for the approved indications and in accordance with the provisions of the
approved label. We are, and will be, required to comply with requirements concerning advertising and promotion for our product
candidates, if approved. For example, promotional communications with respect to prescription drugs and medical devices are subject
to a variety of legal and regulatory restrictions and must be consistent with the information in the product’s label or labeling.
Accordingly, we may not promote our products for indications or uses for which they do not have approval.
 

The holder of an approved NDA, MAA or equivalent marketing authorization must submit new or supplemental applications
and obtain approval for certain changes to the approved product, product labeling, or manufacturing process. Delays in obtaining
required approvals would harm our ability to introduce new or enhanced product in a timely manner, which in turn would harm our or
our future growth. Failure to submit a new or supplemental application and to obtain approval for certain changes prior to marketing
the modified product may require a recall or to stop selling or distributing the marketed product as modified and may lead to significant
enforcement actions.

 
In the European Economic Area, or the EEA, any medical devices will need to comply with the Essential Requirements set

forth in Medical Device Regulation. Compliance with these requirements is a prerequisite to be able to affix the CE mark to a product,
without which a product cannot be marketed or sold in the EEA. To demonstrate compliance with the Essential Requirements and
obtain the right to affix the CE mark, we must undergo a conformity assessment procedure, which varies according to the type of
medical device and its classification. The conformity assessment procedure requires the intervention of a Notified Body, which is an
organization designated by a competent authority of an EEA country to conduct conformity assessments. The Notified Body issues a
CE Certificate of Conformity following successful completion of a conformity assessment procedure and quality management system
audit conducted in relation to the medical device and its manufacturer and their conformity with the Essential Requirements. This
Certificate entitles the manufacturer to affix the CE mark to its medical products after having prepared and signed a related EC
Declaration of Conformity.

 
We could also be required to conduct post-marketing clinical trials to verify the safety and efficacy of our products in general

or in specific patient subsets. If original marketing approval of a drug was obtained via an accelerated approval pathway, we could be
required to conduct a successful post-marketing clinical trial to confirm clinical benefit for our products. An unsuccessful post-
marketing study or failure to complete such a study could result in the withdrawal of marketing approval.

 
If a regulatory agency discovers previously unknown problems with a product, such as AEs of unanticipated severity or

frequency, or problems with the facility where the product is manufactured, or disagrees with the promotion, marketing or labeling of a
product, such regulatory agency may impose restrictions on that product or us, including requiring withdrawal of the product from the
market. If we fail to comply with applicable regulatory requirements, a regulatory agency or enforcement authority may, among other
things:
 

● issue warning letters or untitled letters;
 

● impose civil or criminal penalties;
 

● suspend, withdraw or modify regulatory approvals;
 

● suspend or modify any of our ongoing clinical trials;
 

● refuse to approve pending applications or supplements to approved applications submitted by us;
 

● mandate modifications to promotional materials or require us to provide corrective information to healthcare
practitioners, or require other restrictions on the labeling or marketing of such products;

 
● impose restrictions on our operations, including closing our programs’ or our or their CMOs’ facilities;

 
● seize or detain products, refuse to permit the import or export of products; or

 
● require a product recall.
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Any government investigation of alleged violations of law could require us to expend significant time and resources in

response, and could generate negative publicity. Any failure to comply with ongoing regulatory requirements may significantly and
adversely affect our, our ability to commercialize and generate revenue. If regulatory sanctions are applied or if regulatory approval is
withdrawn, the value of our company and our operating results will be adversely affected.
 

The FDA’s and other regulatory authorities’ policies may change and additional government regulations may be enacted that
could prevent, limit or delay regulatory approval of our product candidates.

 
We also cannot predict the likelihood, nature or extent of government regulation that may arise from future legislation or

administrative action, either in the United States or abroad.
 
The FDA and other regulatory agencies actively enforce the laws and regulations prohibiting the promotion of off-label uses.

 
If any of our product candidates are approved and we are found to have improperly promoted off-label uses of those products,

we may become subject to significant liability. The FDA and other regulatory agencies strictly regulate the promotional claims that
may be made about prescription products, if approved. In particular, while the FDA permits the dissemination of truthful and non-
misleading information about an approved product, a manufacturer may not promote a product for uses that are not approved by the
FDA or such other regulatory agencies as reflected in the product’s approved labeling. If we are found to have promoted such off-
label uses, we may become subject to significant liability. The federal government has levied large civil and criminal fines against
companies for alleged improper promotion of off-label use and has enjoined several companies from engaging in off-label promotion.
The government has also required companies to enter into consent decrees, corporate integrity agreements or imposed permanent
injunctions under which specified promotional conduct must be changed or curtailed. If we cannot successfully manage the promotion
of our product candidates, if approved, we could become subject to significant liability, which would materially adversely affect our
business, financial condition and results of operations.

 
Risks Related to Commercialization

 
If, in the future, we are unable to establish sales and marketing capabilities or enter into agreements with third parties to sell
and market any product candidates we may develop, we may not be successful in commercializing those product candidates if
and when they are approved.

 
We do not have a sales or marketing infrastructure and have little experience in the sale, marketing or distribution of

pharmaceutical products. To achieve commercial success for any approved product for which we retain sales and marketing
responsibilities, we must either develop a sales and marketing organization or outsource these functions to third parties. In the future,
we may choose to build a focused sales, marketing and commercial support infrastructure to market and sell our product candidates, if
and when they are approved. We may also elect to enter into collaborations or strategic partnerships with third parties to engage in
commercialization activities with respect to selected product candidates, indications or geographic territories, including territories
outside the United States, although there is no guarantee we will be able to enter into these arrangements even if the intent is to do so.

 
There are risks involved with both establishing our own commercial capabilities and entering into arrangements with third

parties to perform these services. For example, recruiting and training a sales force or reimbursement specialists is expensive and time
consuming and could delay any product launch. If the commercial launch of a product candidate for which we recruit a sales force and
establish marketing and other commercialization capabilities is delayed or does not occur for any reason, we would have prematurely
or unnecessarily incurred these commercialization expenses. This may be costly, and our investment would be lost if we cannot retain
or reposition commercialization personnel.
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Factors that may inhibit our efforts to commercialize any approved product on our own include:

 
● the inability to recruit and retain adequate numbers of effective sales, marketing, reimbursement, customer service,

medical affairs, and other support personnel;
 

● the inability of sales personnel to obtain access to physicians or persuade adequate numbers of physicians to prescribe any
future approved products;

 
● the inability of reimbursement professionals to negotiate arrangements for formulary access, reimbursement, and other

acceptance by payors;
 

● the inability to price products at a sufficient price point to ensure an adequate and attractive level of profitability;
 

● restricted or closed distribution channels that make it difficult to distribute our products to segments of the patient
population;

 
● the lack of complementary products to be offered by sales personnel, which may put us at a competitive disadvantage

relative to companies with more extensive product lines; and
 

● unforeseen costs and expenses associated with creating an independent commercialization organization.
 
If we enter into arrangements with third parties to perform sales, marketing, commercial support and distribution services, the

profitability of product revenue may be lower than if we were to market and sell any products developed by us. In addition, we may not
be successful in entering into arrangements with third parties to commercialize our product candidates or may be unable to do so on
terms that are favorable to us or them. We may have little control over such third parties, and any of them may fail to devote the
necessary resources and attention to sell and market our products effectively or may expose us to legal and regulatory risk by not
adhering to regulatory requirements and restrictions governing the sale and promotion of prescription drug products, including those
restricting off-label promotion. If we do not establish commercialization capabilities successfully, either on our own or in collaboration
with third parties, we will not be successful in commercializing our product candidates, if approved.
 
The third-party payor coverage and reimbursement status of newly approved products is uncertain. Our product candidates
may become subject to unfavorable pricing regulations or third-party coverage and reimbursement policies, any of which could
harm our business. Failure to obtain or maintain coverage and adequate reimbursement for new or current products could
limit our ability to market those products and decrease our ability to generate revenue.

 
The regulations that govern marketing approvals, pricing, coverage and reimbursement for new drugs and other medical

products vary widely from country to country. In the United States, healthcare reform legislation may significantly change the approval
requirements in ways that could involve additional costs and cause delays in obtaining approvals. Some countries require approval of
the sale price of a product before it can be marketed. In many countries, the pricing review period begins after marketing or product
licensing approval is granted. In some foreign markets, pricing remains subject to continuing governmental control even after initial
approval is granted. As a result, we might obtain marketing approval for a product in a particular country but then be subject to price
regulations that delay the commercial launch of the product, possibly for lengthy time periods, and negatively impact the revenue we
are able to generate from the sale of the product in that country. Adverse pricing limitations may hinder our ability to recoup our
investment in one or more of our product candidates, even if any of our product candidates obtain marketing approval.

 
Our ability to successfully commercialize our product candidates also will depend in part on the extent to which coverage and

adequate reimbursement for these products and related treatments will be available from government health administration authorities,
private health insurers and other organizations. Government authorities and third-party payors, such as private health insurers and
health maintenance organizations, decide which medications they will pay for and establish reimbursement levels. The availability of
coverage and extent of reimbursement by governmental and private payors is essential for most patients to be able to afford treatments.
Sales of these or other product candidates that we may identify will depend substantially, both domestically and abroad, on the extent
to which the costs of our product candidates will be paid by health maintenance, managed care, pharmacy benefit and similar
healthcare management organizations, or reimbursed by government health administration authorities, private health coverage insurers
and other third-party payors. If coverage and adequate reimbursement is not available, or is available only to limited levels, we may not
be able to successfully commercialize our products or product candidates. Even if coverage is provided, the approved reimbursement
amount may not be high enough to allow us to establish or maintain pricing sufficient to realize a sufficient return on our investment.
For products administered under the supervision of a physician, obtaining coverage and adequate reimbursement may be particularly
difficult because of the higher prices often associated with such drugs.
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A primary trend in the U.S. healthcare industry and elsewhere is cost containment. Government authorities and third-

party payors have attempted to control costs by limiting coverage and the amount of reimbursement for particular medications. In
many countries, the prices of medical products are subject to varying price control mechanisms as part of national health systems. In
general, the prices of medicines under such systems are substantially lower than in the United States. Other countries allow companies
to fix their own prices for medicines but monitor and control company profits. Additional foreign price controls or other changes in
pricing regulation could restrict the amount that we are able to charge for our product candidates. Accordingly, in markets outside the
United States, the reimbursement for products may be reduced compared with the United States and may be insufficient to generate
commercially reasonable revenues and profits.

 
There is also significant uncertainty related to the insurance coverage and reimbursement of newly approved products, and

coverage may be more limited than the purposes for which the medicine is approved by the FDA or comparable foreign regulatory
authorities. In the United States, no uniform policy of coverage and reimbursement for products exists among third-party payors and
coverage and reimbursement levels for products can differ significantly from payor to payor. Commercial payors often rely upon
Medicare coverage policy and payment limitations in setting their own policies, but also have their own methods and approval process
apart from Medicare determinations. As a result, the coverage determination process is often a time consuming and costly process that
may require us to provide scientific and clinical support for the use of our products to each payor separately, with no assurance that
coverage and adequate reimbursement will be applied consistently or obtained in the first instance. It is difficult to predict what the
Centers for Medicare & Medicaid Services, or CMS, the federal agency responsible for administering the Medicare program, will
decide with respect to reimbursement for fundamentally novel products such as ours, as there is no body of established practices and
precedents for these new products. Reimbursement agencies in Europe may be more conservative than CMS. For example, a number of
cancer drugs have been approved for reimbursement in the United States and have not been approved for reimbursement in certain
European countries. Moreover, eligibility for reimbursement does not imply that any drug will be paid for in all cases or at a rate that
covers our costs, including research, development, manufacture, sale and distribution. Interim reimbursement levels for new drugs, if
applicable, may also not be sufficient to cover our costs and may not be made permanent. Reimbursement rates may vary according to
the use of the drug and the clinical setting in which it is used, may be based on reimbursement levels already set for lower cost drugs
and may be incorporated into existing payments for other services. Our inability to promptly obtain coverage and profitable payment
rates from both government-funded and private payors for any approved products we may develop could have a material adverse effect
on our operating results, our ability to raise capital needed to commercialize product candidates and our overall financial condition.

 
Net prices for drugs may be reduced by mandatory discounts or rebates required by government healthcare programs or

private payors and by any future relaxation of laws that presently restrict imports of drugs from countries where they may be sold at
lower prices than in the United States. Our inability to promptly obtain coverage and profitable reimbursement rates third-party payors
for any approved products that we develop could have a material adverse effect on our operating results, our ability to raise capital
needed to commercialize products and our overall financial condition.

 
Increasingly, third-party payors are requiring that pharmaceutical companies provide them with predetermined discounts from

list prices and are challenging the prices charged for medical products. We cannot be sure that reimbursement will be available for any
product candidate that we commercialize and, if reimbursement is available, the level of reimbursement. Reimbursement may impact
the demand for, or the price of, any product or product candidate for which we obtain marketing approval. In order to obtain
reimbursement, physicians may need to show that patients have superior treatment outcomes with our products compared to standard
of care drugs, including lower-priced generic versions of standard of care drugs. We expect to experience pricing pressures in
connection with the sale of any of our product candidates, due to the trend toward managed healthcare, the increasing influence of
health maintenance organizations and additional legislative changes. The downward pressure on healthcare costs in general,
particularly prescription drugs and surgical procedures and other treatments, has become very intense. As a result, increasingly high
barriers are being erected to the entry of new products.
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Additionally, we may develop companion diagnostic tests for use with our product candidates. We may be required to obtain

coverage and reimbursement for these tests separate and apart from the coverage and reimbursement we seek for our product
candidates, once approved. Even if we obtain regulatory approval for such companion diagnostics, there is significant uncertainty
regarding our ability to obtain coverage and adequate reimbursement for the same reasons applicable to our product candidates.
Medicare reimbursement methodologies, whether under Part A, Part B, or clinical laboratory fee schedule may be amended from time
to time, and we cannot predict what effect any change to these methodologies would have on any product candidate or companion
diagnostic for which we receive approval.
 
If we fail to comply with healthcare laws, we could face substantial penalties and our business, financial condition and results of
operations could be adversely affected.

 
Healthcare providers, physicians and third-party payors in the United States and elsewhere play a primary role in the

recommendation and prescription of pharmaceutical products. Arrangements with healthcare providers, third-party payors and
customers can expose pharmaceutical manufacturers to broadly applicable fraud and abuse and other healthcare laws and regulations
that may constrain the business or financial arrangements and relationships through which such companies sell, market and distribute
pharmaceutical products. In particular, the promotion, sales and marketing of healthcare items and services, as well as certain business
arrangements in the healthcare industry, are subject to extensive laws designed to prevent fraud, kickbacks, self-dealing and other
abusive practices. These laws and regulations may restrict or prohibit a wide range of ownership, pricing, discounting, marketing and
promotion, structuring and commission(s), certain customer incentive programs and other business arrangements generally. Activities
subject to these laws also involve the improper use of information obtained in the course of patient recruitment for clinical trials. The
applicable federal and state healthcare laws and regulations laws that may affect our ability to operate include, but are not limited to:
 

● the federal Anti-Kickback Statute, which prohibits, among other things, persons from knowingly and willfully soliciting,
receiving, offering or paying any remuneration (including any kickback, bribe, or rebate), directly or indirectly, overtly or
covertly, in cash or in kind, to induce, or in return for, either the referral of an individual, or the purchase, lease, order or
recommendation of any good, facility, item or service for which payment may be made, in whole or in part, under a
federal healthcare program, such as the Medicare and Medicaid programs. A person or entity does not need to have actual
knowledge of the statute or specific intent to violate it in order to have committed a violation. Violations are subject to
civil and criminal fines and penalties for each violation, plus up to three times the remuneration involved, imprisonment
of up to ten years, and exclusion from government healthcare programs. The Anti-Kickback Statute has been interpreted
to apply to arrangements between pharmaceutical manufacturers, on the one hand, and prescribers, purchasers and
formulary managers, on the other;

 
● federal civil and criminal false claims laws, including the False Claims Act, or FCA, which impose criminal and civil

penalties, including through civil “qui tam” or “whistleblower” actions, against individuals or entities for, among other
things, knowingly presenting, or causing to be presented, claims for payment or approval from Medicare, Medicaid, or
other federal health care programs that are false or fraudulent; knowingly making or causing a false statement material to
a false or fraudulent claim or an obligation to pay money to the federal government; or knowingly concealing or
knowingly and improperly avoiding or decreasing such an obligation. Manufacturers can be held liable under the FCA
even when they do not submit claims directly to government payors if they are deemed to “cause” the submission of false
or fraudulent claims. In addition, the government may assert that a claim including items or services resulting from a
violation of the federal Anti-Kickback Statute constitutes a false or fraudulent claim for purposes of the FCA. The FCA
also permits a private individual acting as a “whistleblower” to bring actions on behalf of the federal government alleging
violations of the FCA and to share in any monetary recovery. When an entity is determined to have violated the federal
civil False Claims Act, the government may impose civil fines and penalties for each false claim, plus treble damages,
and exclude the entity from participation in Medicare, Medicaid and other federal healthcare programs;
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● the federal Health Insurance Portability and Accountability Act of 1996, or HIPAA, which created additional federal

criminal statutes that prohibit knowingly and willfully executing, or attempting to execute, a scheme to defraud any
healthcare benefit program or obtain, by means of false or fraudulent pretenses, representations, or promises, any of the
money or property owned by, or under the custody or control of, any healthcare benefit program, regardless of the payor
(e.g., public or private) and knowingly and willfully falsifying, concealing or covering up by any trick or device a
material fact or making any materially false statements in connection with the delivery of, or payment for, healthcare
benefits, items or services relating to healthcare matters. Similar to the federal Anti-Kickback Statute, a person or entity
can be found guilty of violating HIPAA without actual knowledge of the statute or specific intent to violate it;

 
● the federal civil monetary penalties laws, which impose civil fines for, among other things, the offering or transfer or

remuneration to a Medicare or state healthcare program beneficiary if the person knows or should know it is likely to
influence the beneficiary’s selection of a particular provider, practitioner, or supplier of services reimbursable by
Medicare or a state healthcare program, unless an exception applies;

 
● the federal Physician Payments Sunshine Act, created under the Affordable Care Act, or the ACA, and its implementing

regulations, which require manufacturers of drugs, devices, biologicals and medical supplies for which payment is
available under Medicare, Medicaid or the Children’s Health Insurance Program (with certain exceptions) to report
annually to the U.S. Department of Health and Human Services, or HHS, under the Open Payments Program, information
related to payments or other transfers of value made to physicians (defined to include doctors, dentists, optometrists,
podiatrists and chiropractors), and teaching hospitals, as well as ownership and investment interests held by physicians
and their immediate family members. Effective January 1, 2022, these reporting obligations will extend to include
transfers of value made to certain non-physician providers such as physician assistants and nurse practitioners;

 
● federal consumer protection and unfair competition laws, which broadly regulate marketplace activities and activities that

potentially harm consumers;
 

● federal price reporting laws, which require manufacturers to calculate and report complex pricing metrics to government
programs, where such reported prices may be used in the calculation of reimbursement and/or discounts on approved
products; and

 
● analogous state and foreign laws and regulations, such as state and foreign anti-kickback, false claims, consumer

protection and unfair competition laws which may apply to pharmaceutical business practices, including but not limited
to, research, distribution, sales and marketing arrangements as well as submitting claims involving healthcare items or
services reimbursed by any third-party payer, including commercial insurers; state laws that require pharmaceutical
companies to comply with the pharmaceutical industry’s voluntary compliance guidelines and the relevant compliance
guidance promulgated by the federal government that otherwise restricts payments that may be made to healthcare
providers and other potential referral sources; state laws that require drug manufacturers to file reports with states
regarding pricing and marketing information, such as the tracking and reporting of gifts, compensations and other
remuneration and items of value provided to healthcare professionals and entities; and state and local laws requiring the
registration of pharmaceutical sales representatives.

 
Because of the breadth of these laws and the narrowness of the statutory exceptions and regulatory safe harbors available, it is

possible that some of our business activities could, despite efforts to comply, be subject to challenge under one or more of such laws.
Additionally, the FDA or foreign regulators may not agree that we have mitigated any risk of bias in our clinical trials due to payments
provided to investigators or institutions which could limit a regulator’s acceptance of those clinical trial data in support of a marketing
application. Moreover, efforts to ensure that our business arrangements will comply with applicable healthcare laws may involve
substantial costs.

 

39



 

 
It is possible that governmental and enforcement authorities will conclude that such business practices may not comply with

current or future statutes, regulations or case law interpreting applicable fraud and abuse or other healthcare laws and regulations. If
any such actions are instituted against us and we are not successful in defending ourselves or asserting our rights, those actions could
have a significant impact on our business, including the imposition of significant civil, criminal and administrative penalties, damages,
disgorgement, monetary fines, exclusion from participation in Medicare, Medicaid and other federal healthcare programs, integrity and
oversight agreements to resolve allegations of non-compliance, contractual damages, reputational harm, diminished profits and future
earnings, and curtailment or restructuring of our, our operations, any of which could adversely affect our ability to operate our business
and our results of operations. Even if we are successful in defending ourselves or asserting our rights, the existence of these actions
may adversely affect market prices of our common shares. In addition, the approval and commercialization of any of our product
candidates outside the United States will also likely subject us to foreign equivalents of the healthcare laws mentioned above, among
other foreign laws.
 
We may become subject to U.S. federal and state forfeiture laws which could negatively impact our business operations.

 
Violations of any U.S. federal laws and regulations could result in significant fines, penalties, administrative sanctions,

convictions or settlements arising from civil proceedings conducted by either the federal government or private citizens, or criminal
charges, including, but not limited to, seizure of assets, disgorgement of profits, cessation of business activities or divestiture. As an
entity that conducts business involving scheduled drugs, we are potentially subject to federal and state forfeiture laws (criminal and
civil) that permit the government to seize the proceeds of criminal activity. Civil forfeiture laws could provide an alternative for the
federal government or any state (or local police force) that wants to discourage residents from conducting transactions with scheduled
drugs but believes criminal liability is too difficult to prove beyond a reasonable doubt. Also, an individual can be required to forfeit
property considered to be the proceeds of a crime even if the individual is not convicted of the crime, and the standard of proof in a
civil forfeiture matter is lower than the standard in a criminal matter. Depending on the applicable law, whether federal or state, rather
than having to establish liability beyond a reasonable doubt, the federal government or the state, as applicable, may be required to
prove that the money or property at issue is proceeds of a crime only by either clear and convincing evidence or a mere preponderance
of the evidence.

 
Investors located in jurisdictions where any of our product candidates remain illegal may be at risk of prosecution under

conspiracy, aiding and abetting, and money laundering statutes, and be at further risk of losing their investments or proceeds under
forfeiture statutes. Many jurisdictions remain fully able to take action to prevent the proceeds of such product candidates from entering
their state. Our investors and prospective investors should be aware of these potentially relevant laws in considering whether to invest
in us.
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Failure to comply with health and data protection laws and regulations could lead to government enforcement actions (which
could include civil or criminal penalties), private litigation, and/or adverse publicity and could negatively affect our operating
results and business.

 
We and any potential collaborators may be subject to federal, state, and foreign data protection laws and regulations, policies

and contractual obligations that apply to the collection, transmission, storage, processing and use of personal information or personal
data, which among other things, impose certain requirements relating to the privacy, security and transmission of personal information.
The legislative and regulatory landscape for privacy and data protection continues to evolve in jurisdictions worldwide, and there has
been an increasing focus on privacy and data protection issues with the potential to affect our business. Complying with such
requirements can be difficult, time-consuming, expensive, and could require us to change our business practices and put in place
additional compliance mechanisms. Failure to comply with laws, regulations and contractual and other obligations governing personal
or other sensitive information could result in enforcement actions against us, including fines, imprisonment of company officials and
public censure, processing penalties, claims for damages by affected individuals, damage to our reputation and loss of goodwill. It is
possible that new and existing laws may be interpreted and applied in a manner that is inconsistent with our practices and our efforts to
comply with the evolving data protection rules may be unsuccessful.

 
In the United States, numerous federal and state laws and regulations, including federal health information privacy laws, state

data breach notification laws, state health information privacy laws, and federal and state consumer protection laws (e.g., Section 5 of
the Federal Trade Commission Act), that govern the collection, use, disclosure and protection of health-related and other personal
information could apply to our operations or the operations of our programs and their collaborators. In addition, we may obtain health
information from third parties (including research institutions from which we obtain clinical trial data) that are subject to privacy and
security requirements under HIPAA, as amended by the Health Information Technology for Economic and Clinical Health Act of 2009,
or HITECH. HIPAA establishes privacy and security standards that limit the use and disclosure of individually identifiable health
information, or protected health information, and require the implementation of administrative, physical and technological safeguards
to protect the privacy of protected health information and ensure the confidentiality, integrity and availability of electronic protected
health information. Depending on the facts and circumstances, we could be subject to civil, criminal, and administrative penalties if we
knowingly obtain, use, or disclose individually identifiable health information maintained by a HIPAA-covered entity in a manner that
is not authorized or permitted by HIPAA.

 
In addition to HIPAA, additional privacy and data security laws and regulations have been enacted in the United States and

additional laws and regulations may be enacted in the near future. For example, the California Consumer Privacy Act, or the CCPA,
which became effective on January 1, 2020, requires companies that process information on California residents to make new
disclosures to consumers about their data collection, use and sharing practices, provides such individuals with new data privacy rights,
including the ability to opt out of certain sales of personal information, imposes new operational requirements for covered businesses,
provides a private right of action for data breaches and creates a statutory damages framework. Many other states are considering
similar legislation, and a broad range of legislative measures also have been introduced at the federal level. In addition, California
voters recently approved a new privacy law, the California Privacy Rights Act, or the CPRA, which significantly modifies the CCPA,
including by expanding consumers’ rights with respect to certain personal information and creating a new state agency to oversee
implementation and enforcement efforts. Many of the CPRA’s provisions will become effective on January 1, 2023. Although there are
limited exemptions for clinical trial data under the CCPA, the CCPA and other similar laws could impact our business activities
depending on how it is interpreted and exemplifies the vulnerability of our business to the evolving regulatory environment related to
personal information.

 
In the event we decide to conduct clinical trials or continue to enroll subjects in our ongoing or future clinical trials in Europe,

we may be subject to additional privacy restrictions. The collection, use and transfer of personal health data in the EEA is governed by
the provisions of the General Data Protection Regulation 2016/679, or the GDPR. The GDPR went into effect in May 2018 and
establishes a strengthened individual data rights regime and imposes several requirements for controllers and processors of personal
data relating to the establishment of a legal basis for processing, the consent of the individuals to whom the personal data relates,
notification of data processing obligations to the competent national data protection authorities, the implementation of safeguards to
protect the security and confidentiality of the personal data that requires the adoption of administrative, physical and technical
safeguards, shortened timelines for data breach notifications to appropriate data protection authorities or data subjects, limitations on
retention and secondary use of information, as well as increased requirements pertaining to health data and pseudonymized (i.e., key-
coded) data and additional obligations when data controllers contract with third-party processors in connection with the processing of
the personal data. The GDPR also imposes strict rules on the transfer of personal data out of the EEA to recipients in countries outside
the EEA, such as the United States. The GDPR allows EU and EEA member states to make additional laws and regulations further
limiting the processing of genetic, biometric or health data.
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Failure to comply with the requirements of the GDPR and the related national data protection laws of the EU and EEA

Member States may result in fines of up to €20,000,000 or up to 4% of the total worldwide annual turnover of the preceding financial
year, whichever is higher, and other administrative penalties. In addition, the GDPR confers a private right of action on data subjects
and consumer associations to lodge complaints with supervisory authorities, seek judicial remedies, and obtain compensation for
damages resulting from violations of the GDPR. The GDPR may impose additional responsibility and liability in relation to personal
data that we process and we may be required to put in place additional mechanisms ensuring compliance with these and/or new data
protection rules. For example, the GDPR increases our obligations with respect to clinical trials conducted in the EEA by expanding
the definition of personal data to include coded data and requiring changes to informed consent practices and more detailed notices for
clinical trial subjects and investigators. This may be onerous and adversely affect our business, prospects, financial condition and
results of operations. The United Kingdom has transposed the GDPR into domestic law, with its version of the GDPR taking effect in
January 2021, which could expose us to two parallel regimes, each of which potentially authorizes similar fines for certain violations.
Other EU countries have also passed or are considering passing similar laws.

 
Compliance with U.S. and international data protection laws and regulations, including the GDPR, the CCPA and the CPRA

could require us to take on more onerous obligations in our contracts, restrict our ability to collect, use and disclose data, change our
business practices and put in place additional compliance mechanisms, which may interrupt or delay our development, regulatory and
commercialization activities and increase our cost of doing business or in some cases, impact our ability to operate in certain
jurisdictions. Failure to comply with these laws and regulations could result in government enforcement actions (which could include
civil, criminal and administrative penalties), regulatory investigations, private litigation, significant fine and remediation costs and/or
adverse publicity and could negatively affect our operating results and business. Moreover, clinical trial subjects, employees and other
individuals about whom we or our potential collaborators obtain personal information, as well as the providers who share this
information with us, may limit our ability to collect, use and disclose the information. Claims that we or our programs have violated
individuals’ privacy rights, failed to comply with data protection laws, or breached our contractual obligations, even if we or they are
not found liable, could be expensive and time consuming to defend and could result in adverse publicity that could harm our business,
financial condition and results of operations.
 
Healthcare legislative measures aimed at reducing healthcare costs may have a material adverse effect on our business and
results of operations.

 
The United States and many foreign jurisdictions have enacted or proposed legislative and regulatory changes affecting the

healthcare system that could prevent or delay marketing approval of our product candidates or any future product candidates, restrict or
regulate post-approval activities and affect our ability to profitably sell any product for which we obtain marketing approval. Changes
in regulations, statutes or the interpretation of existing regulations could impact our business in the future by requiring, for example:
(i) changes to our manufacturing arrangements; (ii) additions or modifications to product labeling; (iii) the recall or discontinuation of
our products or (iv) additional record-keeping requirements. If any such changes were to be imposed, they could adversely affect the
operation of our business.

 
In the United States, there have been and continue to be a number of legislative initiatives and judicial challenges to contain

healthcare costs. For example, in March 2010, the ACA was passed, which substantially changed the way healthcare is financed by
both governmental and private insurers, and significantly impacted the U.S. pharmaceutical industry. The ACA, among other things,
subjects biological products to potential competition by lower-cost biosimilars, addresses a new methodology by which rebates owed
by manufacturers under the Medicaid Drug Rebate Program are calculated for drugs that are inhaled, infused, instilled, implanted or
injected, increases the minimum Medicaid rebates owed by manufacturers under the Medicaid Drug Rebate Program and extends the
rebate program to individuals enrolled in Medicaid managed care organizations, establishes annual fees and taxes on manufacturers of
certain branded prescription drugs, and creates a new Medicare Part D coverage gap discount program, in which manufacturers must
agree to offer 70 percent (effective as of 2019) point-of-sale discounts off negotiated prices of applicable brand drugs to eligible
beneficiaries during their coverage gap period, as a condition for the manufacturer’s outpatient drugs to be covered under Medicare
Part D.
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Payment methodologies may be subject to changes in healthcare legislation and regulatory challenges. For example, in order

for a drug product to receive federal reimbursement under the Medicaid or Medicare Part B programs or to be sold directly to U.S.
government agencies, the manufacturer must extend discounts to entities eligible to participate in the 340B drug pricing program. For
the 2018 and 2019 fiscal years, CMS altered the reimbursement formula from Average Sale Price, or ASP, plus 6 percent to ASP minus
22.5 percent on specified covered outpatient drugs, or SCODs, but did so without issuing a formal notice of proposed rulemaking. On
December 27, 2018, the District Court for the District of Columbia invalidated that formula change, ruling the change was not an
“adjustment” that was within the Secretary’s discretion to make but was instead a fundamental change in the reimbursement
calculation, and such a dramatic change was beyond the scope of the Secretary’s authority. On July 31, 2020, the U.S. Court of Appeals
for the District of Columbia reversed the District Court’s decision. Based on the D.C. Circuit’s decision, CMS proposed for calendar
year 2021 and subsequent years to pay for drugs acquired under the 340B program at ASP minus 34.7 percent, plus an add-on, for a net
payment rate of ASP minus 28.7, or continue to pay ASP minus 22.5 percent. In December 2020, CMS instead finalized its current
policy of paying ASP minus 22.5 percent for 340B-acquired drugs, effective January 1, 2021. It is unclear how future changes to the
payment methodology may affect pharmaceutical manufacturers and hospitals who purchase their products now and in the future.

 
There have been a number of significant changes to the ACA and its implementation. The Tax Cuts and Jobs Act of 2017, or

the Tax Act, includes a provision that repealed, effective January 1, 2019, the tax-based shared responsibility payment imposed by the
ACA on certain individuals who fail to maintain qualifying health coverage for all or part of a year that is commonly referred to as the
“individual mandate.” The U.S. Supreme Court is currently reviewing the constitutionality of the ACA, although it is unclear when a
decision will be made or how the Supreme Court will rule. It is also unclear how other efforts to challenge, repeal or replace the ACA
will impact the ACA or our business.
 

In addition, other legislative changes have been proposed and adopted in the United States since the ACA was enacted. In
August 2011, the Budget Control Act of 2011, among other things, resulted in aggregate reductions of Medicare payments to providers
of 2 percent per fiscal year, which went into effect in 2013, and, due to subsequent legislative amendments, will remain in effect
through 2030, with the exception of a temporary suspension from May 1, 2020 through March 31, 2021 unless additional
Congressional action is taken. The American Taxpayer Relief Act of 2012 further reduced Medicare payments to several types of
providers, including hospitals and cancer treatment centers, and increased the statute of limitations period for the government to
recover overpayments to providers from three to five years.

 
There has been increasing legislative and enforcement interest in the United States with respect to drug pricing practices.

Specifically, there have been several recent U.S. Congressional inquiries and proposed federal and state legislation designed to, among
other things, bring more transparency to drug pricing, reduce the cost of prescription drugs under Medicare, review the relationship
between pricing and manufacturer patient programs, and reform government program reimbursement methodologies for drugs. The
likelihood of implementation of any of these reform initiatives is uncertain, particularly in light of the new Presidential administration.
The policies and priorities of an incoming administration are unknown and could materially impact the regulation governing our
product candidates, if approved.

 
In addition, on May 30, 2018, the Right to Try Act was signed into law. The law, among other things, provides a federal

framework for certain patients to access certain investigational new drug products that have completed a Phase 1 clinical trial and that
are undergoing investigation for FDA approval. Under certain circumstances, eligible patients can seek treatment without enrolling in
clinical trials and without obtaining FDA permission under the FDA expanded access program. There is no obligation for a drug
manufacturer to make its drug products available to eligible patients as a result of the Right to Try Act, but the manufacturer must
develop an internal policy and respond to patient requests according to that policy.
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At the state level, legislatures have increasingly passed legislation and implemented regulations designed to control

pharmaceutical and biological product pricing, including price or patient reimbursement constraints, discounts, restrictions on certain
product access and marketing cost disclosure and transparency measures, and, in some cases, designed to encourage importation from
other countries and bulk purchasing. In addition, regional healthcare authorities and individual hospitals are increasingly using bidding
procedures to determine what pharmaceutical products and which suppliers will be included in their prescription drug and other
healthcare programs. Furthermore, there has been increased interest by third-party payors and governmental authorities in reference
pricing systems and publication of discounts and list prices.

 
There have been, and likely will continue to be, legislative and regulatory proposals at the foreign, federal and state levels

directed at containing or lowering the cost of healthcare. The implementation of cost containment measures or other healthcare reforms
may prevent us from being able to generate revenue, attain profitability, or commercialize our product. Such reforms could have an
adverse effect on anticipated revenue from product candidates that we may successfully develop and for which we may obtain
regulatory approval and may affect our overall financial condition and ability to develop product candidates. We cannot predict the
initiatives that may be adopted in the future. The continuing efforts of the government, insurance companies, managed care
organizations and other payors of healthcare services to contain or reduce costs of healthcare and/or impose price controls may
adversely affect:
 

● the demand for our product candidates, if approved;
 

● our ability to receive or set a price that we believe is fair for our products;
 

● our ability to generate revenue and achieve or maintain profitability;
 

● the amount of taxes that we are required to pay; and
 

● the availability of capital.
 

We expect that the other healthcare reform measures that may be adopted in the future, may result in additional reductions in
Medicare and other healthcare funding, more rigorous coverage criteria, lower reimbursement, and new payment methodologies. This
could lower the price that we receive for any approved product. Any denial in coverage or reduction in reimbursement from Medicare
or other government-funded programs may result in a similar denial or reduction in payments from private payors, which may prevent
us from being able to generate sufficient revenue, attain profitability or commercialize our product candidates, if approved.
 
Governments outside the United States may impose strict price controls, which may adversely affect our revenues, if any.

 
In some countries, including Member States of the European Union, the pricing of prescription drugs is subject to

governmental control. Additional countries may adopt similar approaches to the pricing of prescription drugs. In such countries, pricing
negotiations with governmental authorities can take considerable time after receipt of regulatory approval for a product. In addition,
there can be considerable pressure by governments and other stakeholders on prices and reimbursement levels, including as part of cost
containment measures. Political, economic and regulatory developments may further complicate pricing negotiations, and pricing
negotiations may continue after coverage and reimbursement have been obtained. Reference pricing used by various countries and
parallel distribution, or arbitrage between low-priced and high-priced countries, can further reduce prices. In some countries, we may
be required to conduct a clinical study or other studies that compare the cost-effectiveness of any of our product candidates to other
available therapies in order to obtain or maintain reimbursement or pricing approval, which is time-consuming and costly. We cannot
be sure that such prices and reimbursement will be acceptable to us. Publication of discounts by third-party payors or authorities may
lead to further pressure on the prices or reimbursement levels within the country of publication and other countries. If pricing is set at
unsatisfactory levels or if reimbursement of our products is unavailable or limited in scope or amount, our revenues from sales by us or
our strategic partners and the potential profitability of any of our product candidates in those countries would be negatively affected.
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We face significant competition in an environment of rapid technological and scientific change, and there is a possibility that
our competitors may achieve regulatory approval before we do or develop therapies that are safer, more advanced or more
effective than ours, which may negatively impact our ability to successfully market or commercialize any product candidates
we may develop and ultimately harm our financial condition.

 
The pharmaceutical industry is highly competitive, with new approaches and technologies regularly emerging. We expect to

face competition across our current programs and with any future programs we may seek to develop and/or commercialize from major
pharmaceutical, biotechnology, specialty pharmaceutical and generic pharmaceutical companies among others. Potential competitors
also include academic institutions, government agencies and other public and private research organizations that conduct research, seek
patent protection and establish collaborative arrangements for research, development, manufacturing and commercialization. In
addition, programs that we currently believe to be complementary may eventually become competitors.

 
If any of our competitors receives FDA approval before we do, our product candidates would not be the first treatment on the

market, and our market share may be limited. In addition to competition from other companies targeting our target indications, any
products we may develop may also face competition from other types of therapies.

 
In addition, psychedelic drugs have recently attracted attention as a potential treatment for various mental illnesses.

Leveraging earlier research, a relatively small variety of organizations have taken the medical and pharmaceutical approach to
introduce psychedelic drugs in the market, potentially resulting in an entirely new class of drugs and treatment protocols, disrupting
legacy therapies. We will face competition from psychedelic companies in general, and also from psychedelic companies that are
focusing on alcohol abuse, like Awakn Life Sciences, B.More Inc. and Journey Colab Corp.
 

Many of our current or potential competitors, either alone or with their strategic partners, may have or develop in the future:
 

● greater financial, technical, and human resources than we have at every stage of the discovery, development, manufacture,
and commercialization of products;

 
● more extensive experience in preclinical testing, conducting clinical trials, obtaining regulatory approvals, and in

manufacturing, marketing, and selling drug products;
 

● products that have been approved or are in late stages of development; and
 

● collaborative arrangements in our target markets with leading companies and research institutions.
 
Mergers and acquisitions in the pharmaceutical and biotechnology industries may result in even more resources being

concentrated among a smaller number of our competitors. Smaller or early-stage companies may also prove to be significant
competitors, particularly through collaborative arrangements with large and established companies. These competitors also compete
with us in recruiting and retaining qualified scientific and management personnel and establishing clinical trial sites and patient
registration for clinical trials, as well as in acquiring technologies complementary to, or necessary for, our programs. Our commercial
opportunity could be reduced or eliminated if our competitors develop and commercialize products that are safer, more effective, have
fewer or less severe side effects, are more convenient or are less expensive than any products we may develop. Furthermore, currently
approved products could be discovered to have application for treatment of our targeted disorder indications or similar indications,
which could give such products significant regulatory and market timing advantages over our product candidates. Our competitors may
also obtain FDA, EMA or other comparable foreign regulatory approval for their products more rapidly than we may obtain approval
for ours or may obtain orphan product exclusivity from the FDA for indications that we are targeting, which could result in our
competitors establishing a strong market position before we are able to enter the market. Additionally, products or technologies
developed by our competitors may render our potential product candidates uneconomical or obsolete, and we may not be successful in
marketing any product candidates we may develop against competitors.

 
In addition, we could face litigation or other proceedings with respect to the scope, ownership, validity and/or enforceability

of our programs’ patents relating to our competitors’ products, and our competitors may allege that our products infringe,
misappropriate or otherwise violate their intellectual property. The availability of our competitors’ products could limit the demand,
and the price we are able to charge, for any products that we may develop and commercialize.
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If the market opportunities for our product candidates are smaller than we believe they are, our revenue may be adversely
affected, and our business may suffer. Our ability to successfully identify patients and acquire a significant market share will be
necessary for us to achieve profitability and growth.

 
We focus research and product development on treatments for the treatment of alcohol abuse and binge drinking. Our

projections of both the number of individuals who are affected by our target disorder indications and have the potential to benefit from
treatment with our product candidates, are based on our beliefs and estimates. These estimates have been derived from a variety of
sources, including the scientific literature, and may prove to be incorrect. Further, new studies may change the estimated incidence or
prevalence of these disorders. The number of patients may turn out to be lower than expected. The effort to identify patients with these
mental health disorders we seek to treat is in early stages, and we cannot accurately predict the number of patients for whom treatment
might be possible. Additionally, the potentially addressable patient population for our product candidates that we may identify may be
limited or may not be amenable to treatment with our product candidates, and new patients may become increasingly difficult to
identify or gain access to, which would adversely affect our results of operations and our business. Further, even if we obtain
significant market share for our product candidates, because the potential target populations are small, we may never achieve
profitability.
 

Risks Related to Reliance on Third Parties
 
We are currently party to and may seek to enter into additional collaborations and other similar arrangements and may not be
successful in maintaining existing arrangements or entering into new ones, and even if we are, we may not realize the benefits
of such relationships.

 
We are currently party to collaboration agreements with two universities, and we expect to enter into additional agreements as

part of our business strategy. The success of our current and any future collaboration arrangements may depend heavily on the efforts
and activities of our collaborators. Collaborations are subject to numerous risks, which may include risks that:
 
 ● collaborators may have significant discretion in determining the efforts and resources that they will apply to

collaborations;
 

 ● collaborators may not pursue development and commercialization of our product candidates or may elect not to continue
or renew development or commercialization programs based on clinical trial results, changes in their strategic focus due
to their acquisition of competitive products or their internal development of competitive products, availability of funding
or other external factors, such as a business combination that diverts resources or creates competing priorities;

 
 ● collaborators may delay clinical trials, provide insufficient funding for a clinical trial program, stop a clinical trial,

abandon a product candidate, repeat or conduct new clinical trials or require a new formulation of a product candidate for
clinical testing;

 
 ● collaborators could independently develop, or develop with third parties, products that compete directly or indirectly with

our products or product candidates;
 
 ● a collaborator with marketing, manufacturing and distribution rights to one or more products may not commit sufficient

resources to or otherwise not perform satisfactorily in carrying out these activities;
 
 ● we could grant exclusive rights to collaborators that would prevent us from collaborating with others;
 
 ● collaborators may not properly maintain or defend our programs’ intellectual property rights or may use our programs’

intellectual property or proprietary information in a way that gives rise to actual or threatened litigation that could
jeopardize or invalidate such intellectual property or proprietary information or expose us or our programs to potential
liability;

 
 ● disputes may arise between us and a collaborator that cause the delay or termination of the research, development or

commercialization of our current or future product candidates or that results in costly litigation or arbitration that diverts
management attention and resources;

 
 ● collaborations may be terminated, which may result in a need for additional capital to pursue further development or

commercialization of the applicable current or future product candidates;
 



 ● collaborators may own or co-own intellectual property covering products that result from our collaboration with them,
and in such cases, we would not have the exclusive right to develop or commercialize such intellectual property;

 
 ● disputes may arise with respect to the ownership of any intellectual property developed pursuant to our collaborations;

and
 
 ● a collaborator’s sales and marketing activities or other operations may not be in compliance with applicable laws resulting

in civil or criminal proceedings.
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Additionally, we may seek to enter into additional collaborations, joint ventures, licenses and other similar arrangements for

the development or commercialization of our product candidates, due to capital costs required to develop or commercialize the product
candidate or manufacturing constraints. We may not be successful in our efforts to establish such collaborations for our product
candidates because our research and development pipeline may be insufficient, our product candidates may be deemed to be at too
early of a stage of development for collaborative effort or third parties may not view our product candidates as having the requisite
potential to demonstrate safety and efficacy or significant commercial opportunity. In addition, we face significant competition in
seeking appropriate strategic partners, and the negotiation process can be time consuming and complex. Further, any future
collaboration agreements may restrict us from entering into additional agreements with potential collaborators. We cannot be certain
that, following a strategic transaction or license we will achieve an economic benefit that justifies such transaction.

 
Even if we are successful in our efforts to establish such collaborations, the terms that we agree upon may not be favorable to

us and we may not be able to maintain such collaborations if, for example, development or approval of a product candidate is delayed,
the safety of a product candidate is questioned or sales of an approved product candidate are unsatisfactory.

 
In addition, any potential future collaborations may be terminable by our strategic partners, and we may not be able to

adequately protect our rights under these agreements. Furthermore, strategic partners may negotiate for certain rights to control
decisions regarding the development and commercialization of our product candidates, if approved, and may not conduct those
activities in the same manner as we do. Any termination of collaborations we enter into in the future, or any delay in entering into
collaborations related to our product candidates, could delay the development and commercialization of our product candidates and
reduce their competitiveness if they reach the market, which could have a material adverse effect on our business, financial condition
and results of operations.
 
Collaborative relationships with third parties could cause us to expend significant resources and incur substantial business risk
with no assurance of financial return.

 
We anticipate relying upon strategic collaborations for marketing and commercializing our existing product candidates, if

approved, and we may rely even more on strategic collaborations for research and development of other of our product candidates or
discoveries. We may sell product offerings through strategic partnerships with pharmaceutical and biotechnology companies. If we are
unable to establish or manage such strategic collaborations on terms favorable to us in the future, our research and development efforts
and potential to generate revenue may be limited.

 
If we enter into research and development collaborations during the early phases of product development, success will in part

depend on the performance of research collaborators. We will not directly control the amount or timing of resources devoted by
research collaborators to activities related to product candidates. Research collaborators may not commit sufficient resources to our
research and development programs. If any research collaborator fails to commit sufficient resources, the preclinical or clinical
development programs related to the collaboration could be delayed or terminated. Also, collaborators may pursue existing or
other development-stage products or alternative technologies in preference to those being developed in collaboration with us. Finally, if
we fail to make required milestone or royalty payments to collaborators or to observe other obligations in agreements with them, the
collaborators may have the right to terminate or stop performance of those agreements.

 
Establishing strategic collaborations is difficult and time consuming. Our discussions with potential collaborators may not

lead to the establishment of collaborations on favorable terms, if at all. Potential collaborators may reject collaborations based upon
their assessment of our financial, regulatory or intellectual property position. In addition, there have been a significant number of recent
business combinations among large pharmaceutical companies that have resulted in a reduced number of potential future collaborators.
Even if we successfully establish new collaborations, these relationships may never result in the successful development or
commercialization of product candidates or the generation of sales revenue. To the extent that we enter into collaborative arrangements,
the related product revenues are likely to be lower than if we directly marketed and sold products. Such collaborators may also consider
alternative product candidates or technologies for similar indications that may be available to collaborate on and whether such a
collaboration could be more attractive than the one with us for any future product candidate.
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Management of our relationships with collaborators will require:

 
 ● significant time and effort from our management team;
 
 ● coordination of our marketing and research and development programs with the marketing and research and development

priorities of our collaborators; and
 
 ● effective allocation of our resources to multiple projects.
 
We rely on third parties to assist in conducting our clinical trials and some aspects of our research and preclinical testing, and
those third parties may not perform satisfactorily, including failing to meet deadlines for the completion of such trials,
research, or testing.

 
We currently rely and expect to continue to rely on third parties, such as CROs, clinical data management organizations,

medical institutions and clinical investigators, to conduct some aspects of research and preclinical testing and clinical trials. Any of
these third parties may terminate their engagements with us or be unable to fulfill their contractual obligations. If any of our
relationships with these third parties terminate, we may not be able to enter into arrangements with alternative third parties on
commercially reasonable terms, or at all. If we need to enter into alternative arrangements, it could delay product development
activities.

 
Further, although our reliance on these third parties for clinical development activities limits our control over these activities,

we remain responsible for ensuring that each trial is conducted in accordance with the applicable protocol, legal and regulatory
requirements and scientific standards. For example, notwithstanding the obligations of a CRO for a trial of one of our product
candidates, we remain responsible for ensuring that each clinical trial is conducted in accordance with the general investigational plan
and protocols for the trial. Moreover, the FDA requires compliance with requirements, commonly referred to as GCPs for conducting,
recording and reporting the results of clinical trials to assure that data and reported results are credible and accurate and that the rights,
integrity and confidentiality of trial participants are protected. The FDA enforces these GCPs through periodic inspections of trial
sponsors, principal investigators, clinical trial sites and IRBs. If we or our third-party contractors fail to comply with applicable GCPs,
the clinical data generated in their clinical trials may be deemed unreliable, and the FDA may require additional clinical trials before
approving our product candidates, which would delay the regulatory approval process. We cannot be certain that, upon inspection, the
FDA will determine that any of our clinical trials comply with GCPs. We are also required to register certain clinical trials and post the
results of completed clinical trials on a government-sponsored database, ClinicalTrials.gov, within certain timeframes. Failure to do so
can result in fines, adverse publicity and civil and criminal sanctions.

 
Furthermore, the third parties conducting clinical trials on our behalf are not our employees, and except for remedies available

to us under the agreements with such contractors, we cannot control whether or not such contractors devote sufficient time, skill and
resources to their ongoing development programs. These contractors may also have relationships with other commercial entities,
including our competitors, for whom they may also be conducting clinical trials or other drug or medical device development activities,
which could impede their ability to devote appropriate time to our clinical programs. If these third parties, including clinical
investigators, do not successfully carry out their contractual duties, meet expected deadlines or conduct our clinical trials in accordance
with regulatory requirements or our stated protocols, we may not be able to obtain, or may be delayed in obtaining, regulatory
approvals for our product candidates. If that occurs, we will not be able to, or may be delayed in our efforts to, successfully
commercialize our product candidates. In such an event, our financial results and the commercial prospects for any product candidates
that we seek to develop could be harmed, our costs could increase and our ability to generate revenues could be delayed, impaired or
foreclosed.
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Our use of third parties to manufacture and develop our product candidates for preclinical studies and clinical trials may
increase the risk that we will not have sufficient quantities of our product candidates, products, or necessary quantities of such
materials on time or at an acceptable cost.

 
We do not currently have, nor do we plan to acquire, the infrastructure or capability internally to manufacture drug supplies

for our ongoing clinical trials or any future clinical trials that they may conduct, and we lack the resources to manufacture any product
candidates on a commercial scale. We rely, and expect to continue to rely, on third-party manufacturers to produce our product
candidates or other product candidates that we may identify for clinical trials, as well as for commercial manufacture if any product
candidates receive marketing authorization and approval. Although we generally do not begin a clinical trial unless we believe they
have a sufficient supply of a product candidate to complete the trial, any significant delay or discontinuity in the supply of a product
candidate, or the raw material components thereof, for an ongoing clinical trial due to the need to replace a third-party manufacturer
could considerably delay the clinical development and potential regulatory authorization of our product candidates, which could harm
our business and results of operations.

 
We may be unable to identify and appropriately qualify third-party manufacturers or establish agreements with third-

party manufacturers or do so on acceptable terms. Even if they are able to establish agreements with third-party manufacturers, reliance
on third-party manufacturers entails additional risks, including:
 

 ● reliance on the third party for sourcing of raw materials, components, and such other goods as may be required for
execution of its manufacturing processes and the oversight by the third party of its suppliers;

 
 ● reliance on the third party for regulatory compliance and quality assurance for the manufacturing activities each performs;
 
 ● the possible breach of the manufacturing agreement by the third party;
 
 ● the possible misappropriation of proprietary information, including trade secrets and know-how; and
 
 ● the possible termination or non-renewal of the agreement by the third party at a time that is costly or inconvenient for us.

 
Furthermore, we and our CMOs are engaged with other companies to supply and/or manufacture materials or products for

such companies, which exposes our manufacturers to regulatory risks for the production of such materials and products. The facilities
used by our contract manufacturers to manufacture their drug or medical device product candidates are subject to review by the FDA
pursuant to inspections that will be conducted after we submit an NDA, a biologics license application, or BLA, premarket approval
application, or PMA, or other marketing application to the FDA. We do not control the manufacturing process of, and are to some
extent dependent on, our contract manufacturing partners for compliance with the regulatory requirements, known as cGMP
requirements for manufacture of drug and device products. If our contract manufacturers cannot successfully manufacture material that
conforms to our specifications and the strict regulatory requirements of the FDA or others, we will not be able to secure or maintain
regulatory authorization for our product candidates manufactured at these manufacturing facilities. In addition, we have no control over
the ability of our contract manufacturers to maintain adequate quality control, quality assurance and qualified personnel. If the FDA,
the EMA or another comparable foreign regulatory agency does not approve these facilities for the manufacture of our product
candidates or if any agency withdraws its approval in the future, we may need to find alternative manufacturing facilities, which would
negatively impact our ability to develop, obtain regulatory authorization for or market our product candidates, if approved.

 
Our product candidates may compete with other product candidates and marketed products for access to manufacturing

facilities. Any performance failure on the part of our existing or future manufacturers could delay clinical development, marketing
approval or commercialization. Our current and anticipated future dependence upon others for the manufacturing of our product
candidates may adversely affect our future profit margins and our ability to commercialize any product candidates that receive
marketing approval on a timely and competitive basis.
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If the contract manufacturing facilities on which we rely do not continue to meet regulatory requirements or are unable to meet
our supply demands, our business will be harmed.

 
All entities involved in the preparation of product candidates for clinical trials or commercial sale, including our existing

CMOs for our product candidates, are subject to extensive regulation. Components of a finished drug or product approved for
commercial sale or used in late-stage clinical trials must be manufactured in accordance with cGMP, or similar regulatory requirements
outside the United States. These regulations govern manufacturing processes and procedures, including recordkeeping, and the
implementation and operation of quality systems to control and assure the quality of investigational products and products approved for
sale. Poor control of production processes can lead to the introduction of contaminants or to inadvertent changes in the properties or
stability of our product candidates. Our failure, or the failure of third-party manufacturers, to comply with applicable regulations could
result in sanctions being imposed on us, including clinical holds, fines, injunctions, civil penalties, delays, suspension or withdrawal of
approvals, license revocation, suspension of production, seizures or recalls of product candidates or marketed drugs, operating
restrictions and criminal prosecutions, any of which could significantly and adversely affect clinical or commercial supplies of our
product candidates.

 
We and our CMOs must supply all necessary documentation, as applicable, in support of a marketing application, such as an

NDA, BLA, PMA or MAA, on a timely basis and must adhere to regulations enforced by the FDA and other regulatory agencies
through their facilities inspection program. Some of our CMOs have never produced a commercially approved pharmaceutical product
and therefore have not obtained the requisite regulatory authority approvals to do so. The facilities and quality systems of some or all
of our third-party contractors must pass a pre-approval inspection for compliance with the applicable regulations as a condition of
regulatory approval of our product candidates or any of our other potential products. In addition, the regulatory authorities may, at any
time, audit or inspect a manufacturing facility involved with the preparation of our product candidates or our other potential products or
the associated quality systems for compliance with the regulations applicable to the activities being conducted. Although we oversee
the CMOs, we cannot control the manufacturing process of, and are completely dependent on, our CMO partners for compliance with
the regulatory requirements. If these facilities do not pass a pre-approval plant inspection, regulatory approval of the products may not
be granted or may be substantially delayed until any violations are corrected to the satisfaction of the regulatory authority, if ever.

 
The regulatory authorities also may, at any time following approval of a product for sale, audit the manufacturing facilities of

our third-party contractors. If any such inspection or audit identifies a failure to comply with applicable regulations or if a violation of
product specifications or applicable regulations occurs independent of such an inspection or audit, we or the relevant regulatory
authority may require remedial measures that may be costly and/or time consuming for us or a third party to implement, and that may
include the temporary or permanent suspension of a clinical study or commercial sales or the temporary or permanent closure of a
facility. Any such remedial measures imposed upon us or third parties with whom we contract could materially harm our business.

 
Additionally, if supply from one approved manufacturer is interrupted, an alternative manufacturer would need to be qualified.

For drug products, an NDA or MAA variation, or equivalent foreign regulatory filing is also required, which could result in further
delay. Similarly, for a medical device, a new marketing application or supplement may be required. The regulatory agencies may also
require additional studies if a new manufacturer is relied upon for commercial production. Switching manufacturers may involve
substantial costs and is likely to result in a delay in our desired clinical and commercial timelines.

 
These factors could cause us to incur higher costs and could cause the delay or termination of clinical trials, regulatory

submissions, required approvals, or commercialization of our product candidates. Furthermore, if our suppliers fail to meet contractual
requirements and we are unable to secure one or more replacement suppliers capable of production at a substantially equivalent cost,
our clinical trials may be delayed, and we could lose potential revenue.
 
We have no sales, distribution, or marketing experience, and may invest significant financial and management resources to
establish these capabilities. If we are unable to establish such capabilities or enter into agreements with third parties to market
and sell our future products, if approved, we may be unable to generate any revenues.
 

Given our stage of development, we have no sales, distribution, or marketing experience. To successfully commercialize any
products that may result from our development programs, we will need to develop sales and marketing capabilities in the United States,
Europe and other regions, either on our own or with others. We may enter into strategic alliances with other entities to utilize their
mature marketing and distribution capabilities, but we may be unable to enter into marketing agreements on favorable terms, if at all. If
our future strategic collaborators do not commit sufficient resources to commercialize our future products, if any, and we are unable to
develop the necessary marketing capabilities on our own, we may be unable to generate sufficient product revenue to sustain our
business. We will be competing with many companies that currently have extensive and well-funded marketing and sales operations.
Without a significant internal team or the support of a third party to perform marketing and sales functions, we may be unable to
compete successfully against these more established companies.
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Risks Related to Our Intellectual Property

 
If we are unable to obtain and maintain effective patent rights for our product candidates or any future product candidates, we
may not be able to compete effectively in our markets. If we are unable to protect the confidentiality of our trade secrets or
know-how, such proprietary information may be used by others to compete against us.
 

We rely upon a combination of patent protection and confidentiality agreements to protect the intellectual property related to
our technologies and product candidates. Our success depends in large part on our ability to obtain and maintain patent and other
intellectual property protection in the United States and in other countries with respect to our proprietary technology and product
candidates.

 
We have sought to protect our proprietary position by filing patent applications in the United States and in other countries,

with respect to our novel technologies and product candidates, which are important to our business. Patent prosecution is expensive and
time consuming, and we may not be able to file and prosecute all necessary or desirable patent applications at a reasonable cost or in a
timely manner. It is also possible that we will fail to identify patentable aspects of our research and development output before it is too
late to obtain patent protection.

 
As of November 1, 2022, our portfolio consists of seven utility patent families including patents and applications having

method of use and composition of matter claims. Five of the patent families are solely owned by the Company and one is jointly owned
with the Bar Ilan University Research and Development Company. The seven patent families include eight granted patents and fifteen
pending applications. We cannot offer any assurances about which, if any, patent applications will issue, the breadth of any such patent
or whether any issued patents will be found invalid and unenforceable or will be threatened by third parties. Any successful opposition
to these patents or any other patents owned by or licensed to us after patent issuance could deprive us of rights necessary for the
successful commercialization of any product candidates that we may develop. Further, if we encounter delays in regulatory approvals,
the period of time during which we could market a product candidate under patent protection could be reduced.

 
Further, the patent position of pharmaceutical companies generally is highly uncertain and involves complex legal and factual

questions. This renders the patent prosecution process particularly expensive and time-consuming. There is no assurance that all
potentially relevant prior art relating to our patent applications has been found, which can invalidate a patent or prevent a patent from
issuing from a pending patent application. Even if patents do successfully issue, and even if such patents cover our product candidates,
third parties may challenge their validity, enforceability, or scope, which may result in such patents being narrowed, found
unenforceable or invalidated. Furthermore, even if they are unchallenged, our patent applications and any future patents may not
adequately protect our intellectual property, provide exclusivity for our product candidates, or prevent others from designing around
our claims. Any of these outcomes could impair our ability to prevent competition from third parties, which may have an adverse
impact on our business.
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If we cannot obtain and maintain effective patent rights for our product candidates, we may not be able to compete effectively,

and our business and results of operations would be harmed.
 

We may not have sufficient patent lifespan to effectively protect our products and business.
 

Patents have a limited lifespan. In the United States, the natural expiration of a patent is 20 years after its earliest effective
filing date. Although various extensions may be available, the life of a patent, and the protection it affords, is limited. Even if any of
our patent applications mature into issued patents, if we do not have sufficient patent terms or regulatory exclusivity to protect our
products, our business and results of operations will be adversely affected.

 
Patent policy and rule changes could increase the uncertainties and costs surrounding the prosecution of our patent
applications and the enforcement or defense of any issued patents.
 

Changes in either the patent laws or interpretation of the patent laws in the United States and other countries may diminish the
value of any patents that may issue from our patent applications or narrow the scope of our patent protection. The laws of foreign
countries may not protect our rights to the same extent as the laws of the United States. Publications of discoveries in the scientific
literature often lag behind the actual discoveries, and patent applications in the United States and other jurisdictions are typically not
published until 18 months after filing, or in some cases not at all. We therefore cannot be certain that we or our licensors were the first
to make the invention claimed in our owned and licensed patents or pending applications, or that we or our licensor were the first to file
for patent protection of such inventions. Assuming the other requirements for patentability are met, for United States patent
applications filed prior to March 15, 2013, the first to conceive a claimed invention is entitled to the patent, while outside the United
States, the first to file a patent application is entitled to the patent. After March 15, 2013, under the Leahy-Smith America Invents Act,
or the AIA, enacted on September 16, 2011, the United States has moved to a first to file system. The AIA also includes a number of
significant changes that affect the way patent applications are prosecuted and may also affect patent litigation. The courts have yet to
address many of these provisions and the applicability of the AIA and new regulations on specific patents discussed herein have not
been determined and would need to be reviewed. In general, the AIA and its implementation could increase the uncertainties and costs
surrounding the prosecution of our patent applications and the enforcement or defense of any issued patents, all of which could have a
material adverse effect on our business and financial condition.

 
If our trademarks and trade names are not adequately protected, then we may not be able to build name recognition in our
markets of interest and our business may be adversely affected.
 

Our registered or unregistered trademarks or trade names may be challenged, infringed, circumvented or declared generic or
determined to be infringing on other marks. We may not be able to protect our rights to these trademarks and trade names, which we
need to build name recognition by potential partners or customers in our markets of interest. Over the long term, if we are unable to
establish name recognition based on our trademarks and trade names, then we may not be able to compete effectively and our business
may be adversely affected. If other entities use trademarks similar to ours in different jurisdictions, or have senior rights to ours, it
could interfere with our use of our current trademarks throughout the world.

 
If we are unable to maintain effective proprietary rights for our product candidates or any future product candidates, we may
not be able to compete effectively in our markets.
 

In addition to the protection afforded by any patents that have been or may be granted, we rely on trade secret protection and
confidentiality agreements to protect proprietary know-how that is not patentable or that we elect not to patent, processes for which
patents are difficult to enforce and any other elements of our product candidate discovery and development processes that involve
proprietary know-how, information or technology that is not covered by patents. However, trade secrets can be difficult to protect. We
seek to protect our proprietary technology and processes, in part, by entering into confidentiality agreements with our employees,
consultants, scientific advisors and contractors. We also seek to preserve the integrity and confidentiality of our data, trade secrets and
intellectual property by maintaining the physical security of our premises and physical and electronic security of our information
technology systems. While we have confidence in these individuals, organizations and systems, agreements or security measures may
be breached, and we may not have adequate remedies for any breach. In addition, our trade secrets and intellectual property may
otherwise become known or be independently discovered by competitors.
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Although we expect all of our employees and consultants to assign their inventions to us, and all of our employees,

consultants, advisors and any third parties who have access to our proprietary know-how, information, or technology to enter into
confidentiality agreements, we cannot provide any assurances that all such agreements have been duly executed or that our trade
secrets and other confidential proprietary information will not be disclosed or that competitors will not otherwise gain access to our
trade secrets or independently develop substantially equivalent information and techniques. Misappropriation or unauthorized
disclosure of our trade secrets and intellectual property could impair our competitive position and may have a material adverse effect
on our business. Additionally, if the steps taken to maintain our trade secrets and intellectual property are deemed inadequate, we may
have insufficient recourse against third parties for misappropriating the trade secret.

 
Intellectual property rights of third parties could adversely affect our ability to commercialize our product candidates, and we
might be required to litigate or obtain licenses from third parties in order to develop or market our product candidate. Such
litigation or licenses could be costly or not available on commercially reasonable terms.
 

It is inherently difficult to conclusively assess our freedom to operate without infringing on third party rights. Our competitive
position may suffer if patents issued to third parties or other third-party intellectual property rights cover our product candidates or
elements thereof, or our manufacturing or uses relevant to our development plans. In such cases, we may not be in a position to
develop or commercialize products or our product candidates unless we successfully pursue litigation to nullify or invalidate the third
party intellectual property right concerned, or enter into a license agreement with the intellectual property right holder, if available on
commercially reasonable terms. There may also be pending patent applications that if they result in issued patents, could be alleged to
be infringed by our product candidates. If such an infringement claim should be brought and be successful, we may be required to pay
substantial damages, be forced to abandon our product candidates or seek a license from any patent holders. No assurances can be
given that a license will be available on commercially reasonable terms, if at all.

 
It is also possible that we have failed to identify relevant third-party patents or applications. For example, U.S. applications

filed before November 29, 2000 and certain U.S. applications filed after that date that will not be filed outside the U.S. remain
confidential until patents issue. Patent applications in the U.S. and elsewhere are published approximately 18 months after the earliest
filing to which priority is claimed, with such earliest filing date being commonly referred to as the priority date. Therefore, patent
applications covering our product candidates or platform technology could have been filed by others without our knowledge.
Additionally, pending patent applications which have been published can, subject to certain limitations, be later amended in a manner
that could cover our platform technologies, our product candidates or the use of our product candidates. Third party intellectual
property right holders may also actively bring infringement claims against us. We cannot guarantee that we will be able to successfully
settle or otherwise resolve such infringement claims. If we are unable to successfully settle future claims on terms acceptable to us, we
may be required to engage in or continue costly, unpredictable and time-consuming litigation and may be prevented from or experience
substantial delays in pursuing the development of and/or marketing of our product candidates. If we fail in any such dispute, in addition
to being forced to pay damages, we may be temporarily or permanently prohibited from commercializing our product candidates that
are held to be infringing. We might, if possible, also be forced to redesign our product candidates so that we no longer infringe the
third-party intellectual property rights. Any of these events, even if we were ultimately to prevail, could require us to divert substantial
financial and management resources that we would otherwise be able to devote to our business.

 
Third-party claims of intellectual property infringement may prevent or delay our development and commercialization efforts.
 

Our commercial success depends in part on our avoiding infringement of the patents and proprietary rights of third parties.
There have been many lawsuits and other proceedings involving patent and other intellectual property rights in the biotechnology and
pharmaceutical industries, including patent infringement lawsuits, interferences, oppositions and reexamination proceedings before the
USPTO and corresponding foreign patent offices. Numerous U.S. and foreign issued patents and pending patent applications, which are
owned by third parties, exist in the fields in which we are developing product candidates. As the pharmaceutical industry expands and
more patents are issued, the risk increases that our product candidates may be subject to claims of infringement of the patent rights of
third parties.
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Third parties may assert that we are employing their proprietary technology without authorization. There may be third-party

patents or patent applications with claims to materials, formulations, methods of manufacture, or methods for treatment related to the
use or manufacture of our product candidates. Because patent applications can take many years to issue, there may be currently
pending patent applications that may later result in issued patents that our product candidates may infringe. In addition, third parties
may obtain patents in the future and claim that use of our technologies infringes upon these patents. If any third-party patents were held
by a court of competent jurisdiction to cover the manufacturing process of any of our product candidates, any materials formed during
the manufacturing process or any final product itself, the holders of any such patents may be able to block our ability to commercialize
such product candidates unless we obtain a license under the applicable patents, or until such patents expire or are finally determined to
be invalid or unenforceable.

 
Similarly, if any third-party patents were held by a court of competent jurisdiction to cover aspects of our formulations,

processes for manufacture, or methods of use, the holders of any such patents may be able to block our ability to develop and
commercialize the applicable product candidate unless we obtain a license or until such patent expires or is finally determined to be
invalid or unenforceable. In either case, such a license may not be available on commercially reasonable terms or at all.

 
Parties making claims against us may obtain injunctive or other equitable relief, which could effectively block our ability to

further develop and commercialize one or more of our product candidates. Defense of these claims, regardless of their merit, would
involve substantial litigation expense and would be a substantial diversion of employee resources from our business. In the event of a
successful claim of infringement against us, we may have to pay substantial damages, including treble damages and attorneys’ fees for
willful infringement, pay royalties, redesign our infringing products or obtain one or more licenses from third parties, which may be
impossible or require substantial time and monetary expenditure.

 
We may not be successful in obtaining or maintaining necessary rights to our product candidates through acquisitions and in-
licenses.
 

Because our programs may require the use of proprietary rights held by third parties, the growth of our business will likely
depend in part on our ability to acquire, in-license, or use these proprietary rights. In addition, our product candidates may require
specific formulations to work effectively and efficiently and the rights to these formulations may be held by others. We may be unable
to acquire or in-license any compositions, methods of use, processes, or other third-party intellectual property rights from third parties
that we identify as necessary for our product candidates. The licensing and acquisition of third-party intellectual property rights is a
competitive area, and a number of more established companies are also pursuing strategies to license or acquire third-party intellectual
property rights that we may consider attractive. These established companies may have a competitive advantage over us due to their
size, cash resources, and greater clinical development and commercialization capabilities.

 
For example, we sometimes collaborate with academic institutions to accelerate our preclinical research or development under

written agreements with these institutions. Typically, these institutions provide us with an option to negotiate a license to any of the
institution’s rights in technology resulting from the collaboration. Regardless of such option, we may be unable to negotiate a license
within the specified timeframe or under terms that are acceptable to us. If we are unable to do so, the institution may offer the
intellectual property rights to other parties, potentially blocking our ability to pursue our program.

 
In addition, companies that perceive us to be a competitor may be unwilling to assign or license rights to us. We also may be

unable to license or acquire third-party intellectual property rights on terms that would allow us to make an appropriate return on our
investment. If we are unable to successfully obtain rights to required third-party intellectual property rights, we may have to abandon
development of that program and our business and financial condition could suffer.
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We may be involved in lawsuits to protect or enforce our intellectual property, which could be expensive, time consuming and
unsuccessful.
 

Competitors may infringe our intellectual property or that of our licensors that we may acquire in the future. If we or a future
licensing partner were to initiate legal proceedings against a third party to enforce a patent covering one of our product candidates, the
defendant could counterclaim that the patent covering our product candidate is invalid and/or unenforceable. In patent litigation in the
United States, defendant counterclaims alleging invalidity and/or unenforceability are commonplace. Grounds for a validity challenge
could be an alleged failure to meet any of several statutory requirements, including lack of novelty, obviousness, or non-enablement.
Grounds for an unenforceability assertion could be an allegation that someone connected with prosecution of the patent withheld
relevant information from the USPTO, or made a misleading statement, during prosecution. Under the AIA, the validity of U.S. patents
may also be challenged in post-grant proceedings before the USPTO. The outcome following legal assertions of invalidity and
unenforceability is unpredictable.

 
Interference proceedings provoked by third parties or brought by us or declared by the USPTO may be necessary to determine

the priority of inventions with respect to our patent or patent applications or those of our licensors. An unfavorable outcome could
require us to cease using the related technology or to attempt to license rights to it from the prevailing party. Our business could be
harmed if the prevailing party does not offer us a license on commercially reasonable terms. Our defense of litigation or interference
proceedings may fail and, even if successful, may result in substantial costs and distract our management and other employees. In
addition, the uncertainties associated with litigation could have a material adverse effect on our ability to raise the funds necessary to
continue our clinical trials, continue our research programs, license necessary technology from third parties, or enter into development
partnerships that would help us bring our product candidates to market.

 
Furthermore, because of the substantial amount of discovery required in connection with intellectual property litigation, there

is a risk that some of our confidential information could be compromised by disclosure during this type of litigation. There could also
be public announcements of the results of hearings, motions, or other interim proceedings or developments. If securities analysts or
investors perceive these results to be negative, it could have a material adverse effect on the price of our Common Shares.

 
We may be subject to claims that our employees, consultants, or independent contractors have wrongfully used or disclosed
confidential information of third parties or that our employees have wrongfully used or disclosed alleged trade secrets of their
former employers.
 

We employ individuals who were previously employed at universities or other biotechnology or pharmaceutical companies,
including our competitors or potential competitors. Although we try to ensure that our employees, consultants and independent
contractors do not use the proprietary information or know-how of others in their work for us, we may be subject to claims that we or
our employees, consultants, or independent contractors have inadvertently or otherwise used or disclosed intellectual property,
including trade secrets or other proprietary information, of any of our employees’ former employers or other third parties. Litigation
may be necessary to defend against these claims. If we fail in defending any such claims, in addition to paying monetary damages, we
may lose valuable intellectual property rights or personnel, which could adversely impact our business. Even if we are successful in
defending against such claims, litigation could result in substantial costs and be a distraction to management and other employees.

 
We may be subject to claims challenging the inventorship of our intellectual property.
 

We may be subject to claims that former employees, collaborators or other third parties have an interest in or right to
compensation with respect to our current patent and patent applications, future patents or other intellectual property as an inventor or
co-inventor. For example, we may have inventorship disputes arise from conflicting obligations of consultants or others who are
involved in developing our product candidates. Litigation may be necessary to defend against these and other claims challenging
inventorship or claiming the right to compensation. If we fail in defending any such claims, in addition to paying monetary damages,
we may lose valuable intellectual property rights, such as exclusive ownership of, or right to use, valuable intellectual property. Such
an outcome could have a material adverse effect on our business. Even if we are successful in defending against such claims, litigation
could result in substantial costs and be a distraction to management and other employees. To the extent that our employees have not
effectively waived the right to compensation with respect to inventions that they helped create, they may be able to assert claims for
compensation with respect to our future revenue. As a result, we may receive less revenue from future products if such claims are
successful which in turn could impact our future profitability.
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Changes in United States and international patent law could diminish the value of patents in general, thereby impairing our
ability to protect our products.
 

Our success is heavily dependent on intellectual property. Obtaining and enforcing patents in the pharmaceutical industry
involves both technological and legal complexity. Therefore, obtaining and enforcing these patents is costly, time consuming and
inherently uncertain. In addition, the United States has recently enacted and is currently implementing wide-ranging patent reform
legislation. Recent United States Supreme Court rulings have narrowed the scope of patent protection available in certain
circumstances and weakened the rights of patent owners in certain situations. In addition to increasing uncertainty with regard to our
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 future actions by the United States Congress, the federal courts and the USPTO, the laws and regulations
governing patents could change in unpredictable ways that would weaken our ability to obtain patents or to enforce patents that we
might obtain in the future.

  
We may not be able to protect our intellectual property rights throughout the world.
 

Filing, prosecuting and defending patents on product candidates in all countries throughout the world would be prohibitively
expensive, and our intellectual property rights in some countries outside the United States may be less extensive than those in the
United States. In addition, the laws of some foreign countries do not protect intellectual property rights to the same extent as federal
and state laws in the United States.

 
Competitors may use our technologies in jurisdictions where we have not obtained patent protection to develop their own

product candidates and may also export otherwise infringing products to territories where we have patent protection, but enforcement is
not as strong as that in the United States. These products may compete with our product candidates. Future patents or other intellectual
property rights may not be effective or sufficient to prevent them from competing.

 
Many companies have encountered significant problems in protecting and defending intellectual property rights in foreign

jurisdictions. The legal systems of certain countries, particularly certain developing countries, do not favor the enforcement of patents,
trade secrets and other intellectual property protection, particularly those relating to biotechnology products or methods of treatment,
which could make it difficult for us to stop the marketing of competing products in violation of our proprietary rights generally.
Proceedings to enforce our patent rights in foreign jurisdictions, whether or not successful, could result in substantial costs and divert
our efforts and attention from other aspects of our business, could put our future patents at risk of being invalidated or interpreted
narrowly and our patent applications at risk of not issuing and could provoke third parties to assert claims against us. We may not
prevail in any lawsuits that we initiate, and the damages or other remedies awarded, if any, may not be commercially meaningful.
Accordingly, our efforts to enforce our intellectual property rights around the world may be inadequate to obtain a significant
commercial advantage from the intellectual property that we develop or license.
 

Risks Related to Our Business Operations
 
Our business and operations have been and are likely to further continue to be adversely affected by the evolving and ongoing
COVID-19 global pandemic.
 

Our business and operations have been and are likely to further continue to be adversely affected by the effects of the recent
and evolving COVID-19 virus, which was declared by the World Health Organization as a global pandemic. The COVID-19 pandemic
has resulted in travel and other restrictions in order to reduce the spread of the disease, including public health directives and orders in
Israel, Canada, the United States and the European Union that, among other things and for various periods of time, directed individuals
to shelter at their places of residence, directed businesses and governmental agencies to cease non-essential operations at physical
locations, prohibited certain non-essential gatherings and events and ordered cessation of non-essential travel. Although our employees
are no longer working remotely after the expiration of such orders in Israel or Canada, future remote work policies and similar
government orders or other restrictions on the conduct of business operations related to the COVID-19 pandemic may negatively
impact productivity and may disrupt our ongoing research and development activities and our clinical programs and timelines, the
magnitude of which will depend, in part, on the length and severity of the restrictions and other limitations on our ability to conduct our
business in the ordinary course. Further, such orders also may impact the availability or cost of materials, which would disrupt our
supply chain and manufacturing efforts and could affect our ability to conduct ongoing and planned clinical trials and preparatory
activities.
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The spread of COVID-19, which has caused a broad impact globally, may materially affect us economically. While the

potential economic impact brought by, and the duration of, COVID-19 may be difficult to assess or predict, a widespread pandemic
could result in significant disruption of global financial markets, reducing our ability to access capital, which could in the future
negatively affect our liquidity. In addition, a recession or market correction resulting from the spread of COVID-19 could materially
affect our business and the value of our Common Shares.
 

The global COVID-19 pandemic continues to rapidly evolve. The extent to which the COVID-19 pandemic impacts our
business and operations, including our clinical development and regulatory efforts, will depend on future developments that are highly
uncertain and cannot be predicted with confidence at the time of this registration statement on Form F-1, such as the ultimate
geographic spread of the disease, the duration of the outbreak, the duration and effect of business disruptions and the short-term effects
and ultimate effectiveness of the travel restrictions, quarantines, social distancing requirements and business closures in the United
States, Canada, Israel and other countries to contain and treat the disease. Accordingly, we do not yet know the full extent of potential
delays or impacts on our business, our clinical and regulatory activities, healthcare systems or the global economy as a whole.
However, these impacts could adversely affect our business, financial condition, results of operations and growth prospects.
 

In addition, to the extent the ongoing COVID-19 pandemic adversely affects our business and results of operations, it may
also have the effect of heightening many of the other risks and uncertainties described in this “Risk Factors” section.
 
We will need to expand our organization, and we may experience difficulties in managing this growth, which could disrupt our
operations.
 

Our future financial performance and our ability to commercialize product candidates and compete effectively will depend, in
part, on our ability to effectively manage any future growth. As our development and commercialization plans and strategies develop,
we expect to need additional managerial, operational, sales, marketing, financial and legal personnel. Our management may need to
divert a disproportionate amount of its attention away from our day-to-day activities and devote a substantial amount of time to
managing these growth activities. We may not be able to effectively manage the expansion of our operations, which may result in
weaknesses in our infrastructure, operational mistakes, loss of business opportunities, loss of employees and reduced productivity
among remaining employees. Our expected growth could require significant capital expenditures and may divert financial resources
from other projects, such as the development of additional product candidates. If our management is unable to effectively manage our
growth, our expenses may increase more than expected, our ability to generate and/or grow revenue could be reduced, and we may not
be able to implement our business strategy.
 
Due to our limited resources and access to capital, we must, and have in the past decided to, prioritize development of certain
product candidates over other potential candidates. These decisions may prove to have been wrong and may adversely affect
our revenues.
 

Because we have limited resources and access to capital to fund our operations, we must decide which product candidates to
pursue and the amount of resources to allocate to each. Our decisions concerning the allocation of research, collaboration, management
and financial resources toward particular product candidates may not lead to the development of viable commercial products and may
divert resources away from better opportunities. Similarly, our decisions to delay, terminate or collaborate with third parties in respect
of certain product development programs may also prove not to be optimal and could cause us to miss valuable opportunities. If we
make incorrect determinations regarding the market potential of our product candidates or misread trends in the pharmaceutical
industry, in particular for our lead product candidate, our business, financial condition and results of operations could be materially
adversely affected.
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We may not be successful in our efforts to identify, discover or license additional product candidates.
 

Although a substantial amount of our effort will focus on the continued clinical testing, potential approval and
commercialization of MEAI, the success of our business also depends upon our ability to identify, discover or license additional
product candidates. Our research programs or licensing efforts may fail to yield additional product candidates for clinical development
for a number of reasons, including: lack of financial or personnel resources to acquire or discover additional product candidates; new
product candidates may not succeed in preclinical or clinical testing, or may be shown to have harmful side effects or may have other
characteristics that may make them unmarketable or unlikely to receive marketing approval; our competitors may develop alternatives
that render our product candidates obsolete or less attractive; the market for a product candidate may change during our development
program so that such product may become unprofitable to continue to develop; new product candidates may not be capable of being
produced in commercial quantities at an acceptable cost, or at all; and new product candidates may not be accepted as safe and
effective by patients, the medical community, or third-party payors.
 

We may be forced to abandon our development efforts for a program or programs that are unsuccessful, or we may not be able
to identify, license, or discover additional product candidates, which would have a material adverse effect on our business and could
potentially cause us to cease operations. Further, research programs to identify new product candidates require substantial technical,
financial and human resources. We may focus our efforts and resources on potential programs or product candidates that ultimately
prove to be unsuccessful.
 
European data collection is governed by restrictive regulations governing the collection, use, processing and cross-border
transfer of personal information.
 

We may collect, process, use or transfer personal information from individuals located in the European Union in connection
with our business, including in connection with conducting clinical trials in the European Union. Additionally, we intend to
commercialize MEAI, and any of our product candidates that receive marketing approval, in the European Union. The collection and
use of personal health data in the European Union is governed by the provisions of the General Data Protection Regulation ((EU)
2016/679), or the GDPR, along with other European Union and country-specific laws and regulations. The United Kingdom and
Switzerland have also adopted data protection laws and regulations. These legislative acts (together with regulations and guidelines)
impose requirements relating to having legal bases for processing personal information relating to identifiable individuals and
transferring such information outside of the EEA, including to the United States, providing details to those individuals regarding the
processing of their personal information, keeping personal information secure, having data processing agreements with third parties
who process personal information, responding to individuals’ requests to exercise their rights in respect of their personal information,
reporting security breaches involving personal data to the competent national data protection authority and affected individuals,
appointing data protection officers, conducting data protection impact assessments and record-keeping. The GDPR imposes additional
responsibilities and liabilities in relation to personal data that we process and we may be required to put in place additional mechanisms
ensuring compliance with the new data protection rules. Failure to comply with the requirements of the GDPR and related national data
protection laws of the member states of the European Union may result in substantial fines, other administrative penalties and civil
claims being brought against us, which could have a material adverse effect on our business, prospects, financial condition and results
of operations.
 
The United Kingdom’s withdrawal from the European Union may adversely impact our ability to obtain regulatory approvals
of our product candidates in the United Kingdom, result in restrictions or imposition of taxes and duties for importing our
product candidates into the United Kingdom, and may require us to incur additional expenses in order to develop,
manufacture and commercialize our product candidates in the United Kingdom.
 

Following the result of a referendum in 2016, the United Kingdom left the European Union on January 31, 2020, commonly
referred to as Brexit. Pursuant to the formal withdrawal arrangements agreed to by the United Kingdom and the European Union, the
United Kingdom was subject to a transition period until December 31, 2020, or the Transition Period, during which European Union
rules continued to apply. A trade and cooperation agreement that outlines the future and trading relationship between the United
Kingdom and the European Union was agreed to in December 2020.
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Since a significant proportion of the regulatory framework in the United Kingdom applicable to our business and our product

candidates is derived from European Union directives and regulations, Brexit has had, and will continue to have, a material impact on
the regulatory regime with respect to the development, manufacture, importation, approval and commercialization of our product
candidates in the United Kingdom. For example, Great Britain is no longer covered by the centralized procedures for obtaining
European Union-wide marketing authorizations from the EMA, and a separate marketing authorization will be required to market our
product candidates, including MEAI in Great Britain. It is currently unclear whether the Medicines & Healthcare products Regulatory
Agency in the United Kingdom is sufficiently prepared to handle the increased volume of marketing authorization applications that it is
likely to receive. Any delay in obtaining, or an inability to obtain, any marketing approvals, as a result of Brexit or otherwise, would
delay or prevent us from commercializing our product candidates in the United Kingdom and limit our ability to generate revenue and
achieve and sustain profitability. We could face significant additional expenses to obtain regulatory approval for our products in the
United Kingdom.
 
If we fail to comply with environmental, health and safety laws and regulations, we could become subject to fines or penalties
or incur costs that could have a material adverse effect on the success of our business.
 

Our research, development and manufacturing activities and our third party manufacturers’ and suppliers’ activities involve
the controlled storage, use and disposal of hazardous materials, including the components of our product candidates and other
hazardous compounds. We and our manufacturers and suppliers are subject to laws and regulations governing the use, manufacture,
storage, handling and disposal of these hazardous materials. In some cases, these hazardous materials and various wastes resulting from
their use are stored at our and our manufacturers’ facilities pending their use and disposal. We cannot eliminate the risk of
contamination, which could cause an interruption of our commercialization efforts, research and development efforts and business
operations, environmental damage resulting in costly clean-up and liabilities under applicable laws and regulations governing the use,
storage, handling and disposal of these materials and specified waste products. Although we believe that the safety procedures utilized
by our third-party manufacturers for handling and disposing of these materials generally comply with the standards prescribed by these
laws and regulations, we cannot guarantee that this is the case or eliminate the risk of accidental contamination or injury from these
materials. In such an event, we may be held liable for any resulting damages, such liability could exceed our resources, and state or
federal or other applicable authorities may curtail our use of certain materials and/or interrupt our business operations. Furthermore,
environmental laws and regulations are complex, change frequently and have tended to become more stringent. We cannot predict the
impact of such changes and cannot be certain of our future compliance. We do not currently carry biological or hazardous waste
insurance coverage.
 
Our employees and independent contractors may engage in misconduct or other improper activities, including noncompliance
with regulatory standards and requirements.
 

We are exposed to the risk of fraud or other misconduct by our employees and independent contractors. Misconduct by these
parties could include intentional failures to comply with FDA regulations, provide accurate information to the FDA, comply with
manufacturing standards we may establish, comply with federal and state healthcare fraud and abuse laws and regulations, report
financial information or data accurately or disclose unauthorized activities to us. In particular, sales, marketing and business
arrangements in the healthcare industry are subject to extensive laws and regulations intended to prevent fraud, misconduct, kickbacks,
self-dealing and other abusive practices. These laws and regulations may restrict or prohibit a wide range of pricing, discounting,
marketing and promotion, sales commission, customer incentive programs and other business arrangements. Employee and
independent contractor misconduct could also involve the improper use of information obtained in the course of clinical trials,
including individually identifiable information, creating fraudulent data in our preclinical studies or clinical trials or illegal
misappropriation of product candidates, which could result in regulatory sanctions and serious harm to our reputation. It is not always
possible to identify and deter misconduct by employees and other third parties, and the precautions we take to detect and prevent this
activity may not be effective in controlling unknown or unmanaged risks or losses or in protecting us from governmental investigations
or other actions or lawsuits stemming from a failure to be in compliance with such laws or regulations. Additionally, we are subject to
the risk that a person or government could allege such fraud or other misconduct, even if none occurred. If any such actions are
instituted against us, and we are not successful in defending ourselves or asserting our rights, those actions could have a significant
impact on our business, including the imposition of significant fines or other sanctions.

 
Under applicable employment laws, we may not be able to enforce covenants not to compete and therefore may be unable to
prevent our competitors from benefiting from the expertise of some of our former employees.
 

We generally enter into non-competition agreements with our employees and certain key consultants. These agreements
prohibit our employees and certain key consultants, if they cease working for us, from competing directly with us or working for our
competitors or clients for a limited period of time. We may be unable to enforce these agreements under the laws of the jurisdictions in



which our employees work and it may be difficult for us to restrict our competitors from benefitting from the expertise our former
employees or consultants developed while working for us.
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International expansion of our business exposes us to business, regulatory, political, operational, financial and economic risks
associated with doing business outside of the United States, Canada or Israel.
 

Other than our headquarters and other operations which are located in Canada, we currently have limited international
operations, but our business strategy incorporates potentially significant international expansion, particularly in anticipation of
approval of our product candidates. We plan to retain sales representatives and third party distributors and conduct physician, specialist,
hospital pharmacist and patient association outreach activities, as well as clinical trials, outside of Canada, the United States, the
European Union and Israel. Doing business internationally involves a number of risks, including but not limited to:
 
 ● multiple, conflicting and changing laws and regulations such as privacy regulations, tax laws, export and import

restrictions, employment laws, regulatory requirements and other governmental approvals, permits, and licenses;
   
 ● failure by us to obtain regulatory approvals for the use of our product candidates in various countries;
   
 ● additional potentially relevant third-party patent rights;
   
 ● complexities and difficulties in obtaining protection and enforcing our intellectual property;
   
 ● difficulties in staffing and managing foreign operations;
   
 ● complexities associated with managing multiple payor reimbursement regimes, government payors, prince controls or

patient self-pay systems;
   
 ● limits in our ability to penetrate international markets;
   
 ● financial risks, such as longer payment cycles, difficulty collecting accounts receivable, the impact of local and regional

financial crises on demand and payment for our products and exposure to foreign currency exchange rate fluctuations;
   
 ● an outbreak of a contagious disease, including COVID-19, which may cause us or our distributors, third party vendors

and manufacturers and/or customers to temporarily suspend our or their respective operations in the affected city or
country;

   
 ● natural disasters, political and economic instability, including wars, terrorism, and political unrest, boycotts, curtailment

of trade, and other business restrictions;
   
 ● certain expenses including, among others, expenses for travel, translation and insurance; and
   
 ● regulatory and compliance risks that relate to maintaining accurate information and control over sales and activities that

may fall within the purview of the U.S. Foreign Corrupt Practices Act its books and records provisions, or its anti-bribery
provisions.

 
Any of these factors could significantly harm our future international expansion and operations and, consequently, our results

of operations.
 

Certain of our directors and officers may have interests that compete with ours.
 

Certain of our directors currently operate, manage or are engaged as officers and/or directors of other entities, which may have
similar or different objectives than ours. Such activities could detract from the time these people have to allocate to our affairs. For
example, Adi Zuloff-Shani, our Chief Executive Officer, serves as Chief Technologies Officer of SciSparc Ltd. (Nasdaq: SPRC), or
SciSparc; Amitay Weiss, the Chairman of our Board of Directors, serves as the Chairman of the Board of Directors of SciSparc; and
Oz Adler, one of our directors, serves as the Chief Executive Officer and Chief Financial Officer of SciSparc. We are currently
exploring potential collaboration with SciSparc regarding a joint venture. To date, no determination has been made to pursue the joint
venture and the development of the research activities with SciSparc remains in a very early stage. However, should we pursue the
collaboration with SciSparc, the terms of such agreements may not be as favorable to us as those that could be obtained from a third
party. Moreover, certain of our directors and officers are affiliated with our current shareholders, and may have different interests than
other shareholders. For additional information regarding related party transactions and potential conflicts of interest, see “Certain
Relationships and Related Party Transactions.” Under the Business Corporations Act (British Columbia) [SBC 2002] c.57, or the
BCBCA, each director and officer of must disclose the nature and extent of any interest that he or she has in a material contract or



material transaction whether made or proposed with us, if the director or officer is a party to the contract or transaction, is a director or
an officer or an individual acting in a similar capacity of a party to the contract or transaction, or has a material interest in a party to the
contract or transaction. Subject to certain limited exceptions under the BCBCA, no director may vote on a resolution to approve a
material contract or material transaction which is subject to such disclosure requirement. See “Executive Compensation—Board
Practices—Requirement for Directors and Officers to Disclose Interest in a Contract or Transaction.” In addition, subject to the closing
of this offering, we will adopt a code of ethics and conduct that will require our employees, officers and directors to disclose any
situation that reasonably would be expected to give rise to a conflict of interest.
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Risks Related to Ownership of Our Common Shares
 
Our executive officers, directors and principal shareholders will maintain the ability to exert significant control over matters
submitted to our shareholders for approval.
 

As of the date of this prospectus, our executive officers, directors and principal shareholders who own more than 5% of our
outstanding Common Shares, in the aggregate, beneficially own shares representing approximately 12% of our share capital. As a
result, if these shareholders were to act together, they would be able to exert significant influence over all matters submitted to our
shareholders for approval (including a prospective acquisition or other change of control of our company), as well as our management
and affairs.
 
We may be or may become classified as a passive foreign investment company. If we are or become classified as a passive
foreign investment company, our U.S. shareholders may suffer adverse tax consequences as a result.
 

Generally, for any taxable year, if at least 75% of our gross income is passive income, or at least 50% of the value of our
assets is attributable to assets that produce passive income or are held for the production of passive income, including cash, we would
be characterized as a passive foreign investment company, or PFIC, for U.S. federal income tax purposes. For purposes of these tests,
passive income includes dividends, interest gains from commodities and securities transactions, the excess of gains over losses from
the disposition of assets which produce passive income (including amounts derived by reason of the temporary investment of funds
raised in offerings of our shares) and rents and royalties other than rents and royalties which are received from unrelated parties in
connection with the active conduct of a trade or business. If we are characterized as a PFIC, our U.S. shareholders may suffer adverse
tax consequences, including having gains realized on the sale of our Common Shares treated as ordinary income, rather than capital
gain, the loss of the preferential rate applicable to dividends received on our Common Shares by individuals who are U.S. holders, and
having interest charges apply to distributions by us and gains from the sales of our shares.

 
Our status as a PFIC will depend on the nature and composition of our income and the nature, composition and value of our

assets (which, assuming we are not a “controlled foreign corporation,” or a CFC, under Section 957(a) of the Internal Revenue Code of
1986, as amended, or the Code, for the year being tested, may be determined based on the fair market value of each asset, with the
value of goodwill and going concern value determined in large part by reference to the market value of our Common Shares, which
may be volatile). Based upon the estimated value of our assets, including any goodwill, and the nature and estimated composition of
our income and assets, we may be classified as a PFIC for the taxable year ended October 31, 2020 and in future taxable years. In
particular, so long as we do not generate revenue from operations for any taxable year and do not receive any research and
development grants, or even if we receive a research and development grant, if such grant does not constitute gross income for United
States federal income tax purposes, we likely will be classified as a PFIC for such taxable year. Because the determination of whether
we are a PFIC for any taxable year is a factual determination made annually after the end of each taxable year, there can be no
assurance that we will not be considered a PFIC in any taxable year.
 

The tax consequences that would apply if we are classified as a PFIC would also be different from those described above if a
U.S. shareholder were able to make a valid qualified electing fund, or QEF, election. At this time, we do not expect to provide U.S.
shareholders with the information necessary for a U.S. shareholder to make a QEF election. Prospective investors should assume that a
QEF election will not be available.
 
If a United States person is treated as owning at least 10% of our shares, such holder may be subject to adverse U.S. federal
income tax consequences.
 

If a United States person is treated as owning (directly, indirectly or constructively) at least 10% of the value or voting power
of our shares, such person may be treated as a “United States shareholder” with respect to each “controlled foreign corporation” in our
group (if any). Because our group includes one or more U.S. subsidiaries, we expect that certain of our non-U.S. subsidiaries will be
treated as controlled foreign corporations (regardless of whether we are or are not treated as a controlled foreign corporation). A United
States shareholder of a controlled foreign corporation may be required to annually report and include in its U.S. taxable income its pro
rata share of “Subpart F income,” “global intangible low-taxed income” and investments in U.S. property by controlled foreign
corporations, whether or not we make any distributions. An individual that is a United States shareholder with respect to a controlled
foreign corporation generally would not be allowed certain tax deductions or foreign tax credits that would be allowed to a United
States shareholder that is a U.S. corporation. A failure to comply with these reporting obligations may subject you to significant
monetary penalties and may prevent the statute of limitations with respect to your U.S. federal income tax return for the year for which
reporting was due from starting. We cannot provide any assurances that we will assist investors in determining whether any of our non-
U.S. subsidiaries are treated as a controlled foreign corporation or whether such investor is treated as a United States shareholder with
respect to any of such controlled foreign corporations or furnish to any United States shareholders information that may be necessary to



comply with the aforementioned reporting and tax paying obligations. A United States investor should consult their own advisors
regarding the potential application of these rules to its investment in the shares.
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As a foreign private issuer, we are permitted, and intend, to follow certain home country corporate governance practices
instead of otherwise applicable Nasdaq requirements, and we will not be subject to certain U.S. securities laws including, but
not limited to, U.S. proxy rules and the filing of certain Exchange Act reports.
 

As a foreign private issuer, we will be permitted, and intend, to follow certain home country corporate governance practices
instead of those otherwise required by the Nasdaq Stock Market for domestic U.S. issuers. Following our home country governance
practices as opposed to the requirements that would otherwise apply to a U.S. company listed on The Nasdaq Global Market may
provide less protection to you than what is accorded to investors under the listing rules of Nasdaq applicable to domestic U.S. issuers.
 

As a foreign private issuer, we will be exempt from the rules and regulations under the Securities Exchange Act of 1934, or
the Exchange Act, related to the furnishing and content of proxy statements, including the applicable compensation disclosure
requirements. Nevertheless, pursuant to regulations promulgated under Canadian Securities Administrators National Instrument 51-102
“Continuous Disclosure Obligations”, or the Instrument, we are required to disclose in the context of sending an information circular to
shareholders all compensation paid, payable, awarded, granted, given or otherwise provided, directly or indirectly, by the issuer, or a
subsidiary of the issuer, to each Named Executive Officer (as such term is defined in the Instrument) and director, in any capacity,
including, for greater certainty, all plan and non-plan compensation, direct and indirect pay, remuneration, economic or financial
award, reward, benefit, gift or perquisite paid, payable, awarded, granted, given, or otherwise provided to the NEO or director for
services provided, directly or indirectly, to the issuer or a subsidiary of the issuer. Such disclosure will not be as extensive as that
required of a U.S. domestic issuer. Our officers, directors and principal shareholders will also be exempt from the reporting and short-
swing profit recovery provisions contained in Section 16 of the Exchange Act. In addition, we will not be required under the Exchange
Act to file reports and financial statements with the SEC as frequently or as promptly as U.S. domestic companies whose securities are
registered under the Exchange Act and we will be exempt from filing quarterly reports with the SEC under the Exchange Act.
Moreover, we will not be required to comply with Regulation FD, which restricts the selective disclosure of material information,
although we intend to voluntarily adopt a corporate disclosure policy substantially similar to Regulation FD. These exemptions and
leniencies will reduce the frequency and scope of information and protections to which you may otherwise have been eligible in
relation to a U.S. domestic issuer.

 
We would lose our foreign private issuer status if a majority of our shares are owned by U.S. residents and a majority of our

directors or executive officers are U.S. citizens or residents or we fail to meet additional requirements necessary to avoid loss of
foreign private issuer status. The regulatory and compliance costs to us under U.S. securities laws as a U.S. domestic issuer may be
significantly higher. If we are not a foreign private issuer, we will be required to file periodic reports and registration statements on
U.S. domestic issuer forms with the SEC, which are more detailed and extensive than the forms available to a foreign private issuer.
We may also be required to modify certain of our policies to comply with accepted governance practices associated with U.S. domestic
issuers. Such conversion and modifications will involve additional costs. In addition, we would lose our ability to rely upon
exemptions from certain corporate governance requirements on U.S. stock exchanges that are available to foreign private issuers.
 
We are an emerging growth company and the reduced disclosure requirements applicable to emerging growth companies may
make our Common Shares less attractive to investors.
 

We are an emerging growth company, as defined in the JOBS Act, and we may take advantage of certain exemptions from
various requirements that are applicable to other public companies that are not emerging growth companies.
 

For as long as we remain an emerging growth company we are permitted and intend to rely on exemptions from certain
disclosure requirements that are applicable to other public companies that are not “emerging growth companies.” These exemptions
include:
 
 ● not being required to comply with the auditor attestation requirements in the assessment of our internal control over

financial reporting;
   
 ● Section 107 of the JOBS Act, which provides that an “emerging growth company” can take advantage of the extended

transition period provided in Section 7(a)(2)(B) of the Securities Act of 1933, as amended, or the Securities Act, for
complying with new or revised accounting standards. This means that an “emerging growth company” can delay the
adoption of certain accounting standards until those standards would otherwise apply to private companies. We have
elected to delay such adoption of new or revised accounting standards. As a result of this adoption, our financial
statements may not be comparable to companies that comply with the public company effective date;

   
 ● not being required to comply with any requirement that may be adopted by the Public Company Accounting Oversight

Board regarding mandatory audit firm rotation or a supplement to the auditor’s report providing additional information



about the audit and the financial statements;
   
 ● reduced disclosure obligations regarding executive compensation; and
   
 ● exemptions from the requirements of holding a nonbinding advisory vote on executive compensation and shareholder

approval of any golden parachute payments not previously approved.
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We will remain an emerging growth company until the earliest of: (i) the last day of our fiscal year during which we have total

annual gross revenues of at least $1.07 billion; (ii) October 31, 2025; (iii) the date on which we have, during the previous three-year
period, issued more than $1.0 billion in non-convertible debt; or (iv) the date on which we are deemed to be a “large accelerated filer”
under the Exchange Act. We have opted out of the extended transition period made available to emerging growth companies to comply
with newly adopted public company accounting requirements.

 
When we are no longer deemed to be an emerging growth company, we will not be entitled to the exemptions provided in the

JOBS Act discussed above. We cannot predict if investors will find our Common Shares less attractive as a result of our reliance on
exemptions under the JOBS Act. If some investors find our Common Shares less attractive as a result, there may be a less active
trading market for our Common Shares and our share price may be more volatile.

 
Certain recent initial public offerings of companies with public floats comparable to the anticipated public float of Clearmind
have experienced extreme volatility that was seemingly unrelated to the underlying performance of the respective company. We
may experience similar volatility, which may make it difficult for prospective investors to assess the value of our Common
Shares.
 

Our Common Shares may be subject to extreme volatility that is seemingly unrelated to the underlying performance of our
business. Recently, companies with comparable anticipated public floats and initial public offering sizes have experienced instances of
extreme stock price run-ups followed by rapid price declines, and such stock price volatility was seemingly unrelated to the respective
company’s underlying performance. Although the specific cause of such volatility is unclear, our anticipated public float may amplify
the impact of the actions taken by a few shareholders on the price of our Common Shares, which may cause our share price to deviate,
potentially significantly, from a price that better reflects the underlying performance of our business. Should our Common Shares
experience run-ups and declines that are seemingly unrelated to our actual or expected operating performance and financial condition
or prospects, prospective investors may have difficulty assessing the rapidly changing value of our Common Shares. In addition,
investors of shares of our Common Shares may experience losses, which may be material, if the price of our Common Shares declines
after this offering or if such investors purchase shares of our Common Shares prior to any price decline.

 
Risks Related to our Locations in Israel and Canada and our International Operations
 
Conditions in Israel could materially and adversely affect our business.
 

A number of our officers and directors are residents of Israel. Accordingly, political, economic and military conditions in
Israel and the surrounding region may directly affect our business and operations. Since the establishment of the State of Israel in 1948,
a number of armed conflicts have taken place between Israel and its neighboring countries, as well as terrorist acts committed within
Israel by hostile elements. Any hostilities involving Israel or the interruption or curtailment of trade between Israel and its trading
partners could adversely affect our operations and results of operations. During the summer of 2006, Israel was engaged in an armed
conflict with Hezbollah, a Lebanese Islamist Shiite militia group and political party. In December 2008 and January 2009 there was an
escalation in violence among Israel, Hamas, the Palestinian Authority and other groups, as well as extensive hostilities along Israel’s
border with the Gaza Strip, which resulted in missiles being fired from the Gaza Strip into Southern Israel. During November 2012 and
from July through August 2014, Israel was engaged in an armed conflict with a militia group and political party who controls the Gaza
Strip, which resulted in missiles being fired from the Gaza Strip into Southern Israel, as well as at areas more centrally located near Tel
Aviv and at areas surrounding Jerusalem. These conflicts involved missile strikes against civilian targets in various parts of Israel,
including areas in which our employees and some of our consultants are located, and negatively affected business conditions in Israel.
Since February 2011, Egypt has experienced political turbulence and an increase in terrorist activity in the Sinai Peninsula. Such
political turbulence and violence may damage peaceful and diplomatic relations between Israel and Egypt, and could affect the region
as a whole. Similar civil unrest and political turbulence has occurred in other countries in the region, including Syria, which shares a
common border with Israel, and is affecting the political stability of those countries. Since April 2011, internal conflict in Syria has
escalated and chemical weapons have been used in the region. Foreign actors have intervened and may continue to intervene in Syria.
This instability and any intervention may lead to deterioration of the political and economic relationships that exist between the State
of Israel and some of these countries and may lead to additional conflicts in the region. In addition, Iran has threatened to attack Israel
and may be developing nuclear weapons. Iran also has a strong influence among extremist groups in the region, including Hamas in
Gaza, Hezbollah in Lebanon and various rebel militia groups in Syria. These situations have escalated at various points in recent years
and may escalate in the future to more violent events, which may affect Israel and us. Any armed conflicts, terrorist activities or
political instability in the region could adversely affect business conditions and could harm our results of operations and could make it
more difficult for us to raise capital. Parties with whom we do business have sometimes declined to travel to Israel during periods of
heightened unrest or tension, forcing us to make alternative arrangements when necessary in order to meet our business partners face to
face. In addition, the political and security situation in Israel may result in parties with whom we have agreements involving



performance in Israel claiming that they are not obligated to perform their commitments under those agreements pursuant to force
majeure provisions in such agreements.
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It may be difficult to enforce a U.S. judgment against us, our officers and directors named in this prospectus in Israel or the
United States, or to assert U.S. securities laws claims in Israel or serve process on our officers and directors.
 

Not all of our directors or officers are residents of the United States and most of their and our assets are located outside the
United States. Service of process upon us or our non-U.S. resident directors and officers may be difficult to obtain within the United
States. We have been informed by our legal counsel in Israel that it may be difficult to assert claims under U.S. securities laws in
original actions instituted in Israel or obtain a judgment based on the civil liability provisions of U.S. federal securities laws. Israeli
courts may refuse to hear a claim based on a violation of U.S. securities laws against us or our non-U.S. officers and directors because
Israel may not be the most appropriate forum to bring such a claim. In addition, even if an Israeli court agrees to hear a claim, it may
determine that Canadian law and not U.S. law is applicable to the claim. If U.S. law is found to be applicable, the content of applicable
U.S. law must be proved as a fact, which can be a time-consuming and costly process. Certain matters of procedure will also be
governed by Canadian law. There is little binding case law in Israel addressing the matters described above. Additionally, Israeli courts
might not enforce judgments obtained in the United States against us or our non-U.S. our directors and executive officers, which may
make it difficult to collect on judgments rendered against us or our non-U.S. officers and directors.
 

Moreover, an Israeli court will not enforce a non-Israeli judgment if it was given in a state whose laws do not provide for the
enforcement of judgments of Israeli courts (subject to exceptional cases), if its enforcement is likely to prejudice the sovereignty or
security of the State of Israel, if it was obtained by fraud or in the absence of due process, if it is at variance with another valid
judgment that was given in the same matter between the same parties, or if a suit in the same matter between the same parties was
pending before a court or tribunal in Israel at the time the foreign action was brought. For more information, see “Enforcement of Civil
Liabilities.”
 
Because we are a corporation incorporated in British Columbia and some of our directors and officers are resident in Canada,
it may be difficult for investors in the United States to enforce civil liabilities against us based solely upon the federal securities
laws of the United States. Similarly, it may be difficult for Canadian investors to enforce civil liabilities against our directors
and officers residing outside of Canada.
 

We are a corporation incorporated under the laws of British Columbia with our principal place of business in Montreal,
Canada. Some of our directors and officers and the auditors or other experts named herein are residents of Canada and all or a
substantial portion of our assets and those of such persons are located outside the United States. Consequently, it may be difficult for
U.S. investors to effect service of process within the United States upon us or our directors or officers or such auditors who are not
residents of the United States, or to realize in the United States upon judgments of courts of the United States predicated upon civil
liabilities under the Securities Act. Investors should not assume that Canadian courts: (1) would enforce judgments of U.S. courts
obtained in actions against us or such persons predicated upon the civil liability provisions of the U.S. federal securities laws or the
securities or blue-sky laws of any state within the United States or (2) would enforce, in original actions, liabilities against us or such
persons predicated upon the U.S. federal securities laws or any such state securities or blue-sky laws.
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Similarly, some of our directors and officers are residents of countries other than Canada and all or a substantial portion of the

assets of such persons are located outside Canada. As a result, it may be difficult for Canadian investors to initiate a lawsuit within
Canada against these non-Canadian residents. In addition, it may not be possible for Canadian investors to collect from these non-
Canadian residents’ judgments obtained in courts in Canada predicated on the civil liability provisions of securities legislation of
certain of the provinces and territories of Canada. It may also be difficult for Canadian investors to succeed in a lawsuit in the United
States, based solely on violations of Canadian securities laws.
  
Operating outside of the United States presents specific risks to our business, and we have substantial operations outside of the
United States.
 

Most of our employee base and operations are located outside the United States, primarily in Canada and Israel. Most of our
clinical testing, research, development and manufacturing operations are conducted outside the United States.
 

Risks associated with operations outside the United States include:
 

● fluctuating foreign currency rates could restrict sales, increase costs of purchasing, and impact collection of receivables
outside of the United States;

  
● volatility in foreign credit markets may affect the financial well-being of our customers and suppliers;

 
● violations of anti-corruption laws, including the Foreign Corrupt Practices Act and the U.K. Bribery Act could result in

large fines and penalties;
 

● violations of privacy and data security laws could result in large fines and penalties; and
 

● tax disputes with foreign taxing authorities, and any resultant taxation in foreign jurisdictions associated with operations
in such jurisdictions, including with respect to transfer pricing practices associated with such operations.

 
Foreign currency fluctuations may reduce our competitiveness and sales in foreign markets.
 

The relative change in currency values creates fluctuations in product pricing for international customers. These changes in
foreign end-customer costs may result in lost orders and reduce the competitiveness of our products in certain foreign markets. These
changes may also negatively impact the financial condition of some foreign customers and reduce or eliminate their future orders of
our products.
 

Adverse changes in, or uncertainty of, local business laws or practices, including the following:
 

● foreign governments may impose burdensome tariffs, quotas, taxes, trade barriers, or capital flow restrictions;
 

● restrictions on the export or import of technology may reduce or eliminate the ability to sell in or purchase from certain
markets;

 
● political and economic instability, including deterioration of political relations between the United States and other

countries, may reduce demand for our solutions or put our non-U.S. assets at risk;
 

● potentially limited intellectual property protection in certain countries may limit recourse against infringing on our
solutions or cause us to refrain from selling in certain geographic territories;

 
● staffing may be difficult along with higher turnover at international operations;

  
● transportation delays and customs related delays that may affect production and distribution of our products; and

 
● integration and enforcement of laws vary significantly among jurisdictions and may change significantly over time.

 
Our failure to manage any of these risks successfully could harm our international operations and adversely impact our

business, operating results and financial condition.
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General Risk Factors

 
We will incur significant increased costs as a result of the listing of our securities for trading on Nasdaq. By becoming a public
company in the United States, our management will be required to devote substantial time to new compliance initiatives as well
as compliance with ongoing U.S. requirements. 
 

Upon the listing of securities on Nasdaq, we will become a publicly traded company in the United States. As a public
company in the United States, we will incur additional significant accounting, legal and other expenses that we did not incur before the
offering. We also anticipate that we will incur costs associated with corporate governance requirements of the SEC, as well as
requirements under Section 404 and other provisions of the Sarbanes-Oxley Act. We expect these rules and regulations to increase our
legal and financial compliance costs, introduce new costs such as investor relations, stock exchange listing fees and shareholder
reporting, and to make some activities more time consuming and costly. The implementation and testing of such processes and systems
may require us to hire outside consultants and incur other significant costs. Any future changes in the laws and regulations affecting
public companies in the United States, including Section 404 and other provisions of the Sarbanes-Oxley Act, and the rules and
regulations adopted by the SEC, for so long as they apply to us, will result in increased costs to us as we respond to such changes.
These laws, rules and regulations could make it more difficult or more costly for us to obtain certain types of insurance, including
director and officer liability insurance, and we may be forced to accept reduced policy limits and coverage or incur substantially higher
costs to obtain the same or similar coverage. The impact of these requirements could also make it more difficult for us to attract and
retain qualified persons to serve on our board of directors, our board committees, or as executive officers. 
 
If we are not able to attract and retain highly skilled managerial, scientific, technical and marketing personnel, we may not be
able to implement our business model successfully.

 
Our success depends in part on our continued ability to attract, retain and motivate highly qualified management, clinical and

scientific personnel. We are highly dependent upon our senior management as well as other employees, consultants and scientific and
medical collaborators. Our management team must be able to act decisively to apply and adapt our business model in the rapidly
changing markets in which we will compete. In addition, we will rely upon technical and scientific employees or third-party
contractors to effectively establish, manage and grow our business. Consequently, we believe that our future viability will depend
largely on our ability to attract and retain highly skilled managerial, sales, scientific and technical personnel. In order to do so, we may
need to pay higher compensation or fees to our employees or consultants than currently expected and such higher compensation
payments may have a negative effect on our operating results. Competition for experienced, high-quality personnel in the medical
device field is intense. We may not be able to hire or retain the necessary personnel to implement our business strategy. Our failure to
hire and retain quality personnel on acceptable terms could impair our ability to develop new products and services and manage our
business effectively.
 
Our business and operations might be adversely affected by security breaches, including any cybersecurity incidents.

 
We depend on the efficient and uninterrupted operation of our computer and communications systems, and those of our

consultants, contractors and vendors, which we use for, among other things, sensitive company data, including our intellectual property,
financial data and other proprietary business information.

 
While certain of our operations have business continuity and disaster recovery plans and other security measures intended to

prevent and minimize the impact of IT-related interruptions, our IT infrastructure and the IT infrastructure of our consultants,
contractors and vendors are vulnerable to damage from cyberattacks, computer viruses, unauthorized access, electrical failures and
natural disasters or other catastrophic events. We could experience failures in our information systems and computer servers, which
could result in an interruption of our normal business operations and require substantial expenditure of financial and administrative
resources to remedy. System failures, accidents or security breaches can cause interruptions in our operations and can result in a
material disruption of our targeted phage therapies, product candidates and other business operations. The loss of data from completed
or future studies or clinical trials could result in delays in our research, development or regulatory approval efforts and significantly
increase our costs to recover or reproduce the data. To the extent that any disruption or security breach were to result in a loss of, or
damage to, our data or applications, or inappropriate disclosure of confidential or proprietary information, we could incur regulatory
investigations and redresses, penalties and liabilities and the development of our product candidates could be delayed or otherwise
adversely affected.
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Even though we believe we carry commercially reasonable business interruption and liability insurance, we might suffer

losses as a result of business interruptions that exceed the coverage available under our insurance policies or for which we do not have
coverage. For example, we are not insured against terrorist attacks or cyberattacks. Any natural disaster or catastrophic event could
have a significant negative impact on our operations and financial results. Moreover, any such event could delay the development of
our product candidates.

 
Sales of a significant number of our Common Shares in the public markets or significant short sales of our Common Shares, or
the perception that such sales could occur, could depress the market price of our Common Shares and impair our ability to
raise capital.

 
Sales of a substantial number of our Common Shares or other equity-related securities in the public markets, could depress the

market price of our Common Shares. If there are significant short sales of our Common Shares, the price decline that could result from
this activity may cause the share price to decline more so, which, in turn, may cause long holders of the Common Shares to sell their
shares, thereby contributing to sales of Common Shares in the market. Such sales also may impair our ability to raise capital through
the sale of additional equity securities in the future at a time and price that our management deems acceptable, if at all.
 
If securities or industry analysts do not publish or cease publishing research or reports about us, our business or our market,
or if they adversely change their recommendations or publish negative reports regarding our business or the Common Shares,
our share price and trading volume could decline.
 

The trading market for the Common Shares will be influenced by the research and reports that industry or securities analysts
may publish about us, our business, our market or our competitors. We do not have any control over these analysts and we cannot
provide any assurance that analysts will cover us or provide favorable coverage. If any of the analysts who may cover us adversely
change their recommendation regarding the Common Shares, or provide more favorable relative recommendations about our
competitors, the price of our Common Shares would likely decline. If any analyst who may cover us were to cease coverage of our
company or fail to regularly publish reports on us, we could lose visibility in the financial markets, which in turn could cause the price
of our Common Shares or trading volume to decline.
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SPECIAL NOTE REGARDING FORWARD-LOOKING STATEMENTS

 
This prospectus contains forward-looking statements concerning our business, operations and financial performance and

condition, as well as our plans, objectives and expectations for our business operations and financial performance and condition. Any
statements contained herein that are not statements of historical facts may be deemed to be forward-looking statements. In some cases,
you can identify forward-looking statements by terminology such as “aim,” “anticipate,” “assume,” “believe,” “contemplate,”
“continue,” “could,” “due,” “estimate,” “expect,” “goal,” “intend,” “may,” “objective,” “plan,” “predict,” “potential,” “positioned,”
“seek,” “should,” “target,” “will,” “would,” and other similar expressions that are predictions of or indicate future events and future
trends, or the negative of these terms or other comparable terminology. These forward-looking statements include, but are not limited
to, statements about:

 
● the ability of our pre-clinical and any future clinical trials to demonstrate safety and efficacy of our future product

candidates, and other positive results;
   

● the timing and focus of our future preclinical studies and clinical trials, and the reporting of data from those studies and
trials;

   
● the size of the market opportunity for our future product candidates, including our estimates of the number of patients

who suffer from the diseases we are targeting;
   

● the success of competing therapies that are or may become available;
   

● the beneficial characteristics, safety, efficacy and therapeutic effects of our future product candidates, as well as the
potential healthcare costs saved through utilizing our future product candidates;

   
● the ability of our future product candidate to address needs not currently addressed by the psychedelic industry;

   
● our ability to obtain and maintain regulatory approval of our future product candidates;

   
● our plans relating to the further development of our future product candidates, including additional disease states or

indications we may pursue;
   

● existing regulations and regulatory developments in the United States and other jurisdictions;
   

● our plans and ability to obtain or protect intellectual property rights, including extensions of patent terms where available
and our ability to avoid infringing the intellectual property rights of others;

   
● the ability of our management team to oversee our drug research programs;

   
● the need to hire additional personnel and our ability to attract and retain such personnel;

   
● our estimates regarding expenses, future revenue, capital requirements and needs for additional financing;
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● our dependence on third parties;

   
● our ability to compete with other companies who offer products that address similar issues that our future product

candidates will address;
   

● our financial performance;
   

● the period over which we estimate our existing cash and cash equivalents will be sufficient to fund our future operating
expenses and capital expenditure requirements;

   
● our ability to generate revenue and profit margin under our anticipated contracts which is subject to certain risks;

   
● difficulties in our and our partners’ ability to recruit and retain qualified physicians and other healthcare professionals,

and enforce our non-compete agreements with our physicians; and
   

● our ability to restructure our operations to comply with future changes in government regulation.
 

Forward-looking statements are based on our management’s current expectations, estimates, forecasts and projections about
our business and the industry in which we operate and our management’s beliefs and assumptions, and are not guarantees of future
performance or development and involve known and unknown risks, uncertainties and other factors that are in some cases beyond our
control. As a result, any or all of our forward-looking statements in this prospectus may turn out to be inaccurate. Important factors that
may cause actual results to differ materially from current expectations include, among other things, those listed under “Risk Factors”
and elsewhere in this prospectus. Potential investors are urged to consider these factors carefully in evaluating the forward-looking
statements.
 

The forward-looking statements included in this prospectus speak only as of the date of this prospectus. Although we believe
that the expectations reflected in the forward-looking statements are reasonable, we cannot guarantee that future results, levels of
activity, performance and events and circumstances reflected in the forward-looking statements will be achieved or will occur. Except
as required by law, we assume no obligation to update or revise these forward-looking statements for any reason, even if new
information becomes available in the future. You should, however, review the factors and risks we describe in the reports we will file
from time to time with the SEC after the date of this prospectus. See “Where You Can Find More Information.”
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USE OF PROCEEDS

 
We estimate that the net proceeds from the sale of Common Shares in this offering will be approximately $7.6 million, after

deducting the estimated underwriting discounts and commissions and estimated offering expenses payable by us, based on an assumed
public offering price of $7.00 per Common Share (the midpoint of the range set forth on the cover page of this prospectus), after
deducting underwriting discounts and commissions and estimated offering expenses payable by us. If the underwriters exercise their
option to purchase up to an additional 188,250 Common Shares in full, we estimate that the net proceeds to us from this offering will
be approximately $1.2 million, after deducting the estimated underwriting discounts and commissions and estimated offering expenses
payable by us.

 
Each $1.00 increase (decrease) in the assumed initial public offering price of $7.00 per Common Share would increase

(decrease) the net proceeds to us from this offering, after deducting the estimated underwriting discounts and commissions and
estimated offering expenses payable by us, by $1.2 million, assuming that the number of Common Shares offered by us, as set forth on
the cover page of this prospectus, remains the same. We may also increase or decrease the number of Common Shares we are offering.
An increase (decrease) of 1.0 million in the number of Common Shares we are offering would increase (decrease) the net proceeds to
us from this offering, after deducting the estimated underwriting discounts and commissions and estimated offering expenses payable
by us, by $6.4 million, assuming the assumed initial public offering price stays the same.

 
We currently expect to use the net proceeds from this offering for the following purposes:

  
 ● approximately $1.5 million to advance the formulation and clinical development efforts in our MEAI patented

compounds;
 

 ● approximately $1.0 million to complete the pre-IND enabling studies and IND submission;
 

 ● approximately $3.5 million to complete our planned Phase I/IIa studies; and
    

● the remainder for working capital and general corporate purposes and possible in-licensing of intellectual property for
new product candidates.

 
The amounts and schedule of our actual expenditures will depend on multiple factors including the progress of our clinical

development and regulatory efforts, the status and results of the clinical trials, the pace of our partnering efforts in regard to
manufacturing and commercialization and the overall regulatory environment. Therefore, our management will retain broad discretion
over the use of the proceeds from this offering. We may ultimately use the proceeds for different purposes than what we currently
intend. Pending any ultimate use of any portion of the proceeds from this offering, if the anticipated proceeds will not be sufficient to
fund all the proposed purposes, our management will determine the order of priority for using the proceeds, as well as the amount and
sources of other funds needed.
 

Although we currently anticipate that we will use the net proceeds from this offering as described above, there may be
circumstances where a reallocation of funds is necessary. Due to the uncertainties inherent in the clinical development and regulatory
approval process, it is difficult to estimate with certainty the exact amounts of the net proceeds from this offering that may be used for
any of the above purposes on a stand-alone basis. Amounts and timing of our actual expenditures will depend upon a number of
factors, including our sales, marketing and commercialization efforts, regulatory approval and demand for our product candidates,
operating costs and other factors described under “Risk Factors” in this prospectus. Accordingly, our management will have flexibility
in applying the net proceeds from this offering. An investor will not have the opportunity to evaluate the economic, financial or other
information on which we base our decisions on how to use the proceeds.
 

Based on our current plans, we believe that our existing cash, cash equivalents and short-term deposits, together with the net
proceeds of this offering, will be sufficient to enable us to fund our operating expenses and capital expenditure requirements through to
December 2023. We anticipate that these funds, together with the net proceeds of this offering, will be sufficient to advance the
formulation and clinical development efforts in our MEAI patented compounds and our future molecules. We have based this estimate
on assumptions that may prove to be incorrect, and we could use our available capital resources sooner than we currently expect.
 

Pending our application of the net proceeds from this offering, we plan to invest such proceeds in short-term, investment-
grade, interest-bearing securities and depositary institutions.
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DIVIDEND POLICY

 
We have never declared or paid any cash dividends to our shareholders of our Common Shares, and we do not anticipate or

intend to pay cash dividends in the foreseeable future. Payment of cash dividends, if any, in the future will be at the discretion of our
board of directors, or our Board, in compliance with applicable legal requirements and will depend on a number of factors, including
future earnings, our financial condition, operating results, contractual restrictions, capital requirements, business prospects, our
strategic goals and plans to expand our business, applicable law and other factors that our Board may deem relevant.
 

The BCBCA imposes further restrictions on our ability to declare and pay dividends. See “Description of Share Capital—
Dividends” for additional information.
 

Payment of dividends may be subject to Canadian withholding taxes. See “Taxation—Material Canadian Federal Income Tax
Considerations” for additional information.
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CAPITALIZATION

 
The following table sets forth our cash and our capitalization as of July 31, 2022:  

 
● on an actual basis.

 
 ● on an as adjusted basis to give effect to the additional issuance of 1,255,000 Common Shares in this offering, at an

assumed public offering price of $7.00 per Common Shares, based on an assumed public offering price of $7.00 per
Common Share (the midpoint of the range set forth on the cover page of this prospectus), as if the sale of the securities
had occurred on July 31, 2022.

 
The as adjusted information set forth in the table below is illustrative only and will be adjusted based on the actual public offering price
and other terms of this offering determined at pricing.
 

You should read this table in conjunction with the sections titled “Summary Consolidated Financial Data” and “Management’s
Discussion and Analysis of Financial Condition and Results of Operations” and our consolidated financial statements and related notes
included elsewhere in this prospectus.
 

  As of July 31, 2022  

  Actual   
As 

Adjusted (1) 

Canadian and U.S. dollars, in thousands  CAD   

USD
Convenience
translation   

USD
Convenience
translation  

Cash  $ 511  $ 399  $ 8,021 
             
Shareholders’ equity:             
Share capital   9,134   7,125   14,897 
Shares issuable   530   413   413 
Warrant reserve   645   503   503 
Share-based payment reserve   1,782   1,390   1,390 
Accumulated other comprehensive loss   (17)   (13)   (13)
Deficit   (11,711)   (9,135)   (9,285)
             
Total shareholders’ equity   363   283   7,905 
Total capitalization   363   283   7,905 
 

The number of the Common Shares to be issued and outstanding immediately after this offering as shown above assumes that
all of the Common Shares offered hereby are sold, and is based on 1,319,770 Common Shares issued and outstanding as of the date of
this prospectus. This number excludes:

 
 ● 592,911 Common Shares issuable upon the exercise of warrants outstanding as of such date, at exercise prices ranging

from CAD$4.50 to CAD$60.00, all of which were vested as of such date;
 

 ● 157,666 Common Shares issuable upon the exercise of options to directors, employees and consultants under our
incentive option plan outstanding as of such date, at a weighted average exercise price of CAD$20.70, of which 47,561
were vested as of such date; and

 
 ● 28,824 Common Shares issuable upon the exercise of Restricted Share Units issued to consultants under consulting

agreements.   
 

(1) Each $1.00 increase or decrease in the assumed initial public offering price of $7.00 per Common Share, based on an assumed
public offering price of $7.00 per Common Share (the midpoint of the range set forth on the cover page of this prospectus), would
increase or decrease, respectively, the amount of cash, total shareholders’ equity and total capitalization by $1.15 million,
assuming the number of Common Shares offered by us, as set forth on the cover page of this prospectus, remains the same, and
after deducting the estimated underwriting discounts and commissions and estimated offering expenses payable by us. We may
also increase or decrease the number of Common Shares we are offering.



 
An increase or decrease of 1.0 million in the number of Common Shares we are offering would increase or decrease,

respectively, the amount of cash, cash equivalents and short-term deposits, total shareholders’ (deficiency) equity and total
capitalization by $6.4 million, assuming the assumed initial public offering price per Common Share, as set forth on the cover page of
this prospectus, remains the same.
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DILUTION

 
If you invest in our Common Shares in this offering, your interest will be immediately diluted to the extent of the difference

between the initial public offering price per Common Share in this offering and the as adjusted net tangible book value per Common
Share after this offering. Dilution results from the fact that the initial public offering price per Common Share is substantially in excess
of the net tangible book value per Common Share. As of July 31, 2022, we had a historical net tangible book value of $128,955
(CAD$165,327), or $0.10 (CAD$0.13) per Common Share. Our net tangible book value per share represents total tangible assets less
total liabilities, divided by the number of Common Shares outstanding on July 31, 2022.

 
After giving effect to the sale of Common Shares in this offering at an assumed initial public offering price of $7.00 per

Common Share, based on an assumed public offering price of $7.00 per Common Share (the midpoint of the range set forth on the
cover page of this prospectus). Our as adjusted net tangible book value at July 31, 2022 would have been $3.01 per share. This
represents an immediate increase in as adjusted net tangible book value of $2.91 per share to existing shareholders and immediate
dilution of $3.99 per Common Share to new investors.

 
The following table illustrates this dilution per Common Share in this offering: 
 

Assumed public offering price per Common Share  $ 7.00 
Net tangible book value per Common Share as of July 31, 2022 (CAD$0.13)   0.10 
Increase in net tangible book value per Common Share attributable to new investors   2.91 
As adjusted net tangible book value per Common Share after this offering   3.01 
Dilution per Common Share to new investors   3.99 

 
We may choose to raise additional capital due to market conditions or strategic considerations even if we believe we have

sufficient funds for our current or future operating plans. To the extent that we raise additional capital through the sale of equity or
convertible debt securities, the issuance of these securities could result in further dilution to our equity holders.
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The following table shows, as of July 31, 2022, on an as adjusted basis, the number of Common Shares purchased from us, the

total consideration paid to us and the average price paid per share by existing shareholders and by new investors purchasing Common
Shares in this offering at an assumed initial public offering price of $7.00 per Common Share, which is the midpoint of the price range
set forth on the cover page of this prospectus, before deducting the estimated underwriting discounts and commissions and estimated
offering expenses payable by us:

 

  Shares   Total Consideration   

Average 
Price 
Per

Ordinary  
  Number   Percent   Amount   Percent   Share  

Existing shareholders   1,319,770   51.3% $ 7,569,062   46.3% $ 5.74 
New investors   1,255,000   48.7% $ 8,785,000   53.7% $ 7.00 
Total   2,574,770   100.0% $ 16,354,062   100% $ 6.35 

 
The number of the Common Shares to be issued and outstanding immediately after this offering as shown above assumes that

all of the Common Shares offered hereby are sold, and is based on 1,319,770 Common Shares issued and outstanding as of the date of
this prospectus. This number excludes:

 
 ● 592,911 Common Shares issuable upon the exercise of warrants outstanding as of such date, at exercise prices ranging

from CAD$4.50 to CAD$60.00, all of which were vested as of such date;
 

 ● 157,666 Common Shares issuable upon the exercise of options to directors, employees and consultants under our
incentive option plan outstanding as of such date, at a weighted average exercise price of CAD$20.70, of which 47,561
were vested as of such date;   

 
 ● 28,824 Common Shares issuable upon the exercise of Restricted Share Units issued to consultant under consulting

agreements.   
 
To the extent that outstanding options are exercised, new options or warrants are issued or we issue additional Common

Shares in the future, there will be further dilution to new investors. We may choose to raise additional capital due to market conditions
or strategic considerations even if we believe we have sufficient funds for our current or future operating plans. To the extent that we
raise additional capital through the sale of equity or convertible debt securities, the issuance of these securities could result in further
dilution to our equity holders.

 
If the underwriters exercise in full their option to purchase additional Common Shares, the as adjusted net tangible book value

will increase to $3.50 per Common Share, representing an immediate increase in the as adjusted net tangible book value to existing
shareholders of $3.40 per Common Share and an immediate dilution of $3.50 per Common Share to new investors participating in this
offering.

 
In addition, on June 29, 2022, we entered into an the Medigus Amendment. Pursuant to the Medigus Amendment, Medigus

will be entitled to receive 48,759 Common Shares upon the successful completion of our initial public offering. See “Prospectus
Summary – Recent Developments” for further information.
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MANAGEMENT’S DISCUSSION AND ANALYSIS OF FINANCIAL CONDITION AND

RESULTS OF OPERATIONS
 

You should read the following discussion in conjunction with our audited consolidated financial statements including the
related notes thereto, beginning on page F-1 of this prospectus. In addition to historical information, this discussion contains forward-
looking statements that involve risks and uncertainties. You should read the sections of this prospectus titled “Risk Factors” and
“Special Note Regarding Forward-Looking Statements” for a discussion of the factors that could cause our actual results to differ
materially from our expectations.
 
Overview

 
We are a pre-clinical pharmaceutical company approaching phase 1 clinical trials, that develops novel psychedelic medicines

to solve widespread, yet under-served, health problems. Our goal is to develop and provide a new type of treatment for mental health
disorders, including AUDs, binge drinking and eating disorders, where there is significant unmet need and lack of innovation. We see
psychedelic therapies, which previously may have been overlooked or underused, as the future of treatment for a variety of indications.
We believe that our solution for AUDs can help solve one of the world’s biggest health problems, which costs the United States alone
$250 billion each year.

 
We have experienced net losses in every period since our inception in 2017. We incurred net losses of CAD$3,719,745 and

CAD$233,220 for the years ended October 31, 2021, and 2020, respectively. As of July 31, 2022, we had an accumulated deficit of
CAD$11,711,481. We anticipate that we will continue to incur significant losses for the foreseeable future as our operating expenses
and capital expenditures increase substantially due to our continued investment in our research and development activities and as we
hire additional employees over the coming years. Furthermore, upon closing of this offering, we expect to incur additional expenses
associated with operating as a U.S. public company, including significant legal, accounting, investor relations and other expenses.

 
For further information regarding our business and operations, see “Business” below.

 
Components of Operating Results
 
Research and Development Expenses

 
Research and development activities are our primary focus. We do not believe that it is possible at this time to accurately

project total expenses required for us to reach the point at which we will be ready to out-license our technologies. Development
timelines, the probability of success and development costs can differ materially from expectations. In addition, we cannot forecast
whether and when collaboration arrangements will be entered into, if at all, and to what degree such arrangements would affect our
development plans and capital requirements. We expect our research and development expenses to increase over the next several years
as our development program progresses. We would also expect to incur increased research and development expenses if we were to
identify and develop additional technologies.

 
Research and development expenses include the following:
 
● employee-related expenses, such as salaries and share-based compensation;
 
● expenses relating to outsourced and contracted services, such as consulting, research and advisory services;
 
● supply and development costs;
 
● expenses incurred in operating our small-scale equipment; and
 
● costs associated with regulatory compliance.
 
We recognize research and development expenses as we incur them.

 

75



 

 
General and Administrative Expenses

 
General and administrative expenses consist primarily of personnel costs, including share-based compensation related to

directors and employees, facility costs, patent application and maintenance expenses, and external professional service costs, including
legal, accounting, audit, finance, business development, investor relations and human resource services, and other consulting fees.

 
We anticipate that our general and administrative expenses will increase in the future as we increase our administrative

headcount and infrastructure to support our continued research and development programs and the potential commercialization of our
products. We also anticipate that we will incur increased expenses related to audit, legal, regulatory and tax-related services associated
with maintaining compliance with Nasdaq and SEC requirements, director and officer insurance premiums, director compensation, and
other costs associated with being a public company.
 
Income Taxes

 
We have yet to generate taxable income in Israel or Canada. We anticipate that we will continue to generate tax losses for the

foreseeable future and that we will be able to carry forward these tax losses indefinitely to future taxable years. Accordingly, we do not
expect to pay taxes in Israel until we have taxable income after the full utilization of our carry forward tax losses.
 
Results of Operations

 
Our results of operations have varied in the past and can be expected to vary in the future due to numerous factors. We believe

that period-to-period comparisons of our operating results are not necessarily meaningful and should not be relied upon as indications
of future performance.
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Nine Months Ended July 31, 2022 Compared to Nine Months Ended July 31, 2021
 
Research and development expenses

 
Research and development expenses increased by CAD$2,395,351 for the nine months ended July 31, 2022, compared to

CAD$57,260 for nine months ended July 31, 2021. This increase is mostly due to company growth.
 

General and administrative expenses
 
General and administrative expenses increased by CAD$3,193,690 to CAD$4,506,566 for the nine months ended July 31,

2022, compared to CAD$1,312,876 for the nine months ended July 31, 2021. The increase resulted from increase in professional and
consulting fees of CAD$975,507, increase in share-based compensation expense of CAD$1,345,227, increase in salaries and benefits
of CAD$90,429, and an increase in Investor relations of CAD$383,034 for the nine months ended July 31, 2022 as compared the nine
months ended July 31, 2021 related to hiring additional employees and engaging consultants in connection with our new business of
researching and developing designer therapeutics.  

 
Net loss

 
Net loss increased by CAD$5,902,202 to CAD$7,272,338 for the nine months ended July 31, 2022, compared to

CAD$1,370,136 for the nine months ended July 31, 2021. The increase resulted mainly from increased research and development
expenses and general and administrative expenses.
 
Year Ended October 31, 2021 Compared to Year Ended October 31, 2020
 
Research and development expenses

 
Research and development expenses increased by CAD$646,487 to CAD$646,487 for the year ended October 31, 2021,

compared to CAD$nil for the year ended October 31, 2020. The increase resulted mainly from pre-clinical studies expenses related to
our new business of researching and developing designer therapeutics.

 
General and administrative expenses

 
General and administrative expenses increased by CAD$2,796,509 to CAD$3,029,729 for the year ended October 31, 2021,

compared to CAD$233,220 for the year ended October 31, 2020. The increase resulted from increase in professional and consulting
fees of CAD $1,173,333, increase in share-based compensation expense of CAD$846,155, increase in salaries and benefits of
CAD$405,632, and an increase in other general and administrative expenses of CAD$371,390 for the year ended October 31, 2021 as
compared to the year ended October 31, 2020 related to hiring additional employees and engaging consultants in connection with our
new business of researching and developing designer therapeutics.  

 
Net loss and comprehensive loss

 
Net loss increased by CAD$3,306,836 to CAD$3,719,745 for the year ended October 31, 2021, compared to CAD$412,909

for the year ended October 31, 2020. The increase resulted mainly increased research and development expenses and general and
administrative expenses as discussed above.
 
Critical Accounting Policies

 
Management’s discussion and analysis of our financial condition and results of operations is based on our consolidated

financial statements, which have been prepared in accordance with IFRS. The preparation of these consolidated financial statements
requires management to make estimates and assumptions for the reported amounts of assets, liabilities, revenue, expenses and related
disclosures. Our estimates are based on our historical experience and on various other factors that management believes are reasonable
under the circumstances, the results of which form the basis for making judgments about the carrying value of assets and liabilities that
are not readily apparent from other sources. Actual results may differ from these estimates under different assumptions or conditions
and any such differences may be material.

 
While our significant accounting policies are more fully described in the Note 2 to the audited consolidated financial

statements appearing elsewhere in this prospectus, management believes the following discussion addresses the our most critical



accounting policies, which are those that are most important to the financial condition and results of operations and require our most
difficult, subjective and complex judgments.
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Significant Estimates
 
Impairment of Non-Financial Assets

 
In assessing impairment, management estimates the recoverable amount of each asset or cash-generating unit based expected

future cash flows and uses an interest rate to discount them. Estimation uncertainty relates to assumptions about future operating results
and the determination of a suitable discount rate.
  
Share-based Compensation

 
Fair values are determined using the Black-Scholes option pricing model.
 
Estimating fair value requires determining the most appropriate valuation model for a grant of equity instruments, which is

dependent on the terms and conditions of the grant. Option-pricing models require the use of highly subjective estimates and
assumptions including the expected stock price volatility. Changes in the underlying assumptions can materially affect the fair value
estimates and, therefore, existing models do not necessarily provide reliable measurement of the fair value of the Company’s stock
options.
 
Deferred Income Taxes
 

The determination of income tax expense and the composition of deferred income tax assets and liabilities involves judgment
and estimates as to the future taxable earnings, expected timing of reversals of deferred income tax assets and liabilities, and
interpretations of tax laws. The Company is subject to assessments by tax authorities who may interpret the tax law differently.
Changes in these interpretations, judgments, and estimates may materially affect the final amount of deferred income tax provisions,
deferred income tax assets and liabilities, and results of operations.

 
Significant Judgments
 

The critical judgments that the Company’s management has made in the process of applying the Company’s accounting
policies that have the most significant effect on the amounts recognized in the Company’s consolidated financial statements are as
follows:

 
Going Concern
 

The application of the going concern assumption which requires management to take into account all available information
about the future, which is at least but not limited to, 12 months from the year end of the reporting period. The Company is aware that
material uncertainties related to events or conditions may cast significant doubt upon the Company’s ability to continue as a going
concern.

 
Exploration and Evaluation Assets
 

The application of the Company’s accounting policy for exploration and evaluation expenditures requires judgment in
determining whether it is likely that future economic benefits are likely either from future exploitation or sale or where activities have
not reached a stage which permits a reasonable assessment of the existence of reserves. The deferral policy requires management to
make certain estimates and assumptions about future events or circumstances, in particular whether an economically viable extraction
operation can be established. Estimates and assumptions may change if new information becomes available. If information becomes
available suggesting that the recovery of expenditure is unlikely, the amount capitalized is written off in the consolidated statement of
operations in the period when the new information becomes available.
 
Recently Issued Accounting Pronouncements

 
A number of new standards, and amendments to standards and interpretations, are not yet effective for the year ended October

31, 2021 and for the nine months ended July 31, 2022, and have not been early adopted in preparing the consolidated financial
statements. These new standards, and amendments to standards and interpretations are either not applicable or are not expected to have
a significant impact on the Company’s consolidated financial statements.
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Emerging Growth Company Status

 
We qualify as an “emerging growth company” as defined in the Jumpstart Our Business Startups Act of 2012, or the JOBS

Act. An emerging growth company may take advantage of specified reduced reporting and other burdens that are otherwise applicable
generally to public companies. These provisions include:

 
● a requirement to present only two years of audited financial statements in addition to any required interim financial

statements and correspondingly reduced Management’s Discussion and Analysis of Financial Condition and Results of
Operations disclosure;

 
● to the extent that we no longer qualify as a foreign private issuer, (i) reduced disclosure obligations regarding executive

compensation in our periodic reports and proxy statements and (ii) exemptions from the requirement to hold a non-
binding advisory vote on executive compensation, including golden parachute compensation;

 
● an exemption from the auditor attestation requirement in the assessment of our internal control over financial reporting

pursuant to the Sarbanes-Oxley Act of 2002; and
 

● an exemption from compliance with the requirement that the Public Company Accounting Oversight Board has adopted
regarding a supplement to the auditor’s report providing additional information about the audit and the financial
statements.

 
We may take advantage of these exemptions for up to five years or until such earlier time that we are no longer an emerging

growth company. We would cease to be an emerging growth company upon the earliest to occur of: (i) the last day of the fiscal year in
which we have total annual gross revenues of $1.07 billion or more; (ii) the date on which we have issued more than $1.0 billion in
nonconvertible debt during the previous three years; (iii) the date on which we are deemed to be a large accelerated filer under the rules
of the SEC; or (iv) the last day of the fiscal year following the fifth anniversary of this offering. We may choose to take advantage of
some but not all of these exemptions. Section 107 of the JOBS Act provides that an “emerging growth company” can take advantage of
the extended transition period provided in Section 7(a)(2)(B) of the Securities Act for complying with new or revised accounting
standards. This means that an “emerging growth company” can delay the adoption of certain accounting standards until those standards
would otherwise apply to private companies. Given that we currently report and expect to continue to report our financial results under
IFRS as issued by the IASB, we will not be able to avail ourselves of this extended transition period and, as a result, we will adopt new
or revised accounting standards on the relevant dates on which adoption of such standards is required by the IASB.
 
Liquidity and Capital Resources

 
As at July 31, 2022 and October 31, 2021, the Company had cash on hand of CAD$511,420 and CAD$4,599,437,

respectively (October 31, 2020 - CAD$329,841) and working capital of CAD$103,424 and CAD$4,563,211, respectively (October 31,
2020 - CAD$319,604).

 
The Company may have capital requirements in excess of its currently available resources. In the event the Company’s plans

change, its assumptions change or prove inaccurate, or its capital resources in addition to projected cash flow, if any, prove to be
insufficient to fund operations, the Company may be required to seek additional financing. There can be no assurance that the
Company will have sufficient financing to meet its future capital requirements or that additional financing will be available on terms
acceptable to the Company in the future.

 
We have financed our operations for the last year primarily from our issuance of Common Shares.
 
Since the Company announced its Change of Business on May 25, 2021, we raised an aggregate of CAD$7,954,514 net of

issuance costs. As of July 31, 2022 and October 31, 2021, we had CAD$511,420 and CAD$4,599,437 in cash respectively.
 

The table below shows a summary of our cashflows for the periods indicated:
 

  
Year Ended 
October 31,   

Year Ended 
October 31,   

Nine
Months
Ended

July 31,   

Nine
Months
Ended 
July 31,  

 2021   2020   2022   2021  
Canadian dollars, in thousands  CAD   CAD  



Net cash used in operating activities   (2,835)   (265)   (4,801)   (1,073)
Net cash used in investing activities   (251)   (5)   (63)   (10)
Net cash provided by financing activities   7,356   599   793   7,356 
Effect of foreign exchange on cash   -   -   (17)   - 
Net increase (decrease) in cash   4,270   329   (4,088)   6,273 
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Nine Months Ended July 31, 2022 Compared to Nine Months Ended July 31, 2021
 

Net cash provided by (used in) operating activities – continuing operations
 

Net cash used in operating activities increased by CAD$3,727,709 to CAD$4,800,560 for the nine months ended July 31,
2022 compared to CAD$1,072,851 for the nine months ended July 31, 2021. This increase is mostly due to company growth and the
increased expenditures on research and development during the period. 
 

Net cash used in investing activities
 

Net cash used in investing activities increased by CAD$53,399 to CAD$63,399 for the nine months ended July 31, 2022
compared to CAD$10,000 for the nine months ended July 31, 2021. The increase was mainly due to the finder’s fee on acquisition of
the short-term investment.

 
Net cash used in financing activities

 
Net cash provided by financing activities decreased by CAD$6,563,161 to CAD$792,627 for the nine months ended July 31,

2022 compared to CAD$7,355,788 for the nine months ended July 31, 2021. Cash provided in 2022 and 2021 was from proceeds from
private placements, net of share issuance costs.

 
We have incurred losses and cash flow deficits from operations since inception, resulting in an accumulated deficit at July 31,

2022 of CAD$11,711,481.
 

Year Ended October 31, 2021 Compared to Year Ended October 31, 2020
 

Net cash provided by (used in) operating activities – continuing operations
 

Net cash used in operating activities increased by CAD$2,570,577 to CAD$2,835,029 for the year ended October 31, 2021
compared to CAD$264,452 for the year ended October 31, 2020. This increase was mainly due to hiring additional employees and
engaging consultants in connection with our new business of researching and developing designer therapeutics.
 

Net cash used in investing activities
 

Net cash used in investing activities increased by CAD$246,094 to CAD$251,189 for the year ended October 31, 2021
compared to CAD$5,095 for the year ended October 31, 2020. This increase was mainly due to an assignment agreement whereby the
Company acquired patents and patent applications to be used in pre-clinical drug research programs and due to a payment related to
exploration and evaluation activity.
 

Net cash used in financing activities
 

Net cash provided by financing activities increased by CAD$6,757,114 to CAD$7,355,814 for the year ended October 31,
2021 compared to CAD$598,700 for the year ended October 31, 2020. This increase was due to increase in share capital issuance
relating the Company’s change of business.

 

We have incurred losses and cash flow deficits from operations since inception, resulting in an accumulated deficit at October
31, 2021 of CAD$4,439,143. As of July 31, 2022, our accumulated deficit was CAD$11,711,481. We anticipate that we will continue
to incur net losses for the foreseeable future. To meet future capital needs, we would need to raise additional capital through equity or
debt financing or other strategic transactions. However, any such financing may not be on favorable terms or even available to us. Our
failure to obtain sufficient funds on commercially acceptable terms when needed would have a material adverse effect on our business,
results of operations and financial condition. Our forecast of the period of time through which our financial resources will be adequate
to support our operations is a forward-looking statement that involves risks and uncertainties, and the actual amount of our expenses
could vary materially and adversely as a result of a number of factors. We have based our estimates on assumptions that may prove to
be wrong, and our expenses could prove to be significantly higher than we currently anticipate.

 

Our future capital requirements will depend on many factors, including, but not limited to:
 

● the progress and costs of our research and development activities;
 

● the costs of development and expansion of our operational infrastructure;
 

● our ability, or that of our collaborators, to achieve development milestones and other events or developments under
potential future licensing agreements;

 

● the amount of revenues and contributions we receive under future licensing, collaboration, development and
commercialization arrangements with respect to our technologies;

 

● the costs of filing, prosecuting, enforcing and defending patent claims and other intellectual property rights;
 



● the costs of contracting with third parties to provide sales and marketing capabilities for us or establishing such
capabilities ourselves, once our technologies are developed and ready for commercialization;

 

● the costs of acquiring or undertaking development and commercialization efforts for any future products or technology;
 

● the magnitude of our general and administrative expenses; and
 

● any additional costs that we may incur under future in- and out-licensing arrangements relating to our technologies and
futures products.
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Until we can generate significant recurring revenues, we expect to satisfy our future cash needs through capital raising or by

out-licensing and/or co-developing applications of one or more of our product candidates. We cannot be certain that additional funding
will be available to us on acceptable terms, if at all. If funds are not available on favorable terms, or at all, we may be required to delay,
reduce the scope of or eliminate research or development efforts or plans for commercialization with respect to our technologies and
make necessary change to our operations to reduce the level of our expenditures in line with available resources.

 
We are a development-stage technology company and it is not possible for us to predict with any degree of accuracy the

outcome of our research and development efforts. As such, it is not possible for us to predict with any degree of accuracy any
significant trends, uncertainties, demands, commitments or events that are reasonably likely to have a material effect on our net loss,
liquidity or capital resources, or that would cause financial information to not necessarily be indicative of future operating results or
financial condition. However, to the extent possible, certain trends, uncertainties, demands, commitments and events are described
herein.
 
Quantitative and Qualitative Disclosures About Market Risk
 
Liquidity Risk

 
Liquidity risk is the risk that we will encounter difficulty in meeting the obligations associated with our financial liabilities

that are settled in cash. Cash flow forecasting is performed in our operating entities and aggregated at a consolidated level. We monitor
forecasts of our liquidity requirements to ensure we have sufficient cash to meet operational needs. We may be reliant on our ability to
raise additional investment capital from the issuance of both debt and equity securities to fund our business operating plans and future
obligations.
 
Credit risk

 
Financial instruments that potentially subject the Company to a concentration of credit risk consist primarily of cash. The

Company limits its exposure to credit loss by placing its cash with high credit quality financial institutions. The carrying amount of
financial assets represents the maximum credit exposure.

 
Credit risk is the risk of financial loss to us if a debtor or counterparty to a financial instrument fails to meet its contractual

obligations, and arises mainly from our receivables.
 
We restrict exposure to credit risk in the course of our operations by investing only in bank deposits.

 
Equity price risk

 
As we have not invested in securities riskier than short-term bank deposits, we do not believe that changes in equity prices

pose a material risk to our holdings. However, decreases in the market price of our Common Shares could make it more difficult for us
to raise additional funds in the future or require us to raise funds at terms unfavorable to us.
 
Inflation risk

 
We do not believe that inflation has had a material effect on our business, financial condition or results of operations in the

reporting period. If our costs were to become subject to significant inflationary pressures, we may not be able to fully offset such
higher costs through hedging transactions. Our inability or failure to do so could harm our business, financial condition and results of
operations.
 
Foreign Currency Exchange Risk

 
Currency fluctuations could affect us through increased or decreased costs, mainly for goods and services acquired outside of

Israel. Currency fluctuations did not have a material effect on our results of operations during the years ended October 31, 2021 and
2020, and the nine months ended July 31, 2022 and 2021.
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BUSINESS

 
Overview
 

We are a pre-clinical pharmaceutical company approaching phase 1 clinical trials, that develops novel psychedelic medicines
to solve widespread, yet under-served, health problems. Our goal is to develop and provide a new type of treatment for mental health
disorders, including AUDs, binge drinking and eating disorders, where there is significant unmet need and lack of innovation. We see
psychedelic therapies, which previously may have been overlooked or underused, as the future of treatment for a variety of indications.
We believe that our solution for AUDs can help solve one of the world’s biggest health problems, which costs the United States alone
roughly $250 billion each year.

 
Our flagship treatment and focus for the short term is on AUDs, which are incredibly common. It varies from mild to

excessive and describes a person’s inability to restrict their alcohol consumption, despite negative social, occupational, or health
consequences. Alcohol consumption contributes to 3 million deaths each year globally and is the third most common preventable cause
of death in the United States. Apart from potentially changing people’s lives, we believe that our treatment could potentially reduce the
amount currently being spent on the consequences of AUDs in the United States, Europe, India, China and other countries around the
world. We also believe that our treatment may address binge drinking. 95,000 people die every year in the United States alone due to
binge drinking.

 
We are currently in the process of conducting a series of pre-clinical, IND-enabling studies in the United States and China that

are required before we can study our compound for the first time in humans. These studies include pharmacokinetic and toxicological
studies in rats and dogs in order to assess the safety profile of our compound and characterization of the drug metabolism. We will
conduct several metabolism studies designed to better understand the way MEAI is digested in several species. In addition, we have
conducted a pre-clinical animal model of AUD to characterize the effect of MEAI on alcohol consumption. This study involved testing
the effect of MEAI’s ability to curb alcohol cravings after exposing mice to prolonged alcohol consumption over a short period,
mimicking binge alcohol consumption in humans.

 
We intend to submit our IND request in the fourth quarter of 2022 and to initiate the Phase I/IIa clinical study by the end of

the 2022. As part of this strategy, we had a pre-IND meeting with the FDA in May 2022. We plan to submit applications to conduct the
Phase I/IIa study in Europe, Australia and Israel. Upon completion of the Phase I/IIa studies, if successful, we will be required to
conduct additional clinical trials subject to securing additional financing. The graphic below illustrates the current development status
for our MEAI compound:

 

  
Looking further, we are also on the journey to tackle some of the world’s major mental health problems and disorders. We

believe that psychedelic solutions such as our drug candidate may hold the key to providing much needed solutions to depression,
anxiety, cocaine addiction, and eating disorders, just to name a few. Those suffering from these sort of mental health disorders have
higher mortality rates than the general population and often experience decreased quality of life as a result of emotional, behavioral or



physical manifestations. Also, globally, the total costs of mental health disorders are significant and expected to increase substantially.
In 2020 the total U.S. expenditure for mental health reached $238.4 billion, and this figure includes expenditures on healthcare service
providers, retail prescription drugs and insurance administration. Common mental disorders in the United States that can be attributed
to mental health care costs include anxiety disorders, depression, bipolar disorder, obsessive compulsive disorder (OCD), and
dementia. While current treatments, such as selective serotonin reuptake inhibitors, or SSRIs, and serotonin–norepinephrine reuptake
inhibitors, or SNRIs, are well established and effective for certain patients.
 

We believe that the world is transitioning to become a place that is more accepting of psychedelic use, and a revolution in
medicine is on the horizon. As we continue to grow our company, our goal is to continue to invest, develop and produce solutions to
help patients that suffer from mental health disorders. We strive to get millions of people out of the cycle of addiction, anxiety, and
depression. Not only do we aim to uplift those that are struggling but also their families, communities, and societies.
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Our People
 

Collectively, our team has vast experience across the business and pharmaceutical industries. Our Chief Executive Officer,
Adi Zuloff-Shani, PhD, is a biomedical research and development executive with over 20 years of strategic and operational leadership
in the healthcare industry, including clinical trials, and a deep understanding of therapeutics development in heavily regulated
environments. Our award-winning advisory board includes professionals such as Prof. Gabriele Fischer. Prof. Fischer did her residency
in psychiatry at Washington University and at the Medical University Vienna, where she serves at head of the Addiction Clinic. During
her long research career she has published more than 150 scientific papers and has given more than 400 presentations on different
topics related to psychopharmacology. Prof. Mark Weiser, Prof. Christian Schültz, Prof. Wim van den Brink, Prof. Michael Davidson,
Prof. Alon Friedman, Prof. Gal Yadid and Dr. John Krystal are all also part of our outstanding advisory board.

 

About MEAI
 

MEAI is a synthetic molecule. Its mechanism of action has been studied and published in past scientific papers. It was found
to interact with the serotonergic receptors 5-HT1A and 5-HT2B and the adrenergic receptors α2A, α2B and α2C receptors. Studies
conducted in animals and humans have demonstrated the role of 5-HT1A receptors in alcohol-drinking behavior. Several 5-HT1A
receptor agonists have been tested in animal models to demonstrate the role of this receptor in alcohol dependence. These preclinical
studies suggest that 5-HT1A receptor agonists may play a role in reducing alcohol intake. In addition, evidence suggests that α2-
adrenergic receptor agonist signaling may play a role in mediating alcohol-drinking behavior in both rodents and humans.

 

The literature shows that 5-HT1A receptors are associated with controlling craving behaviors across the board. This indicates
that MEAI may have a wide range of applications beyond binge drinking. Until today, only pre-clinical studies have been conducted
with MEAI, including in-vitro and in-vivo studies. The studies were conducted in the United States, China, France and Israel.

 

MEAI is a psychoactive molecule, exerting a euphoric alcohol-like experience, which we believe also reduces the desire to
consume alcoholic beverages. While determinations of safety and efficacy are solely within the authority of the FDA and comparable
regulatory bodies, in pre-clinical studies, MEAI was well-tolerated by the tested animals. Although MEAI remains in development and
is not cleared or approved by the FDA or similar foreign regulatory bodies, we believe that our drug candidate has the potential to
change the lives of millions who struggle to drink in moderation.

 

We believe that MEAI holds the potential to break the vicious binge- drinking cycle at the decision point to drink more
alcohol, by potentially innervating neural pathways such as 5-HT1A that lead to “sensible behavior”.

 

Future Research Programs
 

In addition to our research programs on the uses of MEAI, we have plans to conduct 12 other research programs on different
molecules, which are to be led by our highly skilled, focused team, with deep expertise in their respective fields, several of whom have
taken products from the discovery phase to clinical trials in the United States in their previous respective roles, as well as key members
of our scientific advisory board who have participated in numerous clinical trials in the areas of alcoholism and addiction.

 

These 12 additional drug programs can be separated into two categories. Nine of these programs are in the pre-discovery
phase, and are primarily aimed at discovering innovative molecules designed for the treatment of mental health diseases such as
depression, anxiety and post-traumatic stress disorder, or PTSD. Of the remaining three of these programs which are all in the
discovery phase, one is aimed at the treatment of depression and treatment resistant depression, or TRD, while the other two are aimed
at studying substances that can replicate the effects of 3,4-methylenedioxymethamphetamine, or MDMA, for therapeutic purposes.

 

In our research program aimed at treating depression and TRD, we will be studying the effects of administering 2-
fluorodeschloroketamine, or 2-FDCK. We intend to investigate 2-FDCK in a pre-clinical proof-of-concept study. In our two research
programs aimed at finding substances that can be utilized for the same therapeutic purposes as MDMA, we will be studying 1-
(Benzofuran-5-yl)-N-methylpropan-2-amine, or 5-MAPB and 1-Benzofuran-6-yl propan-2-amine, or 6-APB. We believe these
treatments may be beneficial for fail-safes for MDMA based on a September 2016 article from Naunyn-Schmiedeberg’s Archives of
Pharmacology, which reported the receptor binding profiles of 5-MAPB and 6-APB are different enough from MDMA to effectively
perform a substitute role in the therapy while being similar enough so as not to have to change the therapeutic protocol.

 

Strategic Focus
 

With respect to our AUD programs, we developed MEAI as a new chemical entity (NCE) drug candidate. We intend to seek
regulatory approval through the FDA’s 505(b)(1) regulatory path. The FDA’s 505(b)(1) regulatory path is typically used for novel drugs
that have not previously been studied or approved, and drug development pursuant to this path requires drug developers to conduct all
studies needed to demonstrate the safety and efficacy of the drug. Given its nature, this type of submission requires extensive research,
including both clinical and nonclinical studies, to prove the product’s safety and efficacy for the indication being sought.

 



Pursuant to our pre-IND meeting correspondence with the FDA, the FDA informed us that the Phase I portion of our Phase
I/IIa study could not include only AUD patients (i.e., our target population). Accordingly, at the pre-IND meeting, we discussed a
hybrid model for the Phase I portion of the study, where we would study both healthy volunteers and AUD patients, and the FDA did
not rule this out as a possibility. While we cannot guarantee that the FDA will approve our request, if approved, such special
accommodation would allow us to start the first in-human study with the target population rather than with healthy volunteers. If the
FDA grants us the ability to use the hybrid model that includes AUD patients, our timeline for the clinical development of MEAI could
be accelerated as it will potentially allow us to submit only one IND application, IRB application and one set of study reports for both
Phase I and Phase IIa of our clinical trial. Furthermore, this model allows us to reach our target population quicker, hence getting more
substantial safety data on our target population at an earlier stage.
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Phase I/IIa Clinical Study

 
We intend to submit an IND request to the FDA for our Phase I/IIa clinical study in the fourth quarter of 2022 and to initiate

the Phase I/IIa clinical study by the end of the 2022. The proposed Phase I part of the Phase I/IIa clinical study is an open-label,
randomized, parallel-group study to evaluate the safety and pharmacokinetics of single and multiple doses of MEAI oral capsules. If
approved by the FDA, we will utilize a hybrid model where we study the effects of MEAI in healthy volunteers and AUD patients.
Single ascending doses will be distributed in 3-5 cohorts, with 3-6 subjects per dose. We intend to submit applications to conduct the
Phase I/IIa study in Israel, the European Union and Australia while we await the FDA to make a decision on our IND application. Once
the regulatory bodies from the four locations have provided us their approvals or denials on the matter, we will determine the
distribution of the cohorts based, among other things, on the rate in which we can enroll patients at each site.
 

The proposed Phase IIa part of the Phase I/IIa clinical study is a double-blind, randomized, parallel-group, placebo-controlled
study to assess the safety of multiple doses of MEAI and as a secondary endpoint, the potential effect of MEAI on drinking patterns
and cravings in individuals with AUD in accordance with DSM-V criteria. Three cohorts of 5-8 patients per cohort will be given one of
the two highest tolerated doses and placebo. Oral capsules will be given once daily, for approximately two weeks. The patients will
complete diaries and questionnaires to report on their drinking patterns and craving for alcohol and cigarettes during the clinical trial
period.
  

We will be using a Pharmacokinetics, or PK, assessment in both phases of the Phase I/IIa study. PK is defined by the
American Society of Health-System Pharmacists as the study of the time course of a drug absorption, distribution, metabolism, and
excretion in animals and human. Typical PK assessments include blood and organs collections at standard time intervals in order to test
the drug level in the various tissues as function of time. The pharmacokinetic information as studied in animals has application to the
safe and effective therapeutic management of drugs in an individual patient. In our study, our PK assessment will consist of collecting
blood from all patients enrolled in the study at the following timepoints:
 

(i) Phase 1 - before dosing and at multiple time points (20 minutes; 40 minutes; and 1, 2, 4 and 6 hours) during the day of
dosing, 24-hour post drug administration.
 

(ii) Phase 2 - before dosing and on a daily basis and 3 days post last dosing.

The primary endpoint of the study will be safety and tolerability, as assessed by adverse effects, vital signs, clinical laboratory
data, EKG, PK parameters of a single administration (Cmax, tmax, AUC) and PK of multiple administrations.

 
Treating Unmet Mental Health Disorders

 
We believe that AUDs are not being addressed by most of the psychedelic industry. Global spending necessitated by the

implications of AUDs is sky-rocketing; in 2010 there was an estimated cost of nearly $250 billion in the United States, comprised of
costs due to productivity losses, healthcare expenditures, crime, and traffic crashes among other things. Despite the pressing need to
address AUDs, psychedelic industry is mostly focusing on research and development on other areas of health. We believe that these
unmet needs exist across efficacy, safety and time to onset of current treatment options.
 
Tackling a Social Burden to Improve the Lives of Patients and People Surrounding Them
 

Alcoholism and binge drinking are a huge social burden in terms of costs by direct and indirect implications. These health
problems impact a wide range of social cycles surrounding the alcoholic/ binge drinkers life – especially when it is a parent, life
partner, sibling or co-worker. According to the National Council on Alcoholism and Drug Dependence:
 

The time, effort, and resources formerly dedicated to life-sustaining activities, such as working and spending time with the
family, are disrupted. Initially, a person may think that abusing alcohol will help them deal with these stressors, but as they
continue to drink a lot, over time, this use can turn into dependence on the substance. Once individuals become
psychologically addicted, alcohol abuse can become all-consuming. As individuals are often part of social networks, it is easy
to understand how alcohol abuse has a ripple effect across a person’s entire network of family, friends, employers, colleagues,
and anyone else who depends on the person.
 
Reducing the problem for the patient will have a rebound effect, reducing the burden for the patient’s social circle as well.
 

Lack of Therapeutic Innovation and New Treatments



 
Historically, there has been a lack of innovation in new treatments and medicines for the treatment of alcohol related

disorders. The FDA has approved only seven new molecular entities or new active ingredients for addiction, mood, anxiety, or
psychotic disorders since 2015, compared to 83 for oncology, which is an area that has experienced a significant amount of innovation
and investment. However, psychedelics seems to emerge as a potential new treatment. An increasing validation of preclinical clinical
and regulatory studies of new psychedelics pharmacological classes have been approved by the FDA. This combination of market
opportunity and recent advances signal an increased acceptance of these novel approaches, and we believe we are well positioned to
capitalize on this potential opportunity.
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In May 2021, Nature Medicine published findings from a first Phase 3 clinical trial conducted with psychedelic-assisted

therapy. The study found that MDMA combined with psychological counseling yielded “marked relief to patients” with severe PTSD.
 
Esketamine was approved by the FDA on March 5, 2019, for treatment-resistant depression. It is sold under the trade name,

Spravato. Esketamine became the first FDA-approved psychedelic treatment for a psychiatric disorder. In addition, recently the FDA
extended its approval for esketamine to adults with major depressive disorder with acute suicidal ideation or behavior. In April 2021,
the FDA granted psilocybin “breakthrough” therapy designation. In addition, the FDA cleared MAPS (Multidisciplinary Association
for Psychedelics Studies) to conduct Phase III trials of MDMA as assisted therapy for PTSD.

 
COVID-19 Pandemic implications

 
AUDs are a huge problem that cost billions every year. But the problem has only severed and more people suffer, partially due

to the COVID-19 pandemic. The current pandemic has increased alcohol consumption in the general population and the percentage of
adults that are in risk of alcoholism or tangled in binge drinking has grown since the beginning of the pandemic and lockdowns. For
example, it has been estimated that depression symptoms have increased by a factor of three since the beginning of the COVID-19
pandemic, with severe depression symptoms increasing by a factor of 7.5 compared to pre-COVID-19 levels.
 
Markets Overview and Opportunity

 
Our MEAI molecule is focused on two main verticals: AUD and binge drinking and eating disorder. We are engaged in

research and development with Professor Gal Yadid from the Gonda Multidisciplinary Brain Research Center located at Bar Ilan
University (Ramat Gan, Israel) to advance the evaluation of MEAI as a potential treatment for addictions and other binge behaviors.
According to the United Nations Office on Drugs and Crime’s “2021 World Drug Report”, over 36 million people suffered from drug
use disorders. While some addictions, such as drugs and alcohol, are more concerning than others, addiction and compulsive behavior
is not limited to these substances. Compulsive consumption of food, shopping, gambling, sex, television, and technology, many of
which increased in prevalence during the recent pandemic, can all be destructive when their use cannot be managed.

 
A prominent figure in the research and development of treatments for psychiatric disease, specifically drug addiction,

depression, and PTSD, Professor Gal Yadid, who is also a member of our Science Advisory Board, and his team are conducting a
series of studies to verify the mechanism of action and specific neural targets of MEAI, and evaluate its efficacy as a potential
therapeutic agent in the treatment of addiction and related behaviors.

 
Alcohol Use Disorder

 
The Diagnostic and Statistical Manual of Mental Disorders, 5th Edition (DSM-5) criteria of AUDs are as follows:
 
● A maladaptive pattern of substance use leading to clinically significant impairment or distress, as manifested by 2 or more

of the following, occurring at any time in the same 12-month period:
 

● Alcohol is often taken in larger amounts or over a longer period than was intended.
 

● There is a persistent desire or unsuccessful efforts to cut down or control alcohol use.
 

● A great deal of time is spent in activities necessary to obtain alcohol, use alcohol, or recover from its effects.
 

● Craving, or a strong desire or urge to use alcohol.
 

● Recurrent alcohol use resulting in a failure to fulfill major role obligations at work, school, or home.
 

● Continued alcohol use despite having persistent or recurrent social or interpersonal problems caused or exacerbated by
the effects of alcohol.

 
● Important social, occupational, or recreational activities are given up or reduced because of alcohol use.

 
● Recurrent alcohol use in situations in which it is physically hazardous.

 
● Alcohol use is continued despite knowledge of having a persistent or recurrent physical or psychological problem that is

likely to have been caused or exacerbated by alcohol.



 
● Tolerance, as defined by either of the following:

 
o A need for markedly increased amounts of alcohol to achieve intoxication or desired effect.

 
o A markedly diminished effect with continued use of the same amount of alcohol.
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Excessive alcohol use is costly, as described by the graphic below:

 
“Excessive Drinking is Draining the U.S. Economy:”

 

 

 
According to the CDC, the cost of excessive alcohol uses in the United States reached $249 billion in 2010, which equates to

about $2.05 per drink consumed, and $807 per person.
 
There are limited pharmacological agents available to treat AUDs. Below are the main treatments available today for AUDs:
 
Antabuse (disulfiram) was the first medicine approved by the FDA for the treatment of alcohol use and alcohol dependence. It

works by causing a severe adverse reaction when someone taking the medication consumes alcohol. Most people who take it will
vomit after a drink of alcohol. This, in turn, is thought to create a deterrent to drinking.

 
Disulfiram was first developed in the 1920s for use in manufacturing processes. The alcohol-aversive effects of Antabuse

were first recorded in the 1930s. Workers in the vulcanized rubber industry who were exposed to tetraethylthiuram disulfide became ill
after drinking alcohol.

 
In 1948, Danish researchers trying to find treatments for parasitic stomach infections discovered the alcohol-related effects of

disulfiram when they too became ill after drinking alcohol. The researchers began a new set of studies on using disulfiram to treat
alcohol dependence.

 
Shortly thereafter, the FDA approved disulfiram to treat alcoholism. It was first manufactured by Wyeth-Ayerst Laboratories

under the brand name Antabuse.
 
Initially, disulfiram was given in larger dosages to produce aversion conditioning to alcohol by making the patients very sick

if they drank. Later, after many reported severe reactions (including some deaths), Antabuse was administered in smaller dosages to
support alcohol abstinence.

 
In addition to disulfiram, other drugs have been used to try to curb alcoholism, such as naltrexone, naloxone and nalmefene.
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Naltrexone is sold under the brand names Revia and Depade. An extended-release, monthly injectable form of naltrexone is

marketed under the trade name Vivitrol. It works in the brain by blocking the high that people experience when they drink alcohol or
take opioids like heroin.

 
Naltrexone was first developed in 1963 to treat addiction to opioids. In 1984, it was approved by the FDA for the treatment of

use of drugs such as heroin, morphine, and oxycodone. At the time, it was marketed by DuPont under the brand name Trexan.
 
In the 1980s, animal studies discovered that naltrexone also reduced alcohol consumption. Human clinical trials followed in

the late 80s and early 90s. These showed that when combined with psychosocial therapy, naltrexone could reduce alcohol cravings and
decrease relapse rates in alcoholics.

 
The FDA approved the use of naltrexone to treat AUDs in 1994. DuPont then renamed the drug Revia.
 
Campral (acamprosate) is the most recent medication approved for the treatment of alcohol dependence or alcoholism in the

U.S. It works by normalizing alcohol related changes in the brain, reducing some of the extended physical distress and emotional
discomfort people can experience when they quit drinking (also known as post-acute withdrawal syndrome) that can lead to relapse.

 
In 1982, the French company Laboratoires Meram developed acamprosate for the treatment of alcohol dependence. It was

tested for safety and efficacy from 1982 until 1988 when it was authorized for use by the French government to treat alcoholism. It was
first marketed under the name Aotal.

 
For more than 20 years, acamprosate was widely used throughout Europe for treating people with AUDs. It was not approved

for use in the United States until July 2004. It was first marketed in the United States in January 2005 under the brand name
Campral. Campral is currently marketed in the United States by Forest Pharmaceuticals.

 
These therapies suffer from a number of limitations, including high relapse rates, inconvenient treatment regimens, difficult

access and an inability to maintain abstinence after medically assisted withdrawal.
 
Buprenorphine, methadone and naltrexone are used as maintenance therapy with the primary goal of preventing relapse while

naloxone is used as rescue therapy for opioid overdose. Access to treatments such as buprenorphine and methadone is limited by their
treatment regimens and inherent risks of abuse, placing significant requirements and regulations on practitioners. In addition to these
limitations, current treatment options are not considered to be highly effective; approximately 75% of patients undergoing Opioids Use
Disorder, or OUD, therapy experience relapse within one year of treatment. For abuse of other substances, such as cocaine or
methamphetamine, no pharmacological agents have been approved for treatment.

 
Despite the limitations of current treatment options for AUDs, we believe that very few psychedelic treatment candidates are

being developed to address this problem.
 
Eating Disorders

 
Eating disorders are serious conditions related to persistent eating behaviors that negatively impact one’s health, emotions and

ability to function in important areas of life. The most common eating disorders are anorexia nervosa, bulimia nervosa and binge-eating
disorder. Other eating disorders include rumination disorder and avoidant/restrictive food intake disorder.
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Most eating disorders involve focusing too much on one’s own weight, body shape and food, leading to dangerous eating

behaviors. These behaviors can significantly impact a person’s ability to get appropriate nutrition. Eating disorders can harm the heart,
digestive system, bones, and teeth and mouth, and lead to other diseases.

 
Eating disorders often develop in the teen and young adult years, although they can develop at other ages. With treatment, one

can return to healthier eating habits and sometimes reverse serious complications caused by the eating disorder. Symptoms vary,
depending on the type of eating disorder.

 
Binge-Eating Disorder
 
Those that suffer from a binge-eating disorder, regularly eat too much food (binge) and feel a lack of control over eating.

People that suffer from this disorder may eat quickly or eat more food than intended, even when they are not hungry, and they may
continue eating even long after they are uncomfortably full.

 
After a binge, those that suffer from this disorder often feel guilty, disgusted or ashamed by their behavior and the amount of

food eaten. However, unlike those that suffer from bulimia or anorexia, those that suffer from binge eating usually don’t attempt to
compensate for their behavior with excessive exercise or purging. Embarrassment can lead to eating alone to hide the bingeing. A new
round of bingeing usually occurs at least once a week. People that suffer from binge eating can be normal weight, overweight or obese.
 
Other Application Markets
 

We are currently in the discovery phase of additional innovative molecules, that will potentially address the following markets
 
Anxiety Disorder Overview
 
Although anxiety is considered a common aspect of life, anxiety disorders develop when feelings of apprehension and unease

persist over an extended period and potentially worsen over time. Anxiety disorders can present with a range of symptoms and may
impact personal health as well as both social and professional interactions. Furthermore, it is common for those suffering with an
anxiety disorder to also have co-occurring mental health disorders or physical illness, which can compound symptoms and complicate
recovery. For example, it is estimated that half of patients diagnosed with depression also suffer from an anxiety disorder.

 
There are several types of anxiety disorders, including generalized anxiety disorder, or GAD, social anxiety disorder and panic

disorder, which are distinct but share common symptoms. In the aggregate, anxiety disorders are considered to be the most common
mental illness in the United States, affecting approximately 40 million adults, or 18% of the population.

 
Anxiety disorders are generally treated with medication, psychotherapy or both. Treatment often involves the use of

antidepressants, including SSRIs, such as paroxetine, sertraline and citalopram. However, SSRIs typically have a slow onset of action
and have a number of side effects, such as sexual dysfunction, drowsiness and weight gain. Benzodiazepines are also used to treat
anxiety and can offer rapid reduction of symptoms, but their long-term use is associated with the development of tolerance, respiratory
depression, drug dependence and sedative side effects. Finally, benzodiazepines have been noted to exacerbate the respiratory
depression associated with opioids, thus contributing to the mortality associated with OUD.

 
We are aware of several biopharmaceutical companies with psychedelic therapies in development for anxiety disorders

including MAPS, Incannex and MindMed.
 

Post-Traumatic Stress Disorder Background
 
PTSD is a psychiatric disorder that affects app approximately 6% of the U.S. population. PTSD symptoms include recurring

and intrusive negative thoughts, mood and memories, reduced cognitive abilities, hyperarousal, reactivity and avoidance that persist for
longer periods than a month after experiencing a traumatic event. Overall reduction in the quality of life is common in individuals with
PTSD leading to disability and the further manifestation of other comorbidities such as obesity, hypertension, concomitant mental
health conditions and suicidality.

 
The current first line treatment for PTSD is the use of trauma-focused psychotherapy, but access to these psychotherapies is

typically difficult, and not all with PTSD respond to psychotherapy alone. Given the issues with access to trauma-focused
psychotherapy and ineffectiveness of current pharmacotherapy, PTSD is a mental health disorder of high unmet medical need. We
believe novel interventions are needed to better treat PTSD.

 



88



 

 
There are currently two SSRIs, Zoloft and Paxil, approved for the treatment of PTSD, and these two drugs are generic. There

are several other generic products on the market and many drugs currently under development for anxiety and trauma-related disorders
are also being evaluated for PTSD, which we believe reflects the limitations of the available therapies and an urgent need for better
treatment.

 
We are aware of several biopharmaceutical companies with therapies in development for PTSD, including MAPS Public

Benefit Corporation, Otsuka, Bionomics, Corcept Therapeutics, Aptinyx, Azevan Pharmaceuticals, Bionorica, Seelos Therapeutics and
Tonix Pharmaceuticals.
 
Depression and TRD
 

Multiple therapies for depression exist, including common pharmacological treatments such as anti-depressants and
psychosocial interventions such as cognitive based therapy. There are also non-pharmacological, somatic treatments for depression
such as electroconvulsive therapy and transcranial magnetic stimulation, among others. However, these current therapies are ineffective
or inadequately effective for a significant portion of patients. This treatment-resistant subset of depression is one of the targets for
additional molecules (not MEAI) under our development program. TRD there are currently only two pharmacological treatments
approved in the United States: (i) SPRAVATO (S-ketamine) nasal spray, an NMDA receptor antagonist, approved by the FDA in March
2019 and marketed by Janssen Pharmaceutical Companies of Johnson & Johnson, and (ii) a fixed dose combination of olanzapine and
fluoxetine hydrochloride, which are individually available generically. These treatments are typically used alongside antidepressants
and other treatments used in earlier lines of therapy for depression. Psychosocial interventions and non-pharmacological, somatic
treatments may also be used for patients.
 
Pre-Clinical Studies
 

So far, only pre-clinical studies have been conducted with MEAI, including In-vitro and In-vivo studies. Some of these studies
were conducted by outside research organizations in France, Israel and the United States in 2017-2019.

 
Volcani Center and Hebrew University Study
 
In one of these studies, conducted by researchers at the Ministry of Agriculture and Rural Development, Volcani Center and

Hebrew University, MEAI’s pharmacokinetic (PK) profile was determined in a rat model. The study included 84 male rats that were
administered 0-90 mg/kg body weight dosages, and blood samples were collected at 5 minutes, 10 minutes, 20 minutes, 40 minutes, 60
minutes, 1 hour, 2 hour, 4 hour, 7 hour and 24 hour intervals. MEAI displayed extensive total clearance and a very short plasma and
brain half-life. The significance of this study is that a high portion of MEAI reached its target organ – the brain, in a rapid manner. This
is important as it demonstrated a substantial dosage of MEAI will reach the brain without “going to waste” during the distribution in
the body. In addition, this study demonstrated that a dose of 10 mg/kg in the rat was considered to be the NOAEL (No-observed-
adverse-effect level) which corresponds to 1.6 mg/kg body weight in humans. Therefore, it was determined that a single oral dosage of
1 mg/kg/day of MEAI in humans, is not expected to result in clinically acute severe adverse effects. The only mortality observed in the
study occurred in the 90 mg/kg dosage group, where one rat was found dead after dosing. Gross pathology showed that the animal had
urine hemolysis, swollen kidneys and bleeding in the spleen. As it was the only mortality observed it was considered incidental and not
related to MEAI.

 
Kimron Veterinary Institute Study
 

In another study conducted by the Kimron Veterinary Institute’s Department of Toxicology, a toxicological evaluation was
performed where acute and subacute toxicity was evaluated on rats as well as in-vitro cytotoxic and mutagenic effects. The study
involved 48 subjects, with 18 rats testing acute toxicity at three different dosages (10 mg/kg, 100 mg/kg and 1,000 mg/kg per day) and
30 rats testing subacute toxicity for five consecutive days at three different dosages (10 mg/kg, 30 mg/kg and 90 mg/kg per day).
Firstly, it was determined that acute, single oral administration of MEAI to rats at a dose level of 10 mg/kg was well tolerated. In the
100 mg/kg MEAI group, all rats displayed transient adverse clinical signs that lasted for one day post dosing. Major adverse clinical
signs observed: tremor, straub tail, dyspnea, piloerection, hunched back, decreased motor activity and salivation. No gross pathology
abnormalities were detected in the groups treated with 10 mg/kg and 100 mg/kg MEAI at the scheduled termination day. In the 1,000
MEAI mg/kg group, all animals died within 30–120 minutes post dosing. Tremors, Straub tail, dyspnea, piloerection, decreased motor
activity and convulsions were the major adverse clinical signs observed in these animals before death. Enlarged lungs, whitish spleen
and surface white spots on the liver were the only gross pathology abnormalities observed postmortem. Later, it was determined that
sub-acute, five-day oral administration of MEAI to rats at dose levels of 10 mg/kg and 30 mg/kg were well tolerated and did not cause
any significant adverse clinical effects. In the 90 mg/kg group, all rats displayed transient adverse clinical signs that lasted for five days
during dosing. These adverse clinical signs were resolved spontaneously on the next day. It seems that the adverse clinical signs were



more severe after the first dosing and less severe after the third dosing, as if the animals developed some kind of tolerance. The major
adverse clinical signs observed included: on day 1, tremors, straub tail, dyspnea, piloerection, decreased motor activity, lacrimation,
peri nasal staining and salivation; on days 2 and 3, dyspnea, salivation and piloerection; on day 4, salivation and piloerection; on day 5,
piloerection and lacrimation in female rats only. These adverse clinical signs were resolved spontaneously on day 6 and no abnormal
clinical signs were observed until study termination. MEAI showed no adverse effects at 10 and 30mg/kg/day in rats, corresponding to
the human doses of 1.6 mg/kg/day and 4.8 mg/kg/day, respectively.
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In-vitro assessments established that cell viability was not affected in both rat brain striatum primary neurons and human

primary hepatocytes using up to 100 mg/L MEAI. In addition, the combination of ethanol and MEAI was characterized and revealed
that the combination of 6% or 7.5% ethanol with 100 mg/L MEAI displayed no statistically significant increase in cytotoxic effect. In
addition, in the absence of metabolic activation MEAI was considered as not mutagenic.

 

National Institute on Drug Abuse Study
 

In another study, conducted by a researcher from the National Institute on Drug Abuse, National Institute of Health in 2019
that was published in the scientific journal of Psychopharmacology, MEAI was screened against 29 targets. In this study the
investigators assessed, among other things, the interaction of MEAI, with 29 receptor targets and compared it with the known literature
about MDMA. The reason for the comparison between MEAI and MDMA was that the authors opined in their study that MEAI and
MDMA have similar mechanisms of action, and as such may induce similar effects when ingested. MEAI was found to have moderate
affinities for the 5-HT1a and 5-HT2b receptors, and higher affinities for the α2 subtypes. In addition, high potency at the serotonin
transporter was determined, having 6-fold lower potency at the norepinephrine transporter and 20-fold lower potency at the dopamine
transporter. This suggests that the serotonin receptors family is involved in the mechanism of action of MEAI. Although MEAI was not
tested in human clinical studies with respect to its abuse liability, the authors of this paper were of the opinion that that based on the
mechanism of action of MEAI, it is likely to have less abuse liability compared to MDMA, meaning it has less tendency to be used in
non-medical situations, even sporadically. The authors opinion about MEAI having less abuse liability stemmed from the fact that
based on their research, MEAI was shown to release less dopamine and more serotonin when compared to MDMA, and dopamine
releases have been shown in drug abuse literature to create more abuse liability than serotonin releases. Based on the findings of the
study that MEAI and MDMA produce similar effects, we believe that if approved for therapeutic use by the FDA and comparable
regulatory bodies, MEAI will be able to be used for similar forms of pharmaceutical therapy for mental disorders that MDMA is
currently being tested in clinical trials for, such as for treating AUD and PTSD. Furthermore, if the author’s assertion that MEAI has
less of a tendency to be abused is accepted by the FDA and comparable regulatory bodies, MEAI may be able to offer a more
appealing alternative to MDMA for these pharmaceutical treatments.

 

Limitations of this study include that it was conducted only on 29 targets and not on full panels of all the central nervous
system receptors. In addition, only affinity values for each compound at the specific receptors were measured without measuring
functional activity, meaning that the study only examined whether MEAI binds to a specific receptor but did not determine receptor
activation due to MEAI binding.

 

Evaluation of the Efficacy of MEAI in Binge Alcohol Consumption in Mice.
 

An efficacy study mimicking voluntary alcohol consumption was conducted in female C57BL/6 mice to assess the ability of
MEAI to alter ethanol intake. The study was completed by Pharmaseed, Israel’s largest good laboratory certified CRO specializing in
translational and regenerative studies. The principle of the study is based on intermittent access to 20% alcohol in a two-bottle choice
(IA2BC) model in mice: one bottle contains water, and the other bottle contains a 20% ethanol solution. In total, the mice were exposed
to 20% ethanol 24 hours a day, three days a week, for seven-eight weeks (amounting to 21-22 alcohol consumption days). Alcohol
consumption was measured after each 24-hour period of alcohol exposure. Following five weeks of intermittent access to 20% alcohol,
the mice were allocated to nine groups of nine mice according to their alcohol consumption and were then administered MEAI (20 to
100 mg/kg/day) or vehicle for 13 days. Overall the target screening and the efficacy animal model were performed in order to
characterize the mechanism of action of MEAI. The data illustrated that MEAI at doses of 40 mg/kg/day (p<0.001) and above
produced a marked and statistically significant reduction in alcohol consumption as compared to controls, although the reduction in
alcohol consumption did not directly correlate with an increase of MEAI dosage. P-value is a statistical measure of significance used to
predict the probability of outcomes being replicable. In the case of this study, a p-value of “p<0.001” means that the aforementioned
study, when replicated using MEAI at doses of 40 mg/kg/day, have less than a one in one thousand chance of being incorrect. There
was no effect at 20 mg/kg/day.
 

There were no clinical abnormalities observed in most of the mice during this study. One rat from the 20mg/kg/day group
showed Dyspnea, Decrease Motor Activity during day 38 of the study. Another rat from the 60 mg/kg group showed necrotic tail
during day 45 of the study. In addition, mortality was observed in two animals from the high dose groups. However, it is important to
take into consideration that these animals were treated with MEAI following a prolonged period of alcohol consumption. Supporting
evidence to the harmful effect of alcohol consumption can be found in the gross pathology analysis which exhibited macroscopic
findings mostly in the liver, kidneys, heart and spleen, of all groups including the control.

 

Based on the results from the pre-clinical studies described above, we have conducted and continue to conduct our own pre-
clinical studies in the United States and China. 
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Competition

 

The pharmaceutical industry is intensely competitive and subject to rapid and significant technological change. Our potential
competitors include large and experienced companies that have significant competitive advantages over us, such as greater financial,
research and development, manufacturing, personnel and marketing resources, greater brand recognition, and more experience and
expertise in obtaining marketing approvals from the FDA and foreign regulatory authorities. These companies may develop new drugs
to treat the indications that we target or seek to have existing drugs approved for use in the indications that we target.

 

These potential competitors may therefore introduce competing products without our prior knowledge and without our ability
to take preemptive measures in anticipation of their commercial launch. Competition may increase further as a result of advances in the
commercial applicability of technologies and greater availability of capital for investment in this industry. Our competitors may
succeed in developing, acquiring or licensing on an exclusive basis, products that are more effective, easier to administer or less costly
than our product candidates.is highly competitive, with new approaches and technologies regularly emerging. We expect to face
competition across our current programs and with any future programs we may seek to develop and/or commercialize from major
pharmaceutical, biotechnology, specialty pharmaceutical and generic pharmaceutical companies among others. Potential competitors
also include academic institutions, governmental agencies and other public and private research organizations that conduct research,
seek patent protection and establish collaborative arrangements for research, development, manufacturing and commercialization.

 

Psychedelic Therapy Competitive Landscape for AUD
 

 
 

Other than us, only three other psychedelic companies, are working on alcohol abuse problems – Awakn Life Sciences,
B.More, Inc. and Journey Colab Corp. – as can be seen below in the chart.
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In addition, psychedelic drugs have recently attracted attention as a potential treatment for various mental illnesses.

Leveraging earlier research, a relatively small variety of organizations have taken the medical and pharmaceutical approach to
introduce psychedelic drugs in the market, potentially resulting in an entirely new class of drugs and treatment protocols, disrupting
legacy therapies. We will face competition from psychedelic companies in general, and also from psychedelic companies that are
focusing on alcohol abuse, like Awakn Life Sciences, B.More Inc. and Journey Colab Corp.
 
Research Agreements
 

We have entered into research agreements with scientists from several universities in Israel. The purpose of these studies is to
further explore, invent and create innovative molecules that will lead to new psychotherapy drug candidates intended for the treatment
of widespread and underserved mental illness.
 

These research agreements include:
 

Agreements with Yissum Research Development Company of the Hebrew University of Jerusalem Ltd., or Yissum
 
Effective as of November 8, 2021 we entered with Yissum into a framework agreement for the conduct of research, pursuant

to which we may request Yissum from time to time to provide us with certain research services to be performed in each such event
according to an agreed upon research program that will define the applicable research project, the project’s plan, and the identity of the
researcher/s and the consideration we should pay for it.

 
With respect of each of such research, the results of the research will be owned by us, except that in the event a research

results in a patentable invention, the patent/s shall be jointly owned with Yissum, such that to the extent we are interested to obtain an
exclusive license under Yissum’s rights - we have the option to negotiate a license agreement with Yissum that would provide for the
compensation terms to Yissum.

 
We have a right to terminate each of such researches, at any time, upon a 45 days prior written notice to Yissum, provided that

fees already shall not be refunded, and that any accrued fees and expenses due based on work duly performed until the date of
termination – shall be paid to Yissum regardless of the termination. In addition, each of these researches may be terminated by either
party due to a material breach committed by the other party which is not cured within 30 days of notice.

 
Pursuant to the framework agreement, we commenced two research programs, as more fully set out below.
 
In November 2021, we commenced a research program, pursuant to which Professor Yossi Tam would oversee Yissum’s

research of MEAI on food intake, metabolic and activity profiles. The research period spans from November 1, 2021 until November
1, 2022. As consideration we paid and amount of $131,625 to Yissum.

 
In January 2022, we commenced a second research program, pursuant to which Professor Amiram Goldblum, a researcher for

the Hebrew-University, would oversee screening and scoring of a psychedelic compound. The research period spans from January 1,
2022 until August 31, 2022. As consideration we paid an amount of NIS 17,500 (approximately $5,443) to Yissum on the signing of
the statement of work.

 
Effective as of October 1, 2021 we entered into a framework research and option agreement with Yissum, pursuant to which

we may agree with Yissum from time to time and on a case by case basis, to fund research projects, and in each such event, we will
commence a research program, which shall each detail the subject matter of the applicable research, the research plan, the identity of
the researcher/s and the consideration we should pay.

 
With respect to each such research, the results of the research are owned by Yissum, and the agreement grants us an option to

receive an exclusive license, under a definitive license agreement that would be negotiated between the Parties. If we exercise the
option to obtain an exclusive license, the agreement will include a low single-digit royalty-bearing percentage on net sales of any
development or commercialization efforts that arise from the research conducted. In addition to the royalty payment, Yissum will be
granted milestone monetary payments in the following amounts: (i) $400,000 upon first patient enrolled in a Phase III clinical trial, and
(ii)$600,000 upon first commercial sale in the United States or European Union of products commercialized from the research
conducted under the agreement. Yissum will also be entitled to a sub-licensing fee in a customary percentage, and a low single digit
percentage fee on the proceeds received in a change of control, M&A or similar transactions, in connection with the business activity
based on the research’s results. The compensation terms shall be set in a definitive license agreement to be agreed between the parties.
To date the parties have not started negotiating the definitive license agreement.

 
We have a right to terminate each of the statements of work agreement, at any time upon a 45-days prior written notice to

Yissum, provided that we pay for the tasks performed by Yissum until the termination date under the applicable statement or work/s,
and that any irrevocable payment commitment shall be paid for. In addition, each of the\ researches may be terminated by either party
due to a material breach committed by the other party which is not cured within 30 days of notice.

 



Under the framework research and option agreement, we have commenced three additional research programs with Yissum.
 
In October 2021, we commenced a research program pursuant to which Dr. Ahmad Masarwa, Professor Avi Priel and

Professor Rami Yaka would oversee Yissum’s research in the synthesis and screening of psychedelic compounds. The research period
initially spans from September 1, 2021 until August 30, 2022 (and then there is an option to extend the research for a second period
from September 1, 2022 until August 30, 2023 to research additional psychedelics. As consideration we paid a research fee in an
amount of NIS1,754,990 (approximately $544,740) to Yissum. To the extent we decide to proceed to the second period, we will pay an
additional amount NIS1,754,990 (approximately $544,740).

 
In October 2021, we commenced a second research program pursuant to which Professor Dmitry Tsvelikhosky, Professor

Masha Niv and Professor Avi Priel would be responsible for the synthesis of novel psychedelics. As consideration we paid a monetary
sum to Yissum. As consideration we have to pay a research fee in an amount of NIS 1,218,524 (approximately $378,941).
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In December 2021, we commenced a third research program, pursuant to which Professor Goldblum would oversee Yissum’s

research of the discovery of novel drug candidates. The research period spans from November 1, 2021 until August 31, 2022. As
consideration we paid a research fee in an amount of NIS 260,550 (approximately $82,714).

 
Agreement with BIRAD
 

In November 2021, we entered into a research agreement with BIRAD, whose offices are located at Bar Ilan University in
Ramat Gan, Israel, pursuant to which Professor Gal Yadid would oversee BIRAD’s research into the safety, efficacy and other
characteristics of MEAI. The research period of the agreement spans from November 8, 2021 until May 8, 2023. As consideration we
have agreed to pay BIRAD a research fee of $493,167 to be paid in installments (50% of such research fee already having been paid)
based on meeting certain milestone achievements. The intellectual property stemming from the results of the research will belong to us,
except that in the event a patentable invention is conceived under the agreement, we and BIRAD will own it jointly, and we will have
the option to negotiate an exclusive royalty-bearing license to BIRAD’s ownership rights in such jointly owned invention. This license
with BIRAD would provide for the compensation terms we are subject to under the license, including the rate and terms of royalty
payments.

 
To date, there has been one jointly owned provisional patent that has been conceived under our agreement with BIRAD, in

connection with use of MEAI in methods for treating cocaine addiction. We have approached BIRAD to initiate the negotiations on the
terms of the exclusive license agreement, the royalty rates, and the term of the obligation to pay royalty.
 

We have the right to terminate the foregoing research agreement at any time upon a 45 days prior written notice to BIRAD,
provided that we pay for the tasks performed by BIRAD until the termination date and that any irrevocable payment commitment shall
be paid for. In addition, the agreement can be terminated (i) by us if Prof. Gal Yadid ceases to supervise the research and BIRAD fails
to identify a substitute acceptable to us; and (ii) bye either party in the event of a material breach committed by the other party and not
cured within 30 days of notice. If the breach is a failure to pay the research fees to BIRAD then we will only have one opportunity to
cure.

 
Intellectual Property

 
Our success depends in large part on our ability to obtain and maintain protection of intellectual property, particularly patents,

in the United States and other countries with respect to product candidates and technology that are important to our business. In
addition to patent protection, we also may rely on trade secrets to protect aspects of our business for which we do not consider patent
protection appropriate.

 
The Company’s intellectual portfolio currently consists of seven patent families, two of which are in prosecution. The first,

“Binge Behavior Regulators,” has been granted in the U.S., Europe, China and India, with pending divisional applications in Europe
and the United States. The second, “Alcohol Beverage Substitute,” has been approved for a European and Indian patent, with pending
applications in the United States and China. The Company intends to seek additional patents for its compounds whenever warranted
and will remain opportunistic regarding the acquisition of additional intellectual property to build its portfolio. As of November 1,
2022, our portfolio consists of seven utility patent families, including patents and applications having method of use and composition
of matter claims. Five of the patent families are solely owned by the Company and one is jointly owned with BIRAD, the R&D
company of Bar-Ilan University. The seven patent families include eight granted patents and fifteen pending applications:

 
 ● Alcoholic Beverage Substitute: 2 patents, 3 pending applications. The 20 year term for the “Alcoholic Beverage

Substitutes” family ends on December 9, 2035.
 

 ● Binge Behavior Regulators: 6 patents, 7 pending applications. The “Binge Behavior Regulators” family has a 20-year
term that ends December, 9, 2035.  

 
● Benzofurans as Fail Safes for MDMA Therapy: 1 pending application

 
● 2-FDCK for Treatment of Depression, Including Treatment-Resistant Depression: 1 pending application
 

 ● Compositions comprising MEAI and n-acylethanolamines and uses thereof: 1 pending application
 

 ● MEAI for the treatment of Cocaine Addiction: 1 pending application
 

 ● MEAI for the treatment of Metabolic Syndrome: 1 pending application



 
The Alcoholic Beverage Substitute patent family discloses a large genus of compounds suitable for use in alcoholic beverage

substitutes comprising a derivative of 2-aminoindan having the characteristics of being intoxicating in a way like alcohol, being
physiologically benign (non-harmful), and being devoid of interactions with other drugs. A disclosed species of the genus is MEAI.

 
The Binge Behavior Regulators patent family discloses compositions comprising a derivative of 2-aminoindan, as described

herein, useful as binge regulators or binge mitigation agents that impart a feeling of satisfaction, satiety or contentedness and thereby
regulate (e.g., discourage) binge behavior such as binge drinking.

 
The Benzofurans as Fail Safes for MDMA Therapy patent family is a U.S. provisional patent application filed October 7,

2021. The invention disclosed therein is a method for treating subjects who are resistant to MDMA-assisted psychotherapy, or those for
whom MDMA has become ineffective, undesirable, or inappropriate.
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The 2-FDCK for Treatment of Depression, Including Treatment-Resistant Depression patent family is a U.S. provisional

patent application filed October 18, 2021. The inventions disclosed therein is directed to methods of administering 2-
fluorodeschloroketamine to treat depression, including depression in patients who have developed resistance to previously used
treatment therapies, such as ketamine.
 

Compositions comprising MEAI and n-acylethanolamines and uses thereof patent family is a U.S. provisional patent
application filed on March 8, 2022, as part of our joint venture with SciSparc. The invention disclosed therein is directed to the
compositions and methods for potentiating therapeutic effects and/or reducing side-effects of MEAI. The present invention provides
pharmaceutical compositions comprising MEAI and N-acylethanolamines, for example, Palmitoylethanolamide, or PEA, and methods
for their use in a variety of indications amenable to treatment with MEAI.
 

MEAI for the Treatment of Cocaine Addiction patent family is a U.S. provisional patent application filed on June 7, 2022, as
part of our joint venture with SciSparc. The invention disclosed therein is directed to the methods for treating cocaine addiction by
administering a therapeutically effective amount of MEAI and the methods of treatment comprise administering MEAI in combination
with N-acylethanolamines, for example, PEA.

 
MEAI for the Treatment of Metabolic Syndrome patent family is a U.S. provisional patent application filed jointly with

Yissum, on September 21, 2022. The invention disclosed therein is directed to the methods for treating metabolic syndrome by
administering a therapeutically effective amount of MEAI and the methods of treatment comprise administering MEAI in combination
with N-acylethanolamines, for example, PEA.

 
With respect to the aforementioned provisional patent applications, we intend to decide whether to file non-provisional patent

applications at some time before each application lapses (for each, within one year of their filing date).
 
We intend to seek additional patents for its compounds whenever warranted and will remain opportunistic regarding the

acquisition of additional intellectual property to build its portfolio.
 
Government Regulation
 

The FDA, the EMA, U.S. Department of Health and Human Services Office of Inspector General, CMS, DEA, and
comparable regulatory authorities in state and local jurisdictions and in other countries impose substantial and burdensome
requirements upon companies involved in the clinical development, manufacture, marketing and distribution of drugs such as those we
are developing. These agencies and other federal, state and local entities regulate, among other things, the research and development,
testing, manufacture, quality control, safety, effectiveness, labeling, storage, record keeping, approval, advertising and promotion,
distribution, post-approval monitoring and reporting, sampling and export and import of our product candidates. Any drug candidates
that we develop must be approved by the FDA before they may be legally marketed in the United States and by the appropriate foreign
regulatory agency before they may be legally marketed in those foreign countries. Generally, our activities in other countries will be
subject to regulation that is similar in nature and scope as that imposed in the United States, although there can be important
differences. Additionally, some significant aspects of regulation in the European Union are addressed in a centralized way, but country-
specific regulation remains essential in many respects.

  
U.S. Drug Development Process
 

In the United States, the FDA regulates drugs under FDCA and its implementing regulations. The process of obtaining
regulatory approvals and the subsequent compliance with appropriate federal, state, local and foreign statutes and regulations require
the expenditure of substantial time and financial resources. Failure to comply with the applicable U.S. requirements at any time during
the product development process, approval process or after approval may subject an applicant to administrative or judicial sanctions.
These sanctions could include the FDA’s refusal to approve pending applications, withdrawal of an approval, a clinical hold, warning
letters, product recalls, product seizures, total or partial suspension of production or distribution, injunctions, fines, refusals of
government contracts, restitution, disgorgement or civil or criminal penalties.

 
The process required by the FDA before a drug may be marketed in the United States generally involves the following:

 
● completion of preclinical laboratory tests, animal studies and formulation studies in accordance with FDA’s good

laboratory practice requirements and other applicable regulations;
 

● submission to the FDA of an IND protocol which must become effective before human clinical trials may begin;
 



● approval by an IRB or ethics committee at each clinical site before each trial may be initiated;
 

● performance of adequate and well-controlled human clinical trials in accordance with GCP requirements to establish the
safety and efficacy of the proposed drug for its intended use;

 
● submission to the FDA of an NDA after completion of all pivotal trials;

 
● payment of user fees for the FDA review of the NDA;

 
● a determination by the FDA within 60 days of its receipt of an NDA to file the NDA for review;
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● satisfactory completion of an FDA advisory committee review, if applicable;

 
● satisfactory completion of an FDA inspection of the manufacturing facility or facilities at which the drug is produced to

assess compliance with cGMP requirements to assure that the facilities, methods and controls are adequate to preserve the
drug’s identity, strength, quality and purity, and of selected clinical investigation sites to assess compliance with GCPs;

 
● potential FDA audit of the preclinical and/or clinical trial sites that generated the data in support of the NDA, and

 
● FDA review and approval of the NDA to permit commercial marketing of the product for particular indications for use in

the United States.
 
Prior to beginning the first clinical trial with a product candidate in the United States, we must submit an IND to the FDA. An

IND is a request for authorization from the FDA to administer an investigational new drug product to humans. The central focus of an
IND submission is on the general investigational plan and the protocol(s) for clinical studies. Some preclinical testing may continue
even after the IND is submitted. The IND also includes results of animal and in vitro studies assessing the toxicology,
pharmacokinetics, pharmacology, and pharmacodynamic characteristics of the product; chemistry, manufacturing, and controls
information; and any available human data or literature to support the use of the investigational product. An IND must become
effective before human clinical trials may begin. The IND automatically becomes effective 30 days after receipt by the FDA, unless the
FDA, within the 30-day time period, raises safety concerns or questions about the proposed clinical trial. In such a case, the IND may
be placed on clinical hold and the IND sponsor and the FDA must resolve any outstanding concerns or questions before the clinical
trial can begin. Submission of an IND therefore may or may not result in FDA authorization to begin a clinical trial.

 
Clinical trials involve the administration of the investigational product to human subjects under the supervision of qualified

investigators in accordance with GCPs, which include the requirement that all research subjects provide their informed consent for
their participation in any clinical study. Clinical trials are conducted under protocols detailing, among other things, the objectives of the
study, the parameters to be used in monitoring safety and the effectiveness criteria to be evaluated. A separate submission to the
existing IND must be made for each successive clinical trial conducted during product development and for any subsequent protocol
amendments. Furthermore, an independent IRB for each site proposing to conduct the clinical trial must review and approve the plan
for any clinical trial and its informed consent form before the clinical trial begins at that site and must monitor the study until
completed. An IRB is charged with protecting the welfare and rights of trial participants and considers such items as whether the risks
to individuals participating in the clinical trials are minimized and are reasonable in relation to anticipated benefits. The IRB also
approves the informed consent form that must be provided to each clinical trial subject or his or her legal representative and must
monitor the clinical trial until completed. Regulatory authorities, the IRB or the sponsor may suspend a clinical trial at any time on
various grounds, including a finding that the subjects are being exposed to an unacceptable health risk or that the trial is unlikely to
meet its stated objectives. Some studies also include oversight by an independent group of qualified experts organized by the clinical
study sponsor, known as a data safety monitoring board, which provides authorization for whether or not a study may move forward at
designated check points based on access to certain data from the study and may halt the clinical trial if it determines that there is an
unacceptable safety risk for subjects or other grounds, such as no demonstration of efficacy. There are also requirements governing the
reporting of ongoing clinical studies and clinical study results to public registries.

 
Human clinical trials are typically conducted in three sequential phases that may overlap or be combined:

 
● Phase 1: The product candidate is initially introduced into healthy human subjects or patients with the target disease or

condition. These studies are designed to test the safety, dosage tolerance, absorption, metabolism and distribution of the
investigational product in humans, the side effects associated with increasing doses, and, if possible, to gain early
evidence on effectiveness. In the case of some products for severe or life-threatening diseases, such as cancer, especially
when the product may be too inherently toxic to ethically administer to healthy volunteers, the initial human testing is
often conducted in patients.

 
● Phase 2: The product candidate is administered to a limited patient population with a specified disease or condition to

evaluate the preliminary efficacy, optimal dosages, dose tolerance and dosing schedule and to identify possible adverse
side effects and safety risks. Multiple Phase 2 clinical trials may be conducted to obtain information prior to beginning
larger and more expensive Phase 3 clinical trials.
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● Phase 3: The product candidate is administered to an expanded patient population to further evaluate dosage, to provide

statistically significant evidence of clinical efficacy and to further test for safety, generally at multiple geographically
dispersed clinical trial sites. These clinical trials are intended to establish the overall risk/benefit ratio of the
investigational product and to provide an adequate basis for product approval. Generally, two adequate and well-
controlled Phase 3 clinical trials are required by the FDA for approval of an NDA.

 
Post-approval trials, sometimes referred to as Phase 4 studies, may be conducted after initial marketing approval. These trials

are used to gain additional experience from the treatment of patients in the intended therapeutic indication. In certain instances, such as
with accelerated approval drugs, the FDA may mandate the performance of Phase 4 trials. In certain instances, the FDA may mandate
the performance of Phase 4 clinical trials as a condition of approval of an NDA.

 
The FDA or the sponsor may suspend a clinical trial at any time on various grounds, including a finding that the research

subjects or patients are being exposed to an unacceptable health risk. Similarly, an IRB can suspend or terminate approval of a clinical
trial at its institution if the clinical trial is not being conducted in accordance with the IRB’s requirements or if the drug has been
associated with unexpected serious harm to patients.

 
During the development of a new drug, sponsors are given opportunities to meet with the FDA at certain points. These points

may be prior to submission of an IND, at the end of Phase 2, and before an NDA is submitted. Meetings at other times may be
requested. These meetings can provide an opportunity for the sponsor to share information about the data gathered to date, for the FDA
to provide advice, and for the sponsor and the FDA to reach agreement on the next phase of development. Sponsors typically use the
meetings at the end of the Phase 2 trial to discuss Phase 2 clinical results and present plans for the pivotal Phase 3 clinical trials that
they believe will support approval of the new drug.

 
Concurrent with clinical trials, companies usually complete additional animal studies and must also develop additional

information about the chemistry and physical characteristics of the drug and finalize a process for manufacturing the product in
commercial quantities in accordance with cGMP requirements. The manufacturing process must be capable of consistently producing
quality batches of the product candidate and, among other things, the manufacturer must develop methods for testing the identity,
strength, quality and purity of the final drug. In addition, appropriate packaging must be selected and tested, and stability studies must
be conducted to demonstrate that the product candidate does not undergo unacceptable deterioration over its shelf life.

 
While the IND is active and before approval, progress reports summarizing the results of the clinical trials and nonclinical

studies performed since the last progress report must be submitted at least annually to the FDA, and written IND safety reports must be
submitted to the FDA and investigators for serious and unexpected suspected adverse events, findings from other studies suggesting a
significant risk to humans exposed to the same or similar drugs, findings from animal or in vitro testing suggesting a significant risk to
humans, and any clinically important increased incidence of a serious suspected adverse reaction compared to that listed in the protocol
or investigator brochure.

 
U.S. Review and Approval Process
 
Assuming successful completion of all required testing in accordance with all applicable regulatory requirements, the results

of product development, preclinical and other non-clinical studies and clinical trials, along with descriptions of the manufacturing
process, analytical tests conducted on the chemistry of the drug, proposed labeling and other relevant information are submitted to the
FDA as part of an NDA requesting approval to market the product. Data may come from company-sponsored clinical trials intended to
test the safety and effectiveness of a use of a product, or from a number of alternative sources, including studies initiated by
investigators. To support marketing approval, the data submitted must be sufficient in quality and quantity to establish the safety and
effectiveness of the investigational drug product to the satisfaction of the FDA. The submission of an NDA is subject to the payment of
substantial user fees; a waiver of such fees may be obtained under certain limited circumstances. Additionally, no user fees are assessed
on NDAs for products designated as orphan drugs, unless the product also includes a non-orphan indication.
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The FDA reviews an NDA to determine, among other things, whether a product is safe and effective for its intended use and

whether its manufacturing is cGMP-compliant to assure and preserve the product’s identity, strength, quality and purity. Under the
Prescription Drug User Fee Act, or PDUFA, guidelines that are currently in effect, the FDA has a goal of ten months from the date of
“filing” of a standard NDA for a new molecular entity to review and act on the submission. This review typically takes twelve months
from the date the NDA is submitted to FDA because the FDA has approximately two months to make a “filing” decision after it the
application is submitted. The FDA conducts a preliminary review of all NDAs within the first 60 days after submission, before
accepting them for filing, to determine whether they are sufficiently complete to permit substantive review. The FDA may request
additional information rather than accept an NDA for filing. In this event, the NDA must be resubmitted with the additional
information. The resubmitted application also is subject to review before the FDA accepts it for filing.

 
The FDA may refer an application for a novel drug to an advisory committee. An advisory committee is a panel of

independent experts, including clinicians and other scientific experts, that reviews, evaluates and provides a recommendation as to
whether the application should be approved and under what conditions. The FDA is not bound by the recommendations of an advisory
committee, but it considers such recommendations carefully when making decisions.

 
Before approving an NDA, the FDA will typically inspect the facility or facilities where the product is manufactured. The

FDA will not approve an application unless it determines that the manufacturing processes and facilities are in compliance with cGMP
and adequate to assure consistent production of the product within required specifications. Additionally, before approving an NDA, the
FDA will typically inspect one or more clinical sites to assure compliance with GCPs. If the FDA determines that the application,
manufacturing process or manufacturing facilities are not acceptable, it will outline the deficiencies in the submission and often will
request additional testing or information. Notwithstanding the submission of any requested additional information, the FDA ultimately
may decide that the application does not satisfy the regulatory criteria for approval.

 
After the FDA evaluates an NDA, it will issue an approval letter or a Complete Response Letter. An approval letter authorizes

commercial marketing of the drug with prescribing information for specific indications. A Complete Response Letter indicates that the
review cycle of the application is complete, and the application will not be approved in its present form. A Complete Response Letter
usually describes the specific deficiencies in the NDA identified by the FDA and may require additional clinical data, such as an
additional pivotal Phase 3 trial or other significant and time-consuming requirements related to clinical trials, nonclinical studies or
manufacturing. If a Complete Response Letter is issued, the sponsor must resubmit the NDA, addressing all of the deficiencies
identified in the letter, or withdraw the application. Even if such data and information are submitted, the FDA may decide that the NDA
does not satisfy the criteria for approval.

 
If regulatory approval of a product is granted, such approval will be granted for particular indications and may contain

limitations on the indicated uses for which such product may be marketed. For example, the FDA may approve the NDA with a Risk
Evaluation and Mitigation Strategy, or REMS, to ensure the benefits of the product outweigh its risks. A REMS is a safety strategy to
manage a known or potential serious risk associated with a medicine and to enable patients to have continued access to such medicines
by managing their safe use, and could include medication guides, physician communication plans, or elements to assure safe use, such
as restricted distribution methods, patient registries, and other risk minimization tools. The FDA also may condition approval on,
among other things, changes to proposed labeling or the development of adequate controls and specifications. Once approved, the FDA
may withdraw the product approval if compliance with pre- and post-marketing requirements is not maintained or if problems occur
after the product reaches the marketplace. The FDA may also require one or more Phase 4 post-market studies and surveillance to
further assess and monitor the product’s safety and effectiveness after commercialization, and may limit further marketing of the
product based on the results of these post-marketing studies. In addition, new government requirements, including those resulting from
new legislation, may be established, or the FDA’s policies may change, which could impact the timeline for regulatory approval or
otherwise impact ongoing development programs.
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Orphan Drug Designation
 
Under the Orphan Drug Act, the FDA may grant orphan designation to a drug intended to treat a rare disease or condition,

which is a disease or condition that affects fewer than 200,000 individuals in the United States or, if it affects more than 200,000
individuals in the United States, there is no reasonable expectation that the cost of developing and making a drug product available in
the United States for this type of disease or condition will be recovered from sales of the product  . Orphan designation must be
requested before submitting an NDA. After the FDA grants orphan designation, the identity of the therapeutic agent and its potential
orphan use are disclosed publicly by the FDA. Orphan designation does not convey any advantage in or shorten the duration of the
regulatory review and approval process.

 
If a product that has orphan designation subsequently receives the first FDA approval for the disease or condition for which it

has such designation, the product is entitled to orphan product exclusivity, which means that the FDA may not approve any other
applications to market the same drug or biological product for the same indication for seven years, except in limited circumstances,
such as a showing of clinical superiority to the product with orphan exclusivity or inability to manufacture the product in sufficient
quantities. The designation of such drug also entitles a party to financial incentives such as opportunities for grant funding towards
clinical trial costs, tax advantages and user-fee waivers. Competitors, however, may receive approval of different products for the
indication for which the orphan product has exclusivity or obtain approval for the same product but for a different indication for which
the orphan product has exclusivity. Orphan exclusivity also could block the approval of one of our products for seven years if a
competitor obtains approval of the same drug as defined by the FDA or if our product candidate is determined to be contained within
the competitor’s product for the same indication or disease. If an orphan designated product receives marketing approval for an
indication broader than what is designated, it may not be entitled to orphan exclusivity. In addition, exclusive marketing rights in the
United States may be lost if the FDA later determines that the request for designation was materially defective or if the manufacturer is
unable to assure sufficient quantities of the product to meet the needs of patients with the rare disease or condition.

 
Expedited Development and Review Programs
 
The FDA has a number of programs intended to expedite the development or review of products that meet certain criteria. For

example, new drugs are eligible for Fast Track designation if they are intended to treat a serious or life-threatening disease or condition
and demonstrate the potential to address unmet medical needs for the disease or condition. Fast track designation applies to the
combination of the product and the specific indication for which it is being studied. The sponsor of a Fast Track-designated product has
opportunities for more frequent interactions with the review team during product development, and the FDA may consider for review
sections of the NDA on a rolling basis before the complete application is submitted, if the sponsor provides a schedule for the
submission of the sections of the NDA, the FDA agrees to accept sections of the NDA and determines that the schedule is acceptable,
and the sponsor pays any required user fees upon submission of the first section of the NDA.

 
Any product submitted to the FDA for approval, including a product with a Fast Track designation, may also be eligible for

other types of FDA programs intended to expedite development and review, such as priority review and accelerated approval. A
product is eligible for priority review if it has the potential to provide safe and effective therapy where no satisfactory alternative
therapy exists or a significant improvement in the treatment, diagnosis or prevention of a disease compared to marketed products. The
FDA will attempt to direct additional resources to the evaluation of an application for a new drug designated for priority review in an
effort to facilitate the review. The FDA endeavors to review applications with priority review designations within six months of the
filing date as compared to ten months for review of new molecular entity NDAs under its current PDUFA review goals.

 
In addition, a product may be eligible for accelerated approval. Drug products intended to treat serious or life-threatening

diseases or conditions may be eligible for accelerated approval upon a determination that the product has an effect on a surrogate
endpoint that is reasonably likely to predict clinical benefit, or on a clinical endpoint that can be measured earlier than irreversible
morbidity or mortality, that is reasonably likely to predict an effect on irreversible morbidity or mortality or other clinical benefit,
taking into account the severity, rarity, or prevalence of the condition and the availability or lack of alternative treatments. As a
condition of approval, the FDA may require that a sponsor of a drug receiving accelerated approval perform adequate and well-
controlled post-marketing clinical trials. In addition, the FDA currently requires pre-approval of promotional materials as a condition
for accelerated approval, which could adversely impact the timing of the commercial launch of the product.
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In addition, the Food and Drug Administration Safety and Innovation Act established a category of drugs referred to as

“breakthrough therapies” that may be eligible to receive breakthrough therapy designation. A sponsor may seek FDA designation of a
product candidate as a “breakthrough therapy” if the product is intended, alone or in combination with one or more other products, to
treat a serious or life-threatening disease or condition and preliminary clinical evidence indicates that the product may demonstrate
substantial improvement over existing therapies on one or more clinically significant endpoints, such as substantial treatment effects
observed early in clinical development. The designation includes all of the Fast Track program features, as well as more intensive FDA
interaction and guidance. The breakthrough therapy designation is a distinct status from both accelerated approval and priority review,
which can also be granted to the same drug if relevant criteria are met. If a product is designated as breakthrough therapy, the FDA will
work to expedite the development and review of such drug.

 
Fast Track designation, breakthrough therapy designation, priority review, and accelerated approval do not change the

standards for approval, but may expedite the development or approval process. Even if a product qualifies for one or more of these
programs, the FDA may later decide that the product no longer meets the conditions for qualification or decide that the time period for
FDA review or approval will not be shortened. We may explore some of these opportunities for our product candidates as appropriate.

 
Post-approval Requirements
 
Any products manufactured or distributed pursuant to FDA approvals are subject to pervasive and continuing regulation by

the FDA, including, among other things, requirements relating to record-keeping, reporting of adverse experiences, periodic reporting,
product sampling and distribution, and advertising and promotion of the product. After approval, most changes to the approved
product, such as adding new indications or other labeling claims, are subject to prior FDA review and approval. There also are
continuing, annual program fees for any marketed products. Drug manufacturers and their subcontractors are required to register their
establishments with the FDA and certain state agencies, and are subject to periodic unannounced inspections by the FDA and certain
state agencies for compliance with cGMP, which impose certain procedural and documentation requirements upon us and our third-
party manufacturers. Changes to the manufacturing process are strictly regulated, and, depending on the significance of the change,
may require prior FDA approval before being implemented. FDA regulations also require investigation and correction of any
deviations from cGMP and impose reporting requirements upon us and any third-party manufacturers that we may decide to use.
Accordingly, manufacturers must continue to expend time, money and effort in the area of production and quality control to maintain
compliance with cGMP and other aspects of regulatory compliance.

 
The FDA may withdraw approval if compliance with regulatory requirements and standards is not maintained or if problems

occur after the product reaches the market. Later discovery of previously unknown problems with a product, including adverse events
of unanticipated severity or frequency, or with manufacturing processes, or failure to comply with regulatory requirements, may result
in revisions to the approved labeling to add new safety information; imposition of post-market studies or clinical studies to assess new
safety risks; or imposition of distribution restrictions or other restrictions under a REMS program. Other potential consequences
include, among other things:
 

● restrictions on the marketing or manufacturing of the product, complete withdrawal of the product from the market or
product recalls;

 
● fines, warning letters, or untitled letters;

 
● clinical holds on clinical studies;

 
● refusal of the FDA to approve pending applications or supplements to approved applications, or suspension or revocation

of product license approvals;
 

● product seizure or detention, or refusal to permit the import or export of products;
 

● consent decrees, corporate integrity agreements, debarment or exclusion from federal healthcare programs;
 

● mandated modification of promotional materials and labeling and the issuance of corrective information;
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● the issuance of safety alerts, Dear Healthcare Provider letters, press releases and other communications containing

warnings or other safety information about the product; or
 

● injunctions or the imposition of civil or criminal penalties.
 
The FDA also may require post-marketing testing, known as Phase 4 testing, and surveillance to monitor the effects of an

approved product. Discovery of previously unknown problems with a product or the failure to comply with applicable FDA
requirements can have negative consequences, including adverse publicity, judicial or administrative enforcement, warning letters from
the FDA, mandated corrective advertising or communications with doctors, and civil or criminal penalties, among others. Newly
discovered or developed safety or effectiveness data may require changes to a product’s approved labeling, including the addition of
new warnings and contraindications, and also may require the implementation of other risk management measures.

 
The FDA closely regulates the marketing, labeling, advertising and promotion of drug products. A company can make only

those claims relating to safety and efficacy, purity and potency that are approved by the FDA and in accordance with the provisions of
the approved label. The FDA and other agencies actively enforce the laws and regulations prohibiting the promotion of off-label uses.
Failure to comply with these requirements can result in, among other things, adverse publicity, warning letters, corrective advertising
and potential civil and criminal penalties. Physicians may prescribe, in their independent professional medical judgment, legally
available products for uses that are not described in the product’s labeling and that differ from those tested by us and approved by the
FDA. Physicians may believe that such off-label uses are the best treatment for many patients in varied circumstances. The FDA does
not regulate the behavior of physicians in their choice of treatments. The FDA does, however, restrict manufacturer’s communications
on the subject of off-label use of their products. The federal government has levied large civil and criminal fines against companies for
alleged improper promotion of off-label use and has enjoined companies from engaging in off-label promotion. The FDA and other
regulatory agencies have also required that companies enter into consent decrees or permanent injunctions under which specified
promotional conduct is changed or curtailed. However, companies may share truthful and not misleading information that is otherwise
consistent with a product’s FDA-approved labeling.

 
In addition, the distribution of prescription pharmaceutical products is subject to the Prescription Drug Marketing Act, or

PDMA, which regulates the distribution of drugs and drug samples at the federal level, and sets minimum standards for the registration
and regulation of drug distributors by the states. Both the PDMA and state laws limit the distribution of prescription pharmaceutical
product samples and impose requirements to ensure accountability in distribution.

 
Marketing Exclusivity
 
Market exclusivity provisions authorized under the Food Drug and Cosmetic Act, or FDCA, can delay the submission or the

approval of certain marketing applications. The FDCA provides a five-year period of non-patent marketing exclusivity within the
United States to the first applicant to obtain approval of an NDA for a new chemical entity. A drug is a new chemical entity if the FDA
has not previously approved any other new drug containing the same active moiety, which is the molecule or ion responsible for the
action of the drug substance. During the exclusivity period, the FDA may not approve or even accept for review an ANDA or an NDA
submitted under Section 505(b)(2), or 505(b)(2) NDA, submitted by another company for another drug based on the same active
moiety, regardless of whether the drug is intended for the same indication as the original innovative drug or for another indication,
where the applicant does not own or have a legal right of reference to all the data required for approval. However, an application may
be submitted after four years if it contains a certification of patent invalidity or non-infringement to one of the patents listed with the
FDA by the innovator NDA holder.

 
The FDCA alternatively provides three years of marketing exclusivity for an NDA, or supplement to an existing NDA if new

clinical investigations, other than bioavailability studies, that were conducted or sponsored by the applicant are deemed by the FDA to
be essential to the approval of the application, for example new indications, dosages or strengths of an existing drug. This three-year
exclusivity covers only the modification for which the drug received approval on the basis of the new clinical investigations and does
not prohibit the FDA from approving ANDAs or 505(b)(2) NDAs for drugs containing the active agent for the original indication or
condition of use. Five-year and three-year exclusivity will not delay the submission or approval of a full NDA. However, an applicant
submitting a full NDA would be required to conduct or obtain a right of reference to any preclinical studies and adequate and well-
controlled clinical trials necessary to demonstrate safety and effectiveness.
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Controlled Substances

 
MEAI, the active ingredient in our lead product candidates may potentially be Schedule as a controlled substance. The CSA

and its implementing regulations establish a “closed system” of regulations for controlled substances. The CSA imposes registration,
security, recordkeeping and reporting, storage, manufacturing, distribution, importation and other requirements under the oversight of
the U.S. Drug Enforcement Agency, or the DEA. The DEA is the federal agency responsible for regulating controlled substances, and
requires those individuals or entities that manufacture, import, export, distribute, research, or dispense controlled substances to comply
with the regulatory requirements in order to prevent the diversion of controlled substances to illicit channels of commerce.

 
The DEA categorizes controlled substances into one of five schedules—Schedule I, II, III, IV or V—with varying

qualifications for listing in each schedule. Schedule I substances by definition have a high potential for abuse, have no currently
accepted medical use in treatment in the United States and lack accepted safety for use under medical supervision. They may be used
only in federally approved research programs and may not be marketed or sold for dispensing to patients in the United States.
Pharmaceutical product candidates having a currently accepted medical use that are otherwise approved for marketing may be listed as
Schedule II, III, IV or V substances, with Schedule II substances presenting the highest potential for abuse and physical or
psychological dependence, and Schedule V substances presenting the lowest relative potential for abuse and dependence. The
regulatory requirements are more restrictive for Schedule II substances than Schedule III substances. For example, all Schedule II drug
prescriptions must be signed by a physician, physically presented to a pharmacist in most situations and cannot be refilled.

  
Following NDA approval of a drug containing a Schedule I controlled substance, that substance must be rescheduled as a

Schedule II, III, IV or V substance before it can be marketed. On November 17, 2015, H.R. 639, Improving Regulatory Transparency
for New Medical Therapies Act, passed through both houses of Congress. On November 25, 2015 this bill was signed into law. The
new law removes uncertainty associated with timing of the DEA rescheduling process after NDA approval. Specifically, it requires
DEA to issue an “interim final rule,” pursuant to which a manufacturer may market its product candidate within 90 days of FDA
approval. The new law also preserves the period of orphan marketing exclusivity for the full seven years such that this period only
begins after DEA scheduling. This contrasts with the previous situation whereby the orphan “clock” began to tick upon FDA approval,
even though the product candidate could not be marketed until DEA scheduling was complete.

  
Facilities that manufacture, distribute, import or export any controlled substance must register annually with the DEA. The

DEA registration is specific to the particular location, activity(ies) and controlled substance schedule(s). For example, separate
registrations are required for importation and manufacturing activities, and each registration authorizes which schedules of controlled
substances the registrant may handle. However, certain coincident activities are permitted without obtaining a separate DEA
registration, such as distribution of controlled substances by the manufacturer that produces them.

 
The DEA inspects all manufacturing facilities to review security, recordkeeping, reporting and handling prior to issuing a

controlled substance registration. The specific security requirements vary by the type of business activity and the schedule and quantity
of controlled substances handled. The most stringent requirements apply to manufacturers of Schedule I and Schedule II substances.
Required security measures commonly include background checks on employees and physical control of controlled substances through
storage in approved vaults, safes and cages, and through use of alarm systems and surveillance cameras. An application for a
manufacturing registration as a bulk manufacturer (not a dosage form manufacturer or a repacker/relabeler) for a Schedule I or II
substance must be published in the Federal Register, and is open for 30 days to permit interested persons to submit comments,
objections or requests for a hearing. A copy of the notice of the Federal Register publication is forwarded by DEA to all those
registered, or applicants for registration, as bulk manufacturers of that substance. Once registered, manufacturing facilities must
maintain records documenting the manufacture, receipt and distribution of all controlled substances. Manufacturers must submit
periodic reports to the DEA of the distribution of Schedule I and II controlled substances, Schedule III narcotic substances, and other
designated substances. Registrants must also report any controlled substance thefts or significant losses, and must obtain authorization
to destroy or dispose of controlled substances. As with applications for registration as a bulk manufacturer, an application for an
importer registration for a Schedule I or II substance must also be published in the Federal Register, which remains open for 30 days
for comments. Imports of Schedule I and II controlled substances for commercial purposes are generally restricted to substances not
already available from domestic supplier or where there is not adequate competition among domestic suppliers. In addition to an
importer or exporter registration, importers and exporters must obtain a permit for every import or export of a Schedule I and II
substance or Schedule III, IV and V narcotic, and submit import or export declarations for Schedule III, IV and V non-narcotics. In
some cases, Schedule III non-narcotic substances may be subject to the import/export permit requirement, if necessary to ensure that
the United States complies with its obligations under international drug control treaties.
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For drugs manufactured in the United States, the DEA establishes annually an aggregate quota for the amount of substances

within Schedules I and II that may be manufactured or produced in the United States based on the DEA’s estimate of the quantity
needed to meet legitimate medical, scientific, research and industrial needs. This limited aggregate amount of cannabis that the DEA
allows to be produced in the United States each year is allocated among individual companies, which, in turn, must annually apply to
the DEA for individual manufacturing and procurement quotas. The quotas apply equally to the manufacturing of the API and
production of dosage forms. The DEA may adjust aggregate production quotas a few times per year, and individual manufacturing or
procurement quotas from time to time during the year, although the DEA has substantial discretion in whether or not to make such
adjustments for individual companies.

 
The states also maintain separate controlled substance laws and regulations, including licensing, recordkeeping, security,

distribution, and dispensing requirements. State Authorities, including Boards of Pharmacy, regulate use of controlled substances in
each state. Failure to maintain compliance with applicable requirements, particularly as manifested in the loss or diversion of controlled
substances, can result in enforcement action that could have a material adverse effect on our business, operations and financial
condition. The DEA may seek civil penalties, refuse to renew necessary registrations, or initiate proceedings to revoke those
registrations. In certain circumstances, violations could lead to criminal prosecution.

 
European Government Regulation
 
Our product candidates will be subject to similar laws and regulations imposed by jurisdictions outside of the United States,

and, in particular, Europe, which may include, for instance, applicable post-marketing requirements, including safety surveillance, anti-
fraud and abuse laws and implementation of corporate compliance programs and reporting of payments or other transfers of value to
healthcare professionals.

 
In order to market our future product candidates in the EEA (which is comprised of the 28 Member States of the European

Union plus Norway, Iceland and Liechtenstein) and many other foreign jurisdictions, we must obtain separate regulatory approvals.
More concretely, in the EEA, medicinal product candidates can only be commercialized after obtaining a Marketing Authorization, or
MA. There are two types of marketing authorizations:
 

● the “Community MA,” which is issued by the European Commission through the Centralized Procedure, based on the
opinion of the Committee for Medicinal Product candidates for Human Use of the EMA and which is valid throughout
the entire territory of the EEA. The Centralized Procedure is mandatory for certain types of product candidates, such as
biotechnology medicinal product candidates, orphan medicinal product candidates and medicinal product candidates
indicated for the treatment of AIDS, cancer, neurodegenerative disorders, diabetes, auto-immune and viral diseases. The
Centralized Procedure is optional for product candidates containing a new active substance not yet authorized in the EEA,
or for product candidates that constitute a significant therapeutic, scientific or technical innovation or which are in the
interest of public health in the EU; and

 
● “National MAs,” which are issued by the competent authorities of the Member States of the EEA and only cover their

respective territory, are available for product candidates not falling within the mandatory scope of the Centralized
Procedure. Where a product has already been authorized for marketing in a Member State of the EEA, this National MA
can be recognized in another Member State through the Mutual Recognition Procedure. If the product has not received a
National MA in any Member State at the time of application, it can be approved simultaneously in various Member States
through the Decentralized Procedure.

 
Under the above described procedures, before granting the MA, the EMA or the competent authorities of the Member States

of the EEA make an assessment of the risk-benefit balance of the product on the basis of scientific criteria concerning its quality, safety
and efficacy.
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Data and marketing exclusivity. In the EEA, new product candidates authorized for marketing, or reference product

candidates, qualify for eight years of data exclusivity and an additional two years of market exclusivity upon marketing authorization.
The data exclusivity period prevents generic or biosimilar applicants from relying on the preclinical and clinical trial data contained in
the dossier of the reference product when applying for a generic or biosimilar marketing authorization in the European Union during a
period of eight years from the date on which the reference product was first authorized in the European Union. The market exclusivity
period prevents a successful generic or biosimilar applicant from commercializing its product in the European Union until 10 years
have elapsed from the initial authorization of the reference product in the European Union. The 10-year market exclusivity period can
be extended to a maximum of eleven years if, during the first eight years of those 10 years, the marketing authorization holder obtains
an authorization for one or more new therapeutic indications which, during the scientific evaluation prior to their authorization, are
held to bring a significant clinical benefit in comparison with existing therapies.

 
Orphan drug designation  . In the EEA, a medicinal product can be designated as an orphan drug if its sponsor can establish

that the product is intended for the diagnosis, prevention or treatment of a life-threatening or chronically debilitating condition
affecting not more than five in 10,000 persons in the European Union when the application is made, or that the product is intended for
the diagnosis, prevention or treatment of a life-threatening, seriously debilitating or serious and chronic condition in the European
Community and that without incentives it is unlikely that the marketing of the drug in the European Union would generate sufficient
return to justify the necessary investment. For either of these conditions, the applicant must demonstrate that there exists no satisfactory
method of diagnosis, prevention or treatment of the condition in question that has been authorized in the European Union or, if such
method exists, the drug will be of significant benefit to those affected by that condition.
 

In the EEA, an application for designation as an orphan product can be made any time prior to the filing of an application for
approval to market the product. Marketing authorization for an orphan drug leads to a ten-year period of market exclusivity. During this
market exclusivity period, the EMA or the competent authorities of the Member States, cannot accept another application for a
marketing authorization, or grant a marketing authorization, for a similar medicinal product for the same indication. The period of
market exclusivity is extended by two years for orphan medicinal products that have also complied with an agreed pediatric
investigation plan.

 
This period of orphan market exclusivity may, however, be reduced to six years if, at the end of the fifth year, it is established

that the product no longer meets the criteria for which it received orphan drug destination, that is the prevalence of the condition has
increased above the threshold or it is judged that the product is sufficiently profitable not to justify maintenance of market exclusivity.
Granting of an authorization for another similar orphan medicinal product where another product has market exclusivity can happen
only in selected cases, such as, for example, demonstration of “clinical superiority” by a similar medicinal product, inability of a
manufacturer to supply sufficient quantities of the first product or where the manufacturer itself gives consent. A company may
voluntarily remove a product from the orphan register. Medicinal products or medicinal product candidates designated as orphan are
eligible for incentives made available by the European Union and its Member States to support research into, development and
availability of orphan medicinal products.

 
Adaptive pathways. The EMA has an adaptive pathways program which allows for early and progressive patient access to a

medicine. The adaptive pathways concept is an approach to medicines approval that aims to improve patients’ access to medicines in
cases of high unmet medical need. To achieve this goal, several approaches are envisaged: identifying small populations with severe
disease where a medicine’s benefit-risk balance could be favorable; making more use of real-world data where appropriate to support
clinical trial data; and involving health technology assessment bodies early in development to increase the chance that medicines will
be recommended for payment and ultimately covered by national healthcare systems. The adaptive pathways concept applies primarily
to treatments in areas of high medical need where it is difficult to collect data via traditional routes and where large clinical trials would
unnecessarily expose patients who are unlikely to benefit from the medicine. The approach builds on regulatory processes already in
place within the existing EU legal framework. These include: scientific advice; compassionate use; the conditional approval
mechanism (for medicines addressing life-threatening conditions); patient registries and other pharmacovigilance tools that allow
collection of real-life data and development of a risk-management plan for each medicine.

 
The adaptive pathways program does not change the standards for the evaluation of benefits and risks or the requirement to

demonstrate a positive benefit-risk balance to obtain marketing authorization.
 
PRIME scheme. In July 2016, the EMA launched the PRIME scheme. PRIME is a voluntary scheme aimed at enhancing the

EMA’s support for the development of medicines that target unmet medical needs. It is based on increased interaction and early
dialogue with companies developing promising medicines, to optimize their product development plans and speed up their evaluation
to help them reach patients earlier. Product developers that benefit from PRIME designation can expect to be eligible for accelerated
assessment, but this is not guaranteed. The benefits of a PRIME designation includes the appointment of a rapporteur from the



Committee for Medicinal Product candidates for human use before submission of an MAA, early dialogue and scientific advice at key
development milestones, and the potential to qualify product candidates for accelerated review earlier in the application process.
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Israeli Government Regulations.
 
Pursuant to the applicable laws & regulations in Israel, and specifically the Dangerous Drugs Ordinance, 5733 – 1973, 2-

aminoindane, including its isomers and structural derivatives (which include MEAI), unless expressly excluded and excluding
Rasagiline (R)-N-(prop-2-ynyl)-2,3-dihydro-1H-inden-1-amine ), is considered a “dangerous substance” (i.e. a “controlled substance”)
and therefore, Its importation to Israel requires a license, by the Israeli Ministry of Health, or the MOH. Once imported, the possession
and use of such substance, for research purposes, requires the submission of a separate application to the MOH and a subsequent
permit. Such permit will be considered by the MOH, as part of examining the application for a clinical trial to be conducted accordance
with the applicable laws & regulations, as more fully described below.

 
Clinical Trials in Human Subjects in Israel
 
Clinical trials in Israel are conducted in accordance with the Public Health Regulations (Clinical Trials in Humans) 1980, and

the updated MOH Clinical Trials Procedure No. 14.
 
The MOH Clinical Trials Department is authorized to examine and grant approvals to clinical trials with human participants,

in accordance with all the terms& conditions specified in the applicable legislation/regulations, and supervise their actual performance.
 

Any clinical trial (including planning, design, approval, conduct, documentation, recording, and reporting thereof) must be
carried out while ensuring strict compliance with the following:

 
● The principles of the Helsinki Declaration;

 
● the updated Public Health Regulations (Clinical Trials in Humans) 1980;

 
● the Genetic Information Law 2000; and

 
● the provisions of the applicable MOH Procedure and guidelines.

 
In addition, every clinical trial must be carried out adhering to the following international guidelines:
 

● The Harmonised Tripartite Guideline for Good Clinical Practice (ICH-GCP E6); and
 

● the International Standard Organisation (ISO); ISO 14155-1; ISO 14155-2: Clinical Investigation of Medical Devices for
Human Subjects.

 
In the event of an inconsistency between the aforesaid guidelines, the guidelines of the MOH shall prevail. In matters not

covered by binding provisions in the guidelines of MOH, the international guidelines should be followed.
 
Informed Consent in Human Clinical Trials
 

Apart from exceptional cases, clinical trial participants must sign on an “informed consent” form, pre-approved by the
applicable Helsinki Committee.

 
Human Clinical Trials Pre-Conditions
 
The following conditions must be met prior to the beginning of any such trial:
 
1. Insurance – the sponsor of the trial must provide appropriate insurance coverage.
 
2. Free supply of the investigational product to the trial participants shall be guaranteed throughout the duration of the trial. A

participant must not pay to participate in the trial.
 
3. The trial protocol must include provisions for safeguarding participants’ privacy and confidentiality of gathered information.
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Clinical Trial Agreements

 
Every contractual agreement between a clinical trial sponsor and a principal investigator conducting a clinical trial requires

approval by the Committee for Contracts with Commercial Companies and by the Director of the medical institution in which the trial
is conducted or designee thereof appointed for this purpose, such as the director of the institutional research fund. Approval by the
director of the institution is also required for any contract between a Sponsor or representative thereof and a Principal Investigator or
any other Investigator who is taking part in the clinical trial.

 
Controlled Substance Status in the U.S., Canada and Israel
 

In the U.S., MEAI has not been officially evaluated for its status as a controlled substance. It is currently unknown how it will
be scheduled by the FDA, and it is not currently found in Schedule II of the US Schedules of Controlled Substances. However, if the
molecule is considered to be similar to amphetamines, then it may fall under this schedule as a stimulant, under which you will find
amphetamine listed. Unless specifically excepted or unless listed in another schedule, any material, compound, mixture, or preparation
which contains any quantity of the following substances having a stimulant effect on the central nervous system are in this schedule:
amphetamine, its salts, optical isomers, and salts of its optical isomers. This molecule also does not exist on the U.S. Toxic Substances
Control Act Chemical Substance Inventory List.

 
In Canada, Health Canada has stated that MEAI is a controlled substance due to its structure being similar to amphetamines,

which are on Health Canada’s Controlled Substances List. However, at this point in time, the molecule MEAI itself is not listed in
Schedule I of Health Canada’s Controlled Substances List, which includes: amphetamines, their salts, derivatives, isomers and
analogues and salts of derivatives, isomers and analogues.

 
In Israel, the Israeli Ministry of Health has stated that 2 – Aminoindane, including derivatives and isomers, is a controlled

substance. Since, MEAI is a derivative of 2 – Aminoindane, it is considered a controlled substance.
 
Food products containing MEAI may be determined to be illegal. For example, one Canadian food product containing MEAI

was determined to be illegal in Canada. However, to the best of our knowledge, this specific product sold in Canada was not
manufactured under cGMP conditions and may have contained other substances as well. In addition, to the best of our knowledge, no
regulatory process took place and no regulatory dossier was submitted in Canada or any other jurisdiction, in that matter, to ask for
approval for commercialization of that product.

 
Other Healthcare Laws

 
Pharmaceutical companies are subject to additional healthcare regulation and enforcement by the federal government and by

authorities in the states and foreign jurisdictions in which they conduct their business. Such laws include, without limitation, state and
federal anti-kickback, fraud and abuse, false claims, data privacy and security and physician sunshine laws and regulations. If their
operations are found to be in violation of any of such laws or any other governmental regulations that apply, they may be subject to
penalties, including, without limitation, civil and criminal penalties, damages, fines, the curtailment or restructuring of operations,
exclusion from participation in federal and state healthcare programs and individual imprisonment.
 

Coverage and Reimbursement  
 
Sales of any product depend, in part, on the extent to which such product will be covered by third-party payors, such as

federal, state, and foreign government healthcare programs, commercial insurance and managed healthcare organizations, and the level
of reimbursement for such product by third-party payors. Decisions regarding the extent of coverage and amount of reimbursement to
be provided are made on a plan-by-plan basis. These third-party payors are increasingly reducing reimbursements for medical products,
drugs and services. For products administered under the supervision of a physician, obtaining coverage and adequate reimbursement
may be particularly difficult because of the higher prices often associated with such drugs.

 
In addition, the U.S. government, state legislatures and foreign governments have continued implementing cost-containment

programs, including price controls, restrictions on coverage and reimbursement and requirements for substitution of generic products.
Adoption of price controls and cost-containment measures, and adoption of more restrictive policies in jurisdictions with existing
controls and measures, could further limit sales of any product. Decreases in third-party reimbursement for any product or a decision
by a third-party payor not to cover a product could reduce physician usage and patient demand for the product and also have a material
adverse effect on sales.

 
Healthcare Reform



 
In March 2010, Congress enacted the Patient Protection and Affordable Care Act, as amended by the Health Care and

Education Reconciliation Act, each as amended, collectively known as the ACA, which substantially changed the way healthcare is
financed by both governmental and private insurers, and significantly affected the pharmaceutical industry. The ACA contains a
number of provisions, including those governing enrollment in federal healthcare programs, reimbursement adjustments and fraud and
abuse changes. Additionally, the ACA increased the minimum level of Medicaid rebates payable by manufacturers of brand name
drugs from 15.1% to 23.1%; required collection of rebates for drugs paid by Medicaid managed care organizations; required
manufacturers to participate in a coverage gap discount program, under which they must agree to offer 70 percent point-of-
sale discounts off negotiated prices of applicable brand drugs to eligible beneficiaries during their coverage gap period, as a condition
for the manufacturer’s outpatient drugs to be covered under Medicare Part D; and imposed a non-deductible annual fee on
pharmaceutical manufacturers or importers who sell “branded prescription drugs” to specified federal government programs.
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Since its enactment, there have been judicial and Congressional challenges to certain aspects of the ACA, and we expect there

will be additional challenges and amendments to the ACA in the future. Other legislative changes have been proposed and adopted
since the ACA was enacted, including aggregate reductions of Medicare payments to providers of 2% per fiscal year, which was
temporarily suspended from May 1, 2020 through March 31, 2021, and reduced payments to several types of Medicare providers.
Moreover, there has recently been heightened governmental scrutiny over the manner in which manufacturers set prices for their
marketed products, which has resulted in several Congressional inquiries, proposed and enacted legislation designed to, among other
things, bring more transparency to product pricing, review the relationship between pricing and manufacturer patient programs, and
reform government program reimbursement methodologies for drug products. The likelihood of implementation of any of these reform
initiatives is uncertain, particularly in light of the new presidential administration. Individual states in the United States have also
become increasingly active in implementing regulations designed to control pharmaceutical product pricing, including price or patient
reimbursement constraints, discounts, restrictions on certain product access and marketing cost disclosure and transparency measures,
and, in some cases, designed to encourage importation from other countries and bulk purchasing.

 
Environmental, Health and Safety
 
We are also subject to numerous environmental, health and safety laws and regulations, including those governing laboratory

procedures, the generation, handling, use, storage, treatment, release and disposal of, and exposure to, hazardous materials and wastes
and worker health and safety. Our operations involve the use of hazardous and flammable materials, including chemicals and biological
materials, and produce hazardous waste products and the risk of injury, contamination or non-compliance with environmental, health
and safety laws and regulations cannot be eliminated. Environmental, health and safety laws and regulations are complex, change
frequently and have tended to become more stringent, and we may incur substantial costs in order to comply with such current or future
laws and regulations.

 
Data Privacy and Security Laws
 
Numerous state, federal and foreign laws, including consumer protection laws and regulations, govern the collection,

dissemination, use, access to, confidentiality and security of personal information, including health-related information. In the United
States, federal and state laws and regulations, including data breach notification laws, health information privacy laws, and federal and
state consumer protection laws and regulations (e.g., Section 5 of the Federal Trade Commission Act, or the FTC Act), that govern the
collection, use, disclosure, and protection of health-related and other personal information could apply to our operations or the
operations of our partners. For example, HIPAA, as amended by HITECH imposes privacy, security and breach notification obligations
on certain health care providers, health plans, and health care clearinghouses, known as covered entities, as well as their business
associates that perform certain services that involve creating, receiving, maintaining or transmitting individually identifiable health
information for or on behalf of such covered entities. Entities that are found to be in violation of HIPAA as the result of a breach of
unsecured protected health information, a complaint about privacy practices or an audit by the HHS, may be subject to significant civil,
criminal and administrative fines and penalties and/or additional reporting and oversight obligations if required to enter into a
resolution agreement and corrective action plan with HHS to settle allegations of HIPAA non-compliance. Further, entities that
knowingly receive individually identifiable health information from a HIPAA covered entity in a manner that is not authorized or
permitted by HIPAA may be subject to criminal penalties.

 
Even when HIPAA does not apply, according to the Federal Trade Commission, or FTC, violating consumers’ privacy rights

or failing to take appropriate steps to keep consumers’ personal information secure may constitute unfair acts or practices in or
affecting commerce in violation of Section 5 of the FTC Act. The FTC expects a company’s data security measures to be reasonable
and appropriate in light of the sensitivity and volume of consumer information it holds, the size and complexity of its business, and the
cost of available tools to improve security and reduce vulnerabilities.
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In addition, certain federal, state and foreign laws, such as the GDPR, govern the privacy and security of personal data,

including health-related data in certain circumstances, some of which are more stringent than HIPAA and many of which differ from
each other in significant ways and may not have the same effect, thus complicating compliance efforts. Failure to comply with these
laws, where applicable, can result in the imposition of significant civil and/or criminal penalties and private litigation. For example,
California enacted the CCPA, which went into effect on January 1, 2020. The CCPA, among other things, creates new data privacy
obligations for covered companies and provides new privacy rights to California residents, including the right to access and delete their
personal information, opt out of certain personal information sharing, and receive detailed information about how their personal
information is used. The CCPA also creates a private right of action with statutory damages for certain data breaches, thereby
potentially increasing risks associated with a data breach. Further, the CPRA was recently voted into law by California residents. The
CPRA significantly amends the CCPA and imposes additional data protection obligations on covered companies doing business in
California, including additional consumer rights processes and opt outs for certain uses of sensitive data. It also creates a new
California data protection agency specifically tasked to implement and enforce the CCPA and the CPRA, which would likely result in
increased regulatory scrutiny of California businesses in the areas of data protection and security. The substantive requirements for
businesses subject to the CPRA will go into effect on January 1, 2023 and become enforceable on July 1, 2023.

 
Patent Term Restoration and Extension 
 

Depending upon the timing, duration and specifics of FDA approval of product candidates, some U.S. patents may be eligible
for limited patent term extension under the Hatch-Waxman Amendments. The Hatch-Waxman Amendments permit a patent restoration
term of up to five years as compensation for patent term lost during product development and the FDA regulatory review process.
However, patent term restoration cannot extend the remaining term of a patent beyond a total of 14 years from the product’s approval
date. The patent term restoration period generally is one-half the time between the effective date of an IND and the submission date of
a BLA less any time the sponsor did not act with due diligence during the period, plus the time between the submission date of a BLA
and the approval of that application less any time the sponsor did not act with due diligence during the period. Only one patent
applicable to an approved biologic product is eligible for the extension, only those claims covering the approved drug, a method for
using it, or a method for manufacturing it may be extended, and the application for the extension must be submitted prior to the
expiration of the patent. Moreover, a given patent may only be extended once based on a single product. The USPTO, in consultation
with the FDA, reviews and approves the application for any patent term extension or restoration. Similar provisions are available in
Europe and other foreign jurisdictions to extend the term of a patent that covers an approved drug. In the future, if and when our
products receive FDA approval, we expect to apply for patent term extensions on patents covering those products, however there is no
guarantee that the applicable authorities, including the FDA in the United States, will agree with our assessment of whether such
extensions should be granted, and if granted, the length of such extensions. See “Risk Factors—Risks Related to Our Intellectual
Property.”
 
Property and Facilities
 

Our offices, research and development facility are located at Raul. Wallenberg 20, Building A, 2nd Floor, Tel Aviv, Israel,
where we currently occupy approximately 800 square feet. We lease our facilities, and our lease ends on June 30, 2023. Our monthly
rent payment as of December 1, 2020 was NIS 9,020 (approximately $2,910). 

 
We consider that our current office space is sufficient   to meet our anticipated needs for the foreseeable future and is suitable

for the conduct of our business.
 
Employees
 

As of November 1, 2022, we have three members on our senior management team: –our Chief Executive Officer Adi Zuloff
Shani, our Vice President of Business Development Mark Haden and our Chief Financial Officer Alan Rootenberg. In addition, the
Chief Operating Officer is currently in transition. We intend to engage a replacement Chief Operating Officer in the coming months
following the completion of our initial public offering. Beyond our senior management team, we have one additional full-time
employee and we engage with various consultants and service provides from time to time, including outsourced research and
development providers. All of our employees are located in Israel and Canada. None of our employees are represented by labor unions
or covered by collective bargaining agreements. We believe that we maintain good relations with all of our employees. However, in
Israel, we are subject to certain Israeli labor laws, regulations and national labor court precedent rulings, as well as certain provisions of
collective bargaining agreements applicable to us by virtue of extension orders issued in accordance with relevant labor laws by the
Israeli Ministry of Economy and which apply such agreement provisions to our employees even though they are not part of a union that
has signed a collective bargaining agreement.

 



All of our employment and consulting agreements include employees’ and consultants’ undertakings with respect to non-
competition and assignment to us of intellectual property rights developed in the course of employment and confidentiality. The
enforceability of such provisions is limited by Israeli law.
 
Legal Proceedings

 
We are not currently subject to any material legal proceedings.
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MANAGEMENT

 
Executive Officers and Directors
 

The following table sets forth information regarding our executive officers and directors, including their ages as of November
1, 2022:

   
Name  Age   Position
Dr. Adi Zuloff-Shani   53   Chief Executive Officer
Alan Rootenberg   70   Chief Financial Officer and Director
Prof. Mark Haden   68   Vice President of Business Development
Amitay Weiss   59   Chairman of the Board of Directors
Yehonatan Shachar   31   Director
Oz Adler   35   Director

 
Dr. Adi Zuloff-Shani, Chief Executive Officer

 
Dr. Adi Zuloff-Shani has served as our Chief Executive Officer since July 14, 2021. Dr. Zuloff-Shani has more than 20 years

of experience as a research and development executive. Dr. Zuloff-Shani has also served as the Chief Technologies Officer of SciSparc
Ltd. since February 2016. In addition, Dr. Zuloff-Shani has served as a Member of the Scientific Advisory Board, Save Foods, Inc.
(Nasdaq: SVFD) since October 2021, and as Chairman of the Board of directors of ORSUS Therapeutics Limited since November
2021. Prior to joining us, and from 2012 to 2016, Dr. Zuloff-Shani served as a vice president development at Macrocure Ltd. (Nasdaq:
MCUR) where besides leading all research and development activities, she interacted and was involved with the activities of all
departments including clinical, operations, quality assurance, quality control, finance, and regulatory affairs. Dr. Zuloff-Shani holds a
Ph.D. in human biology and immunology from Bar-Ilan University, Israel.

 
Alan Rootenberg, Chief Financial Officer
  

Mr. Alan Rootenberg has served as our Chief Financial Officer since June 14, 2022 and as our Director since April 15, 2020.
Mr. Rootenberg has served as the Chief Financial Officer of Alpha Gold North Inc. since August 2021. In addition, Mr. Rootenberg has
served as the Chief Financial Officer of BioHarvest Sciences, Inc. (CSE: BHSC) since November 2018 and has served as the Chief
Financial Officer of Eco (Atlantic) Oil & Gas Ltd. (TSXV: EOG) since November 2011. These companies include mineral exploration,
mining, technology, nutraceutical products, and companies in the cannabis industry. He also serves as a director of a number of
publicly traded companies including A2Z Smart Technologies Corp. (TSXV: AZ) and Solvbl Solutions Inc. (CSE: SOLV). Mr.
Rootenberg has a Bachelor of Commerce degree from the University of the Witwatersrand in Johannesburg, South Africa and received
his CPA designation in Ontario, Canada.

  
Mark Haden, Vice President of Business Development
 

Prof. Mark Haden has served as our Vice President of Business Development since July 2021. Previously, from April 2021
until March 2022, Prof. Haden served as a Director of Clinical Trials at Psygen. From 2017 until May 2021, Prof. Haden served as the
Executive Director of Multidisciplinary Association for Psychedelic Studies (MAPS) Canada. Since 2012, Prof. Haden has served as
an Adjunct Professor at the University of British Columbia’s Population and Public Health. Prof. Haden holds a Bachelor’s degree in
both Social Work and Psychology, as well as a Master’s degree in Social Work from the university of British Columbia.
 
Amitay Weiss, Director

 
Mr. Amitay Weiss has served Chairman of our Board of Directors since August 19, 2019. Mr. Weiss served as the Chief

Executive Officer of SciSparc Ltd. from August 2020 until January 2022, and since January 2022, Mr. Weiss has served as the
Chairman of SciScparc’s Board of Directors. In addition, Mr. Weiss currently serves as Chairman of the Board of Directors of both
Automax Ltd. (TASE: AMX) and Save Foods, Inc. In 2016, Mr. Weiss founded Amity Weiss Management Ltd. and now serves as its
chief executive officer. From 2001 until 2015, Mr. Weiss served as vice president of business marketing & development and in various
other positions at Bank Poalei Agudat Israel Ltd. from the First International Bank of Israel group. Mr. Weiss holds a B.A. in
economics from New England College, an M.B.A. in business administration from Ono Academic College in Israel, an Israeli branch
of University of Manchester and an LL.B from the Ono Academic College.
 

108



 

 
Yehonatan Shachar, Director

 
Mr. Yehonatan Shachar has served as our Director since April 15, 2020. Mr. Shachar has served as the Chief Executive Officer

of Heroic Media Ltd., a digital marketing agency that works with top Israeli e-commerce brands since February 2020. Before this role,
from June 2019 until February 2021, Mr. Shachar served as the CEO of Chiron Refineries, where he lead a merger with Upsellon
brands. Mr. Shachar has an LLB in Law and M.B.A in Business from the IDC International University in Herzliya, Israel.
 
Oz Adler, Director
 

Mr. Oz Adler has served as our Director since September 2021. Mr. Adler currently serves as the Chief Executive Officer and
Chief Financial Officer of SciSparc Ltd. where he has served since April 2018 and between September 2017 and March 2018, he
served as VP Finance of SciSparc Ltd. From December 2020 to April 2021, Mr. Adler served as the Chief Financial Officer of
Medigus Ltd. Mr. Adler also worked in the audit department of Kost Forer Gabbay & Kasierer, a member of Ernst & Young Global
between December 2012 and August 2017. Mr. Adler currently serves on the board of directors of numerous private and publicly
traded companies, including Elbit Imaging Ltd. (TASE: EMITF), Rail Vision Ltd. (NASDAQ: RVSN), Jeffs’ Brands Ltd., Polyrizon
Ltd. and Charging Robotics Ltd. Mr. Adler is a certified public accountant in Israel and holds a B.A. degree in Accounting and
Business Management from The College of Management, Israel.

 
Family Relationships

 
There are no family relationships between any members of our executive management and our directors.

 
Scientific Advisory Board

 
We have a Scientific Advisory Board of eight researchers in the field(s) of: Psychiatry, Neuroscience,

Neuropsychopharmacology, addiction, alcoholism and Clinical& Regulatory Affairs. We consult with the members of our Scientific
Advisory Board on a regular basis.
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Prof. Michael Davidson, MD has published over 350 articles in peer reviewed prestigious journals in the area of Psychiatry

and of Alzheimer’s disease, including on development of novel treatments. Previously he was Department Chairman at the Tel Aviv
University and Chief Editor of the European Neuropsychopharmacology journal. He is currently Chairman of the department of
psychiatry at the Nicosia University medical school, the President of the Alzheimer Center in Israel, and actively involved in drug
development. 

 
Prof. Alon Friedman, MD, PhD is Professor of Neuroscience at both Ben-Gurion University of the Negev (BGU) in

Beersheba, Israel, and Dalhousie University, Halifax, Canada. Prof. Friedman, is best known for his discoveries of the link between
blood–brain barrier dysfunction (BBBd) and neuropathologies, and the mechanisms underlying BBBd-related diseases. His team
developed novel imaging modalities for the diagnosis of BBBd in neuro-psychiatric disorders.

 
Prof. Gal Yadid, PhD is an expert in neuropsychopharmacology, and is a Lab Chief in the Brain center of the Bar Ilan

University. His field research and treatment development for reward-related psychiatric disorders, specifically Addiction, PTSD and
depression. His research moved from preclinical (using unique animal models) to clinical applying various methods (behavioral,
cognitive, histochemical, neurochemical, genetic / epigenetic, microbiome).

 
Prof. Mark Weiser, is the head of the Psychiatric Division at Sheba Medical Hospital, and specializes, among other things, in

cognitive impairment in persons with psychiatric disorders such as substance abuse, depression and personality disorders.
 
Prof. Christian Schültz, is an Associate Professor at the Department of Psychiatry in University of British Columbia’s Faculty

of Medicine, and focuses his work on clinical interventions and health service in substance use disorders and dual diagnoses (mental
and substance use disorders), as well as neurobiological and neurocognitive aspects of impulsive decision-making. His main research
focuses on understanding mechanisms of relapse and impulsive decision-making to improve treatment of addiction and concurrent
disorders.

 
Prof. Wim van den Brink received his medical degree from the Free University in Amsterdam. He received his PhD

degree from the State University of Groningen. Since 1992, he has served as a professor of Addiction Psychiatry at the Academic
Medical Center of the University of Amsterdam. In 2014 he received the lifetime achievement award for science from the Netherlands
Association of Psychiatry and in 2015 he was granted the status of honorable member of the Spanish Society for Dual disorders. In
2017 he received the European Addiction Research Award from the European Federation of Addiction Societies (EUFAS) and in 2020
he became a Doctor et Professor Honoris Causa at the Eötvös Loránd University in Budapest, Hungary. Until recently, he was an
associate editor of Drug and Alcohol Dependence and chief editor of European Addiction Research. He has been the chair of the
Workgroups that developed the Dutch Treatment Guidelines on Alcohol Use Disorders, Opiate Addiction and Drugs other than
opioids. He is one of the founders and president of the International Collaboration of ADHD and Substance Abuse (ICASA). 

 
Prof. Gabriele Fischer completed her residency in psychiatry at Washington University and at the Medical University Vienna,

where she serves at head of the Addiction clinic. For many decades she has worked as a consultant for the United Nations Office on
Drugs and Crime, WHO and other international organizations, in addition to her duty as member of the scientific board of European
monitoring center for drug & drug addiction. Prof. Fischer’s research is in the field of neuropsychopharmacology, with a focus on
human rights and gender issues.
 

Dr. John Krystal is the Robert L. McNeil, Jr., Professor of Translational Research, as well as a Professor of Psychiatry,
Neuroscience, and Psychology and Chair of the Department of Psychiatry at the Yale University. He is also Chief of Psychiatry and
Behavioral Health at Yale-New Haven Hospital.  He is a graduate of the University of Chicago, Yale University School of Medicine,
and the Yale Psychiatry Residency Training Program.  He has researched extensively on the neurobiology and treatment of
schizophrenia, alcoholism, PTSD, and depression. Notably, his laboratory discovered the rapid antidepressant effects of ketamine in
humans. He is the Director of the National Institute on Alcohol Abuse and Alcoholism (NIAAA) Center for the Translational
Neuroscience of Alcoholism and the Clinical Neuroscience Division of the VA National Center for PTSD. Dr. Krystal is a member of
the U.S. National Academy of Medicine and a Fellow of the American Association for the Advancement of Science. Currently, he is
co-director of the Neuroscience Forum of the U.S. National Academies of Sciences, Engineering, and Medicine; and editor of the
scientific journal Biological Psychiatry (IF=12.1). He has chaired the National Institute of Mental Health (NIMH) Board of Scientific
Counselors and served on the national advisory councils for both NIMH and NIAAA.

 
Arrangements for Election of Directors and Members of Management

 
There are no arrangements or understandings with major shareholders, customers, suppliers or others pursuant to which any of

our executive management or our directors were selected. See “Certain Relationships and Related Party Transactions ” for additional
information.
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EXECUTIVE COMPENSATION 

 
The following table presents in the aggregate all compensation we paid to all of our directors and senior management as a

group for the year ended October 31, 2022. The table does not include any amounts we paid to reimburse any of such persons for costs
incurred in providing us with services during this period. 

 
All amounts reported in the table below reflect our cost, in Canadian dollars. Amounts paid in NIS are translated into

Canadian dollars at the rate of NIS 2.5629 = $1.00 for the year ended October 31, 2022 and NIS 2.5918 = $1.00 for the year ended
October 31, 2021, based on the average representative rate of exchange between the NIS and the Canadian dollar as reported by the
Bank of Israel.

 
  For the year ended October 31,  
  2022(*)   2021  

Compensation of key management personnel of the Company:       
CEO management fees  CAD$ 260,934  CAD$ 191,035 
Share-based payment to CEO   363,915   219,968 
CFO management fees   123,889   31,901 
Share-based payment to CFO   390,025   12,983 
Chairman management fees   24,000   24,000 
Share-based payment to Chairman   278,744   9,959 

         
Other related party transactions:         

Directors’ fees   216,225   43,000 
Share-based payment to Directors   58,463   19,918 

All directors and officers as a group   1,716,195   552,764 
  

(*) Unaudited
 
For so long as we qualify as a foreign private issuer, we will not be required to comply with the proxy rules applicable to U.S.

domestic companies regarding disclosure of the compensation of certain executive officers on an individual basis. Pursuant to
applicable Canadian Securities Laws, we are required to disclose the annual compensation of each of the following:

 
a) the Company’s Chief Executive Officer (“CEO”);
b) the Company’s Chief Financial Officer (“CFO”);
c) the Company’s three most highly compensated executive officers, other than the CEO and CFO, who were serving as

executive officers as at the applicable year end, and whose total compensation was more than $150,000 for the
financial year ended; and

d) each individual who would be a named executive officer under paragraph (c) but for the fact that the individual was
neither an executive officer of the Company, of which there are none. 

 
This disclosure will not be as extensive as that required of a U.S. domestic issuer.
 
As of October 31, 2022, options to purchase 91,333 Common Shares granted to our directors and executive officers under our

Stock Option Plan. The options have at a weighted average exercise price of $20.20 per share. The following table sets forth
information regarding options granted to our executive officers and directors during the year ended October 31, 2022 that are
outstanding as of the date of this filing:

 

       
Weighted
Average    

  Grant  Stock   

Options
Exercise

Price   Expiration
Name  Date  Options   (CAD)   Date
Adi Zuloff Shani  May - July 2021   36,000  $ 23.85  May - July 2026
  February 1, 2022  10,000  $ 16.80  February 1, 2032
             
Amitai Wiess  May 26, 2021   2,000  $ 22.50  May 26, 2026



  February 1, 2022  31,333  $ 16.80  February 1, 2032
Yonatan Shachar  May 26, 2021   2,000  $ 22.50  May 26, 2026
Oz Adler  October 22, 2021  2,000  $ 22.50  October 22, 2026
  February 1, 2022  2,000  $ 16.80  February 1, 2032
             
Mark Haden  May 2, 2021   2,000  $ 22.50  May 2, 2026
  February 1, 2022  2,000  $ 16.80  February 1, 2032
             
Alan Rootenberg  May 26, 2021   2,000  $ 22.50  May 26, 2026
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Our compensation policies are based on the principles that compensation should, to a significant extent, be reflective of the

financial performance of our executive officers and directors, and that a significant portion of executive officers’ and directors’
compensation should provide long-term incentives. The Board and compensation committee of the Board, or the Compensation
Committee, seeks to have compensation of our directors and executive officers set at levels that are sufficiently competitive so that we
may attract, retain and motivate highly qualified directors and executive officers to contribute to our success. In assessing the overall
compensation for directors and executive officers, the Board and Compensation Committee considers the Company’s performance,
relative stockholder return and industry position, general industry data, and awards given to our executive officers in past years. It is
our general compensation philosophy to provide a blend of base salaries/consulting fees, incentive bonuses and equity-based
compensation.

 
Elements of Compensation
 
Base Salary/Consulting Fees

 
Each executive officers receives a fee, which constitutes a significant portion of the executive officer’s compensation package.

Consulting fees are paid for discharging day-to-day duties and responsibilities and reflects the executive officer’s performance over
time, as well as that individual’s particular experience and qualifications. An executive officer’s fee is reviewed by the Compensation
Committee from time to time.

 
Incentive Bonus

 
Incentive bonuses, in the form of cash payments, are designed to add a variable component of compensation based on

corporate and individual performances for each officer and employee. Both individual and corporate performances are also taken into
account. No bonuses were paid to our executive officers during the most recently completed financial year.

 
Equity-Based Compensation

 
Our directors, officers, employees and consultants are eligible under our Stock Option Plan, or the Option Plan, to receive

grants of stock options. The Option Plan is an important part of our long-term incentive strategy for its officers and directors,
permitting them to participate in appreciation of the market value of the Common Shares over a stated period of time. The Option Plan
is intended to reinforce commitment to long-term growth in profitability and shareholder value.

 
The Board believes that the Option Plan aligns the interests of our executive officers and the Board with shareholders by

linking a component of executive compensation to the longer term performance of the Common Shares.
 

Compensation Risk
 
The Board has not formally considered the implications of risks associated with the our compensation policies and practices

as, in their view, the current structure of our executive compensation arrangements is focused on long-term value and is designed to
correlate to the long-term performance of the Company, which includes but is not limited to performance of its share price.

 
Financial Instruments

 
Except as may be prohibited by law, our executive officers and directors are not currently prohibited from purchasing financial

instruments, such as prepaid variable forward contracts, equity swaps, collars or units of exchange funds, that are designed to hedge or
offset a decrease in market value of equity securities granted as compensation or held, directly or indirectly, by an executive officer or
director. To our knowledge, none of our executive officers or directors have entered into or purchased such a financial instrument. Our
Insider Trading Policy stipulates that our insiders are prohibited from short-selling our securities for the purpose of realizing the short-
term profits.
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Share-based and option-based Awards

 
As discussed above, the Option Plan is maintained for our directors, officers, consultants and employees and any of our

present and future subsidiaries. The CEO will make initial recommendations to the Compensation Committee on the setting of option
grants, taking into account the seniority and contribution of the individuals eligible for the grants and the number of previously granted
stock options. The Compensation Committee will then recommend to the Board for approval all incentive compensation for our
executives, based on both individual and Company performance in any given year, and will take into consideration the levels of
compensation paid to persons in the same or similar management positions at comparable companies, in making such
recommendations.

 
Option-based Awards

 
Pursuant to the Option Plan, an option exercise price cannot be less than the closing price of the Common Shares on the

Exchange on the last trading day preceding the option grant. The purchase price for the Common Shares under each option shall be
determined by the Compensation Committee. The maximum term is ten (10) years. There are no specific vesting provisions under the
Option Plan. Options are non-assignable and non-transferable other than by will or by the laws of descent and distribution. As at the
date hereof, there are 5,946,666 stock options outstanding under the Option Plan, which represents approximately 61.8% of the
Common Shares reserved for issuance under the Option Plan. Please see “Management –Stock Option Plan” below, for a summary of
the Option Plan.

 
Compensation Governance
 

Given the Corporation’s size and stage of operations, it has not appointed a compensation committee or formalized any
guidelines with respect to compensation at this time. The amounts paid to our executive officers are determined by the independent
Board members. The Board determines the appropriate level of compensation reflecting the need to provide incentive and
compensation for the time and effort expended by the executives, while taking into account our financial and other resources.
 
Incentive Plan Awards

 
During 2021 we did not grant or issue compensation securities to any director or executive officer for services provided or to

be provided, directly or indirectly, to the Company.
 

Pension Plan Benefits
 
No benefits were paid, and no benefits are proposed to be paid to any of our executive officers under any pension or

retirement plan.
 

Termination and Change of Control Benefits
 
No Termination or Change of control benefits were paid or are proposed to be paid to any of our executive officers.
 

Directors Compensation
 
For a description of the terms of our options and option plans, see “Management—Stock Option Plan” below.
 

Directors’ Service Contracts
 
Other than with respect to our directors that are also executive officers, we do not have written agreements with any director

providing for benefits upon the termination of his employment with our company. 
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Differences between the BCBCA and NASDAQ Requirements

 
● Distribution of periodic reports to shareholders; proxy solicitation. As opposed to the NASDAQ Stock Market rules,

which require listed issuers to make such reports available to shareholders in one of a number of specific manners,
Canadian law does not require us to distribute periodic reports directly to shareholders, and the generally accepted
business practice in Canada is not to distribute such reports to shareholders but to make such reports available through a
public website. In addition to making such reports available on a public website, we currently make our audited financial
statements available to our shareholders at our offices and will only mail such reports to shareholders upon request.

 
● Quorum. Under applicable Canadian law, a company is entitled to determine in its articles of association the number of

shareholders and percentage of holdings required for a quorum at a shareholders meeting. Our articles of association
provide that a quorum of is at least one person who is, or who represents by proxy, two or more shareholders who, in the
aggregate, hold at least 5% of the issued shares entitled to be voted at the meeting, is required for commencement of
business at a general meeting. However, the quorum set forth in our articles of association with respect to an adjourned
meeting, if no quorum is present within half an hour of the time arranged, consists of at least two shareholder present in
person or by proxy.

 
● Nomination of our directors. With the exception of directors elected by our Board of Directors, our directors are elected

by an annual meeting of our shareholders to hold office until the next annual meeting following one year from his or her
election. The nominations for directors, which are presented to our shareholders by our Board of Directors, are generally
made by the Board of Directors itself, in accordance with the provisions of our articles of association and the Companies
Law. Nominations need not be made by a nominating committee of our Board of Directors consisting solely of
independent directors, as required under the NASDAQ Stock Market rules.

 
● Compensation of officers. Canadian law and our articles of association do not require that the independent members of

our Board of Directors (or a compensation committee composed solely of independent members of our Board of
Directors). Instead, compensation of executive officers is determined and approved by our compensation committee and
our Board of Directors.

 
● Independent directors. Canadian law does not require that a majority of the directors serving on our Board of Directors

be “independent,” as defined under NASDAQ Listing Rule 5605(a)(2).
 

● We are required, however, to ensure that all members of our Audit Committee are “independent” under the applicable
NASDAQ and SEC criteria for independence (as we cannot exempt ourselves from compliance with that SEC
independence requirement, despite our status as a foreign private issuer), and we must also ensure that a majority of the
members of our Audit Committee are “independent directors” as defined in Canadian Securities Administrators National
Instrument 52-110 “Audit Committees”. Furthermore, Canadian law does not require, nor do our independent directors
conduct, regularly scheduled meetings at which only they are present, which the NASDAQ Stock Market rules otherwise
require.

 
● Approval of Related Party Transactions. All related party transactions are approved in accordance with the requirements

and procedures for approval of interested party acts and transactions as set forth in applicable Canadian Securities Laws,
which requires the approval of shareholders, as may be applicable, for specified transactions.

 
Board Practices
 

Except as stated below, we intend to comply with the rules generally applicable to U.S. domestic companies listed on the
Nasdaq. We may in the future decide to use other foreign private issuer exemptions with respect to some of the other Nasdaq listing
requirements. Following our home country governance practices, as opposed to the requirements that would otherwise apply to a
company listed on the Nasdaq, may provide less protection than is accorded to investors under the Nasdaq Rules applicable to U.S.
domestic issuers.
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The Canadian securities regulatory authorities have issued corporate governance guidelines pursuant to National Policy 58-

201—Corporate Governance Guidelines, or the Corporate Governance Guidelines, or NP 58-201, together with certain related
disclosure requirements pursuant to National Instrument 58-101—Disclosure of Corporate Governance Practices, or NI 58-101. The
Corporate Governance Guidelines are recommended as “guidance” for issuers to follow. We recognize that good corporate governance
plays an important role in our overall success and in enhancing shareholder value and, accordingly, we have adopted, or in connection
with the closing of this offering will adopt, certain corporate governance policies and practices which reflect our consideration of the
recommended Corporate Governance Guidelines.

 
The disclosure set out below includes disclosure required by NI 58-101 describing our approach to corporate governance in

relation to the Corporate Governance Guidelines.
 
Composition of our Board

 
Under our articles of incorporation, our board is to consist of three directors and up to that number which was last set by

ordinary resolution of the shareholders. We currently have four directors and under the BCBCA, as a reporting issuer, we must have no
fewer than three directors. Under the BCBCA, a director may be removed with or without cause, prior to expiration of the director’s
term, by a resolution passed by at least two-thirds of the votes cast by shareholders present in person or by proxy at a meeting and who
are entitled to vote. The directors are appointed at the annual general meeting of shareholders and the term of office for each of the
directors will expire at the time of our next annual shareholders meeting. Our articles of incorporation provide that, between annual
general meetings of our shareholders, the directors may appoint one or more additional directors, but the number of additional directors
may not at any time exceed one-third of the number of directors who held office at the expiration of the last meeting of our
shareholders. Under the BCBCA, there is no minimum number of directors required to be resident Canadians.
  

Director Term Limits and Other Mechanisms of Board Renewal
 

Our board has not adopted director term limits or other automatic mechanisms of board renewal. Rather than adopting formal
term limits, mandatory age-related retirement policies and other mechanisms of board renewal, the nominating and corporate
governance committee of our board will develop a skills and competencies matrix for our board as a whole and for individual directors.
The nominating and corporate governance committee will also conduct a process for the assessment of our Board, each committee and
each director regarding his or her effectiveness and contribution, and will report evaluation results to our board on a regular basis.
 

Director Independence
 

Under the Nasdaq Rules, independent directors must comprise a majority of a listed company’s board of directors within a
specified period after the closing of this offering. For purposes of the Nasdaq Rules, an independent director means a person other than
an executive officer or employee of the company who, in the opinion of the board of directors, has no relationship with the company
that would interfere with the exercise of independent judgment in carrying out the responsibilities of a director. Under NI 58-101, a
director is considered to be independent if he or she is independent within the meaning of Section 1.4 of National Instrument 52-110—
Audit Committees. Section 1.4 of NI 52-110 generally provides that a director is independent if he or she has no direct or indirect
“material relationship” with the issuer which could, in the view of the issuer’s board of directors, be reasonably expected to interfere
with the exercise of the director’s independent judgment. Notwithstanding the foregoing, the following are deemed as being in a
material relationship: (a) an individual who is, or has been within the last three years, an employee or executive officer of the issuer;
(b) an individual whose immediate family member is, or has been within the last three years, an executive officer of the issuer; (c) an
individual who: (i) is a partner of a firm that is the issuer’s internal or external auditor, (ii) is an employee of that firm, or (iii) was
within the last three years a partner or employee of that firm and personally worked on the issuer’s audit within that time; (d) an
individual whose spouse, minor child or stepchild, or child or stepchild who shares a home with the individual: (i) is a partner of a firm
that is the issuer’s internal or external auditor, (ii) is an employee of that firm and participates in its audit, assurance or tax compliance
(but not tax planning) practice, or (iii) was within the last three years a partner or employee of that firm and personally worked on the
issuer’s audit within that time; (e) an individual who, or whose immediate family member, is or has been within the last three years, an
executive officer of an entity if any of the issuer’s current executive officers serves or served at that same time on the entity’s
compensation committee; and (f) an individual who received, or whose immediate family member who is employed as an executive
officer of the issuer received, more than $75,000 in direct compensation from the issuer during any 12 month period within the last
three years.

 
Our board has undertaken a review of the independence of each director. Based on information provided by each director

concerning his or her background, employment and affiliations, our board has determined that Yehonatan Shachar, Amitay Weiss, and
Oz Adler, representing three of the four members of our board, are “independent” as that term is defined under the Nasdaq Rules and
NI 58-101. In making this determination, our board considered the current and prior relationships that each non-employee director has



with our company and all other facts and circumstances our board deemed relevant in determining their independence, including the
beneficial ownership of our shares by each non-employee director.
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Certain members of our board are also members of the boards of other public companies.”. Our board has not adopted a

director interlock policy, but is keeping informed of other public directorships held by its members.
 

Mandate of the Board of Directors
 
Our Board is responsible for supervising the management of our business and affairs, including providing guidance and

strategic oversight to management. Our Board will adopt a formal mandate that will include the following:
 
● appointing our Chief Executive Officer;
 
● developing the corporate goals and objectives that our Chief Executive Officer is responsible for meeting and reviewing

the performance of our Chief Executive Officer against such corporate goals and objectives;
 
● taking steps to satisfy itself as to the integrity of our Chief Executive Officer and other executive officers and that our

Chief Executive Officer and other executive officers create a culture of integrity throughout the organization;
 
● reviewing and approving our code of conduct and reviewing and monitoring compliance with the code of conduct and our

enterprise risk management processes;
 
● reviewing and approving management’s strategic and business plans and our financial objectives, plans and actions,

including significant capital allocations and expenditures; and
 

● reviewing and approving material transactions not in the ordinary course of business.
 

Meetings of Independent Directors
 
Our board will hold regularly-scheduled quarterly meetings as well as ad hoc meetings from time to time. The independent

members of our board will also meet, from time to time as may be required, without the non-independent directors and members of
management before or after each regularly scheduled board meeting.

 
Code of Conduct
 
Prior to our initial public offering, we will have adopted a written code of business conduct and ethics that applies to our

directors, officers and employees, including our principal executive officer, principal financial officer, principal accounting officer or
controller, or persons performing similar functions. Upon our listing on The Nasdaq Capital Market, our code of business conduct and
ethics will be available under the Corporate Governance section of our website at www.clearmindmedicine.com. In addition, we intend
to post on our website all disclosures that are required by law or the Nasdaq rules concerning any amendments to, or waivers from, any
provision of the code. The reference to our website address does not constitute incorporation by reference of the information contained
at or available through our website, and you should not consider it to be a part of this prospectus.
 

Monitoring Compliance with the Code of Conduct
 

We will form a nominating and corporate governance committee prior to our initial public offering. Our nominating and
corporate governance committee will be responsible for reviewing and evaluating the code of conduct at least annually and will
recommend any necessary or appropriate changes to our board for consideration. The nominating and corporate governance committee
will assist our board with the monitoring of compliance with the code of conduct, and will be responsible for considering any waivers
therefrom (other than waivers applicable to members of the nominating and corporate governance committee, which shall be
considered by the audit committee, or waivers applicable to our directors or executive officers, which shall be subject to review by our
Board as a whole).
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Requirement for Directors and Officers to Disclose Interest in a Contract or Transaction

 
In accordance with the BCBCA, each director and officer must disclose the nature and extent of any interest that he or she has

in a material contract or material transaction whether made or proposed with us, if the director or officer is a party to the contract or
transaction, is a director or an officer or an individual acting in a similar capacity of a party to the contract or transaction, or has a
material interest in a party to the contract or transaction. Subject to certain limited exceptions under the BCBCA, no director may vote
on a resolution to approve a material contract or material transaction which is subject to such disclosure requirement.

 
As of the date hereof, except as otherwise disclosed in this prospectus, to the knowledge of the board or the management of

the Company, there are no material interests, whether direct or indirect, of any informed person of the Company, any proposed director
of the Company, or any associate or affiliate of any informed person or proposed director, in any transaction since the commencement
of the Company’s most recently completed financial year or in any proposed transaction which has materially affected or would
materially affect the Company of any of its subsidiaries.
 

Complaint Reporting
 

In order to foster a climate of openness and honesty in which any concern or complaint pertaining to a suspected violation of
the law, our code of conduct or any of our policies, or any unethical or questionable act or behavior, our code of conduct will require
that our employees promptly report the violation or suspected violation. In order to ensure that violations or suspected violations can be
reported without fear of retaliation, harassment or an adverse employment consequence, we will adopt a whistleblowing policy which
will contain procedures that are aimed to facilitate confidential, anonymous submissions of complaints by our directors, officers,
employees and others.
 
Committees of the Board

 
We currently have an audit committee, a compensation committee and a nominating and corporate governance committee,

with each committee having a written charter.
 
Audit Committee

 
Our Audit Committee is currently comprised of Oz Adler, Yehonatan Shachar and Amitay Weiss, and will be chaired by Oz

Adler. Our board has determined that each of the members of the committee are financially literate and meets the independence
requirements for directors, including the heightened independence standards for members of the audit committee under Rule 10A-3
under the Exchange Act and NI 52-110. Our board has determined that Oz Adler is “financially sophisticated” within the meaning of
the Nasdaq Rules, “financially literate” within the meaning of NI 52-110, and a “financial expert” as defined by Rule 10A-3 under the
Exchange Act. For a description of the education and experience of each member of the audit committee, see “Management.”

 
We have adopted an Audit Committee Charter setting forth the purpose, composition, authority and responsibility of the audit

committee.
 
The role of the Audit Committee is to provide oversight of the Company’s financial management and of the design and

implementation of an effective system of internal financial controls as well as to review and report to the Board on the integrity of the
financial statements of the Company, its subsidiaries and associated companies. This includes helping directors meet their
responsibilities, facilitating better communication between directors and the external auditor, enhancing the independence of the
external auditor, increasing the credibility and objectivity of financial reports and strengthening the role of the directors by facilitating
in-depth discussions among directors, management and the external auditor. Management is responsible for establishing and
maintaining those controls, procedures and processes and the Committee is appointed by the Board to review and monitor them. The
Company’s external auditor is ultimately accountable to the Board and the Committee as representatives of the Company’s
shareholders.
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The Committee’s primary duties and responsibilities are to:
 

   ● Serve as an independent and objective party to monitor the Company’s financial reporting and internal control system and
review Company’s financial statements;

   
 ● Review and appraise the performance of the Company’s external auditors; and
   
 ● Provide an open avenue of communication among the Company’s auditors, financial and senior management and the

Board.
 

The Audit Committee shall meet at least annually, or more frequently as circumstances dictate. As part of its job to foster open
communication, the Audit Committee will meet at least annually with the external auditors.

 
To fulfill its responsibilities and duties, the Audit Committee shall:
 

 ● Review and update the Audit Committee’s charter annually;
   
 ● Review the Company’s financial statements, Management Discussion & Analysis and any annual and interim earnings,

press releases before the Company publicly discloses this information and any reports or other financial information
(including quarterly financial statements), which are submitted to any governmental body, or to the public, including any
certification, report, opinion, or review rendered by the external auditors;

   
 ● Review annually, the performance of the external auditors who shall be ultimately accountable to the Board and the

Committee as representatives of the shareholders of the Company;
   
 ● Obtain annually, a formal written statement of external auditors setting forth all relationships between the extern auditors

and the Company, consistent with Independence Standards Board Standard I;
   
 ● Review and discuss with the external auditors any disclosed relationships or services that may impact the objectivity and

independence of the external auditors;
   
 ● Take, or recommend that the full Board take, appropriate action to oversee the independence of the external auditors;
   
 ● Recommend to the Board the selection and, where applicable, the replacement of the external auditors nominated

annually for shareholder approval;
   
 ● Review and approve the Company’s hiring policies regarding partners, employees and former partners and employees of

the present and former external auditors of the Company;
   
 ● Review and pre-approve all audit and audit-related services and the fees and other compensation related thereto;
   
 ● In consultation with the external auditors, review with management the integrity of the Company’s financial reporting

process, both internal and external;
   
 ● Consider the external auditors’ judgments about the quality and appropriateness of the Company’s accounting principles

as applied in its financial reporting;
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 ● Consider and approve, if appropriate, changes to the Company’s auditing and accounting principles and practices as

suggested by the external auditors and management;
   
 ● Review significant judgments made by management in the preparation of the financial statements and the view of the

external auditors as to appropriateness of such judgments;
   
 ● Following completion of the annual audit, review separately with management and the external auditors any significant

difficulties encountered during the course of the audit, including any restrictions on the scope of work or access to
required information;

   
 ● Review any significant disagreement among management and the external auditors in connection with the preparation of

the financial statements;
   
 ● Review with the external auditors and management the extent to which changes and improvements in financial or

accounting practices have been implemented;
   
 ● Review any complaints or concerns about any questionable accounting, internal accounting controls or auditing matters;
   
 ● Review certification process; and
   
 ● Review any related-party transactions.

 
Compensation Committee

 
Compensation committees are not mandatory in Canada. However, NP 58-201 recommends that a Board appoint a

compensation committee composed entirely of independent directors with responsibilities for oversight of the compensation payable to
senior executives. The members of the compensation committee are not required to be independent or to have any particular expertise.

 
Our compensation committee is comprised of Yehonatan Shachar, Amitay Weiss and Oz Adler, and will be chaired by Amitay

Weiss. The Compensation Committee is appointed by the board to assist in promoting a culture of integrity throughout the Company
and to:

 
● attract and retain skilled and experienced executives and senior managers;

 
● review and approve the structure and guidelines for various incentive compensation and benefit plans and recommend for

the Board’s approval of said plans;
 

● monitor and review the performance of the executive officers of the Company;
 

● motivate executives and senior managers to achieve corporate objectives and create shareholder value; and
 

● encourage executives and senior managers to link their personal financial interest to those of the shareholders.
 

The Board relies on the knowledge and experience of the members of the Compensation Committee to set appropriate levels
of compensation for senior officers. Neither the Company nor the Compensation Committee currently has, or has had at any time since
incorporation, any contractual arrangement with any executive compensation consultant who has a role in determining or
recommending the amount or form of senior officer compensation.

 
When determining compensation payable, the Compensation Committee may consider both external and internal data.

External data includes general markets conditions and well as information regarding compensation paid to directors, CEOs and CFOs
of companies of similar size and at a similar stage of development in the industry. Internal data includes annual reviews of the
performance of the directors, CEO and CFO in light of the Company’s corporate objectives and considers other factors that may have
impacted the Company’s success in achieving its objectives.
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Nominating and Corporate Governance Committee

 
Nominating and Corporate Governance Committees are not mandatory in Canada. However, NP 58-201 recommends that a

board appoint a corporate governance committee composed entirely of independent directors with responsibility for overseeing the
process for nominating directors for election by shareholders. The members of the corporate governance committee are not required to
be independent or to have any particular expertise.

 
The Nominating and Corporate Governance Committee is appointed by the board to assist in fulfilling its corporate

governance responsibilities under applicable laws. The Nominating and Corporate Governance Committee is responsible for, among
other things, developing the Company’s approach to governance issues and establishing sound corporate governance practices that are
in the interests of shareholders and that contribute to effective and efficient decision-making, as well as identifying, reviewing and
evaluating candidates to serve as directors of the Company.

 
Our Nominating and Corporate Governance Committee is currently comprised of Yehonatan Shachar, Oz Adler and Amitay

Weiss, and is chaired by Yehonatan Shachar.
 
Exculpation, Insurance and Indemnification of Directors and Officers

 
Under the BCBCA, a company may indemnify: (i) a current or former director or officer of that company; (ii) a current or

former director or officer of another corporation if, at the time such individual held such office, the corporation was an affiliate of the
company, or if such individual held such office at the company’s request; or (iii) an individual who, at the request of the company, held,
or holds, an equivalent position in another entity, or an indemnifiable person, against all costs, charges and expenses, including an
amount paid to settle an action or satisfy a judgment, reasonably incurred by him or her in respect of any civil, criminal, administrative
or other legal proceeding or investigative action (whether current, threatened, pending or completed) in which he or she is involved
because of that person’s position as an indemnifiable person, unless: (i) the individual did not act honestly and in good faith with a
view to the best interests of such company or the other entity, as the case may be; or (ii) in the case of a proceeding other than a civil
proceeding, the individual did not have reasonable grounds for believing that the individual’s conduct was lawful. A company cannot
indemnify an indemnifiable person if it is prohibited from doing so under its articles or by applicable law. A company may pay, as they
are incurred in advance of the final disposition of an eligible proceeding, the expenses actually and reasonably incurred by an
indemnifiable person in respect of that proceeding only if the indemnifiable person has provided an undertaking that, if it is ultimately
determined that the payment of expenses was prohibited, the indemnifiable person will repay any amounts advanced. Subject to the
aforementioned prohibitions on indemnification, a company must, after the final disposition of an eligible proceeding, pay the expenses
actually and reasonably incurred by an indemnifiable person in respect of such eligible proceeding if such indemnifiable person has not
been reimbursed for such expenses, and was wholly successful, on the merits or otherwise, in the outcome of such eligible proceeding
or was substantially successful on the merits in the outcome of such eligible proceeding. On application from an indemnifiable person,
a court may make any order the court considers appropriate in respect of an eligible proceeding, including the indemnification of
penalties imposed or expenses incurred in any such proceedings and the enforcement of an indemnification agreement.

 
We maintain insurance policies relating to certain liabilities that our directors and officers may incur in such capacity.
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PRINCIPAL SHAREHOLDERS

 
The following table sets forth information with respect to the beneficial ownership of our ordinary Common Shares as of

November 1, 2022 by:
 
● each person or entity known by us to own beneficially 5% or more of our outstanding Common Shares;

 
● each of our directors and executive officers individually; and

 
● all of our directors and executive officers as a group.

 
The beneficial ownership of our Common Shares is determined in accordance with the rules of the SEC and generally

includes any shares over which a person exercises sole or shared voting or investment power, or the right to receive the economic
benefit of ownership. For purposes of the table below, we deem Common Shares issuable pursuant to options that are currently
exercisable or exercisable within 60 days of November 1, 2022 to be outstanding and to be beneficially owned by the person holding
the options for the purposes of computing the percentage ownership of that person, but we do not treat them as outstanding for the
purpose of computing the percentage ownership of any other person. Percentage of shares beneficially owned before this offering is
based on 1,319,770 Common Shares issued and outstanding as of November 1, 2022. The number of Common Shares deemed issued
and outstanding after this offering is based on 1,319,770 Common Shares which includes the Common Shares offered hereby but
assumes no exercise of the underwriter’s over-allotment option.

 
As of November 1, 2022 and based on their reported registered office, three of our shareholders were U.S. persons, holding in

aggregate approximately 4.1 % of our outstanding Common Shares immediately prior to this offering. We have also set forth below
information known to us regarding any significant change in the percentage ownership of our Common Shares by any major
shareholders during the past three years. Except where otherwise indicated, we believe, based on information furnished to us by such
owners, that the beneficial owners of the Common Shares listed below have sole investment and voting power with respect to such
Common Shares.

 
Following the closing of this offering, all of our shareholders, including the shareholders listed below, will have the same

voting rights attached to their Common Shares, and neither our principal shareholders nor our directors and executive officers will have
different or special voting rights with respect to their Common Shares. See “Description of Share Capital—Voting.” A description of
any material relationship that our principal shareholders have had with us or any of our predecessors or affiliates within the past three
years is included under “Certain Relationships and Related Party Transactions.”
 

Unless otherwise noted below, the address of each shareholder, director and executive officer is c/o Clearmind Medicine Inc.,
101 – 1220 West 6th Avenue, Vancouver, British Columbia, V6H1A5.

 

  
Common

Shares   

Percentage of 
Common Shares

beneficially owned  

Name of beneficial owner  
beneficially 

owned   
Before

offering   
After

offering  
5% or Greater Shareholders             
More Provident Fund(1)   100,000   7.6%  3.9%
Directors and Executive Officers             
Alan Rootenberg   4,138     *%   * %
Yonatan Shachar   500      *%      * %
Amitay Weiss   33,111   2.4%  1.3%
Oz Adler   4,000    *%  * %
Adi Zuloff Shani   10,833    *%  * %
Mark Haden   4,000    *%  * %
All directors and executive officers as a group (6 persons)   56,583   4.3%   2.2%

 
 

* Indicates beneficial ownership of less than 1% of the total Common Shares outstanding.
 
(1) More Provident Fund is an Israeli company for which Lior Greenhouse holds investment and voting control over the entity. The

address of More Provident Fund is Ben Gurion Road 2, Ramat Gan, 5257334.
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Stock Option Plan
 

Our Stock Option Plan, or the Option Plan, was previously approved by the shareholders at our annual and special meeting on
September 1, 2021. Pursuant to the Option Plan, we are authorized to grant options to officers, directors, employees and consultants
enabling them to acquire up to 10% of our issued and outstanding Common Shares. The options can be granted for a maximum of 10
years and vest as determined by the Board.

 
Pursuant to the policies of the CSE, we are required to obtain shareholder approval of the Option Plan each year because the

Option Plan is a rolling maximum option plan whereby the maximum number of Common Shares that may be reserved for issuance
and which can be purchased upon the exercise of all options granted under the Option Plan is fixed at 10% of the outstanding Common
Shares from time to time.

 
Summary of the Option Plan

 
The term of any options granted under the Option Plan will be fixed by the Board at the time such options are granted,

provided that options will not be permitted to exceed a term of ten years for as long as the Common Shares are listed on the CSE. The
exercise price of any options granted under the Option Plan will be determined by the Board, in its sole discretion, but shall not be less
than the (a) the trading day prior to the date of grant of the Options; and (b) the date of grant of the Options.

 
Subject to any specific rules of the CSE and as may be determined by the Board from time to time, no vesting requirements

will apply to options granted hereunder, however a four month hold period will apply to all Common Shares issued under each option,
commencing from the date of grant. All options are non-transferable. Options will be adjusted and/or reclassified (as applicable) in the
event of any consolidation, subdivision, conversion or exchange of our Common Shares.

 
No more than 5% of the issued Common Shares may be granted to any one individual in any 12-month period. No more than

2% of the issued Common Shares may be granted to a consultant, or any employee performing investor relations activities, in any 12-
month period. The aggregate number of Common Shares reserved for issuance to all recipients conducting investor relations activities
in any 12-month period under the Option Plan and any other share compensation arrangement shall not exceed 2% of the outstanding
Common Shares at the time of the grant.

 
In general, disinterested shareholder approval must obtained if: (i) An option plan, together with all of the Company’s

previously established and outstanding option plans or grants, could result at any time in: (a) The number of shares reserved for
issuance under stock options granted to Insiders (as such term is defined in the policies of the TSXV) exceeding 10% of the issued
Common Shares; (b) grant to Insiders, within a 12 month period, of a number of options exceeding 10% of the issued Common Shares;
or (c) the issuance to any one optionee, within a 12 month period, of a number of shares exceeding 5% of the issued Common Shares;
or (ii) the Company is decreasing the exercise price of stock options previously granted to Insiders.
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Restricted Share Unit Plan

 
Our Restricted Share Unit Plan, or the RSU Plan, was previously approved by our Board on August 4, 2021. Pursuant to the

RSU Plan, we are authorized to grant restricted share units, or RSUs, each of which is a unit that is equivalent in value to a Common
Share and that upon vesting results in the holder thereof being issued, at the discretion of the Board, either (i) a Common Share, or (ii)
an amount of cash equal to the Fair Market Value of a Common Share.
 
Summary of RSU Plan

 
The RSU Plan provides that a maximum of 1,600,000 Common Shares will be reserved for issuance upon the vesting of RSUs

granted under the RSU Plan. However, if there is any change in the outstanding Common Shares by reason of a split, recapitalization,
consolidation, combination or exchange of shares or other similar corporate change, other than a Change of Control Event, subject to
any prior approval required of applicable regulatory authorities, the Board may make appropriate substitution or adjustment in: (i) the
number of RSUs reserved for issuance pursuant to the RSU Plan; and (ii) the number of unvested RSUs theretofore granted.

 
Unless otherwise provided by the Board, RSUs granted to Eligible Persons shall vest on the earlier of (a) the date on which

the Performance Criteria are achieved, if applicable, or (b) the third (3rd) anniversary of the Date of Grant, provided the Participant is
continuously employed by or in service with the Company, or any of its Affiliates, from the Date of Grant until such Vesting Date. All
defined terms used in this section not otherwise defined here are defined in the RSU Plan.

 
The aggregate number of RSUs granted to any one Eligible Person in a 12-month period must not exceed 5% of the Common

Shares of the Company currently outstanding, calculated on the date a Restricted Share Unit is granted to the Eligible Person (unless
the Company has obtained the requisite Disinterested Shareholder Approval).
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CERTAIN RELATIONSHIPS AND RELATED PARTY TRANSACTIONS

 
The following is a description of the material terms of those transactions with related parties to which we, or our subsidiaries,

are party.
 
Private Placements of our Securities

 
 ● On March 12, 2020, we announced the closing of a non-brokered private placement, or the March 2020 Private

Placement, for gross proceeds of CAD$650,000. We issued 270,833 Common Shares at a price of CAD$2.40 per
Common Share. A finder’s fee equal to 6.7% of the proceeds was paid in connection with the Private Placement with net
proceeds to us of CAD$598,674. The March 2020 Private Placement did not result in any new holders of 10% or more of
the Common Shares.

 
 ● On April 16, 2021, we announced the closing of a private placement offering, or the April 2021 Offering, with certain

investors, including one of our directors and our former Chief Financial Officer, for gross proceeds of CAD$1,500,000.
We issued 333,333 Common Shares at a price of CAD$4.50 per Common Share. A finder’s fee equal to 7.5% of the gross
proceeds was paid in connection with the April 2021 Offering with net proceeds to us being $1,387,500. The April 2021
Offering did not result in any new holders of 10% or more of the Common Shares.

 
 ● On April 22, 2021, we announced the closing of a private placement warrant offering, or the Warrant Offering, with

certain investors, including one of our directors and our former Chief Financial Officer, for gross proceeds of
CAD$375,000. We issued 250,000 Warrants at a price of CAD$1.50 per Warrant. Each Warrant is exercisable into one
Common Share of the Company at CAD$4.50 per Common Share until April 22, 2024. A finder’s fee equal to 7.9% of
the gross proceeds was paid in connection with the Warrant Offering with net proceeds to us of CAD$345,500. The
Warrant Offering did not result in any new holders of 10% or more of the Common Shares.

 
 ● On June 22, 2021, we closed a private placement for gross proceeds of CAD$6,225,000, with certain investors, including

one of our 5% holders. We issued 276,666 units of the Company at a price of C CAD$22.50 per unit for gross proceeds of
CAD$6,225,000. Each unit consisted of one common share and one Common Share purchase warrant, with each such
warrant entitling its holder to acquire one additional Common Share at an exercise price of CAD$37.50 per Warrant
Share until December 22, 2022.  We paid CAD$618,000 in finders’ fees relating to this private placement.

 
Cooperation Agreement with SciSparc Ltd.

 
On March 7, 2022, we entered into a cooperation agreement with SciSparc, pursuant to which we will explore with SciSparc

the scientific and commercial potential for creating pharmaceutical solutions for several indications including CNS related indications.
Under such agreement, the companies are exploring a combined molecule that the parties have created that is undergoing a joint pre-
clinical study. To date, the collaboration has resulted in the filing of two patent applications: one for the treatment of binge behaviors
and one for the treatment of cocaine addiction. To the extent the parties determine to proceed to a commercial cooperation, they will
enter into a joint venture where the parties share the economics and rights on a 50%-50% basis. To date, no determination has been
made to pursue the joint venture and the development of the molecule remains in a very early stage.

 
Adi Zuloff-Shani, our Chief Executive Officer, serves as SciSparc’s Chief Technologies Officer; Amitay Weiss, the Chairman

of our Board of Directors, serves as the Chairman of the Board of Directors of SciSparc; and Oz Adler, one of our directors, serves as
the Chief Executive Officer and Chief Financial Officer of SciSparc.

 
Agreements and Arrangements With, and Compensation of, Directors and Executive Officers

 
We have entered into written employment agreements or service agreements with each of our executive officers. All of these

agreements contain customary provisions regarding noncompetition, confidentiality of information and assignment of inventions. See
“Management—Executive Compensation.”
 
Indemnification Agreements

 
Our articles of association provide that we may indemnify any of our directors, former directors, officers or former officers,

any other person and his or her heirs and legal personal representatives against all eligible penalties to which such person is or may be
liable, and we may, after the final disposition of an eligible proceeding, pay the expenses actually and reasonably incurred by such



person in respect of that proceeding. Each of our directors and officers is deemed to have contracted with us on terms of the indemnity
contained in our articles of association. In addition, we may indemnify any other person in accordance with the BCBCA.

 
We also have entered and intend to enter into separate indemnification agreements with our directors and executive officers, in

addition to indemnification provided for in our articles of association. These agreements, among other things, provide for
indemnification of our directors and executive officers for expenses, judgments, fines and settlement amounts incurred by such persons
in any action or proceeding arising out of this person’s services as a director or executive officer or at our request. We believe that these
provisions in our articles of association and indemnification agreements are necessary to attract and retain qualified persons as directors
and executive officers. See “Description of Share Capital - Limitations on Liability and Indemnification Matters.”
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DESCRIPTION OF SHARE CAPITAL

 
General
 

The following is a summary of the material terms of our share capital, as set forth in our articles of association, as the same
will be effective at the time of the consummation of this offering, and certain related sections of the BCBCA. The following summary
is subject to, and is qualified in its entirety by reference to, the provisions of our articles of association and the applicable provisions of
the BCBCA.  
 

On September 30, 2022, our shareholders approved a one-for-30 Reverse Split of our issued and outstanding Common Shares.
Except where otherwise indicated, all share and per share data in this prospectus have been retroactively restated to reflect the Reverse
Split.
 
Authorized Share Capital
 

As of November 1, 2022, we had 1,319,770 Common Shares issued and outstanding held by 115 shareholders of record.
 
In the last three years, we have issued an aggregate of 947,078 Common Shares for aggregate net proceeds of $7 million net

of share issuance costs in several public offerings and private placements.
 
In addition to Common Shares, in the last three years, we have granted (i) share options to employees, directors, consultants

and service providers under our Executive Stock Option and Restricted Share Unit Plans exercisable into an aggregate of 186,490
Common Shares, with exercise prices ranging from CAD$5.55 to CAD$30.00 per share; and (ii) an aggregate of 592,911 warrants
exercisable into Common Shares, with exercise prices ranging from CAD$5.50 to CAD$60.00 per share, which were issued in three
private placements.

 
At the time of the consummation of this offering, our share capital will consist of an unlimited number of Common Shares, no

par value, issuable in series. Following the consummation of this offering, based on Common Shares outstanding as of November 1,
2022, Common Shares (or Common Shares if the underwriters exercise their option to purchase additional Common Shares from us in
full) and no preferred shares will be outstanding.
 
Common Shares
 

All of our Common Shares are one and the same class, identical in all respects and have equal rights, powers and privileges.
 

Voting. Except as otherwise provided for by resolution of our Board, the holders of outstanding Common Shares have the
exclusive right to vote on all matters requiring shareholder action. On each matter on which holders of Common Shares are entitled to
vote, each outstanding share of Common Share is entitled to one vote.
 

Dividends. Holders of our Common Shares have equal rights of participation in the dividends and other distributions of our
cash, stock or property when, as and if declared thereon by our Board from time to time out of our assets or funds legally available
therefor and shall have equal rights to receive our assets and funds available for distribution to shareholders in the event of any
liquidation, dissolution or winding up of our affairs, whether voluntary or involuntary.
 

Liquidation. Holders of our Common Shares have equal rights to receive our assets and funds available for distribution to
shareholders in the event of any liquidation, dissolution or winding up of our affairs, whether voluntary or involuntary.
 

Rights and Preferences. Holders of our Common Shares will have no preemptive, conversion or subscription rights, and there
will be no redemption or sinking funds provisions applicable to our Common Shares. The rights, preferences and privileges of the
holders of our Common Shares will be subject to, and may be adversely affected by, the rights of the holders of share of any series of
our preferred stock that we may designate and issue in the future.
 

Fully Paid and Nonassessable. All of our outstanding Common Shares are, and the Common Shares to be issued in this
offering will be, fully paid and nonassessable.
 
Anti-Takeover Provisions
 



Some provisions of the BCBCA and other British Columbia laws could make the following transactions more difficult: an
acquisition of us by means of a tender offer; an acquisition of us by means of a proxy contest or otherwise; or the removal of our
incumbent officers and directors. It is possible that these provisions could make it more difficult to accomplish or could deter
transactions that stockholders may otherwise consider to be in their best interests or in our best interests, including transactions that
provide for payment of a premium over the market price for our Common Shares.
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Undesignated Share Classes and Series. The ability of our Board, without action by our stockholders, to create and issue

undesignated shares in such classes and in such series as determined by our Board, with voting or other rights or preferences as
designated by our Board could impede the success of any attempt to effect a change in control of our company. These and other
provisions may have the effect of deferring hostile takeovers or delaying changes in control or management of our company.
 
Limitations on Liability and Indemnification Matters
 

Our articles of association provide that we may indemnify any of our directors, former directors, officers or former officers,
any other person and his or her heirs and legal personal representatives against all eligible penalties to which such person is or may be
liable, and we may, after the final disposition of an eligible proceeding, pay the expenses actually and reasonably incurred by such
person in respect of that proceeding. Each of our directors and officers is deemed to have contracted with us on terms of the indemnity
contained in our articles of association. In addition, we may indemnify any other person in accordance with the BCBCA.
 

We also have entered and intend to enter into separate indemnification agreements with our directors and executive officers, in
addition to indemnification provided for in our articles of association. These agreements, among other things, provide for
indemnification of our directors and executive officers for expenses, judgments, fines and settlement amounts incurred by such persons
in any action or proceeding arising out of this person’s services as a director or executive officer or at our request. We believe that these
provisions in our articles of association and indemnification agreements are necessary to attract and retain qualified persons as directors
and executive officers.
  

The above description of the limitation of liability and indemnification provisions of our articles of association of
incorporation, and our indemnification agreements is not complete and is qualified in its entirety by reference to these documents, each
of which will be filed as an exhibit to this registration statement to which this prospectus forms a part.
 

The limitation of liability and indemnification provisions in our articles of association may discourage shareholders from
bringing a lawsuit against our directors for breach of their fiduciary duties. They may also reduce the likelihood of derivative litigation
against directors and officers, even though an action, if successful, might benefit us and our shareholders. A shareholder’s investment
may be harmed to the extent we pay the costs of settlement and damage awards against directors and officers pursuant to these
indemnification provisions.
 

Insofar as indemnification for liabilities under the Securities Act may be permitted to directors, officers or persons controlling
us pursuant to the foregoing provisions, we have been informed that in the opinion of the SEC such indemnification is against public
policy as expressed in the Securities Act and is therefore unenforceable. There is no pending litigation or proceeding naming any of our
directors or officers as to which indemnification is being sought, nor are we aware of any pending or threatened litigation that may
result in claims for indemnification by any director or officer.
 
Listing
 

We have applied to have our Common Shares listed on The Nasdaq Capital Market under the symbol “CMND.”
 
Transfer Agent and Registrar
 

The transfer agent and registrar for our Common Shares will be Computershare Limited.
 

Comparison of Shareholder Rights
 

We are a corporation governed by the BCBCA. The following discussion summarizes material differences between the rights
of holders of Common Shares and the holders of the common stock of a typical corporation incorporated under the laws of the state of
Delaware, which result from differences in governing documents and the laws of British Columbia and Delaware. This summary is
qualified in its entirety by reference to the Delaware General Corporation Law, or the DGCL, the BCBCA, and our articles.
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  Delaware  British Columbia
     

Stockholder/Shareholder
Approval of Business

Combinations; Fundamental
Changes  

 Under the DGCL, certain fundamental changes
such as amendments to the certificate of
incorporation, a merger, consolidation, sale, lease,
exchange or other disposition of all or substantially
all of the property of a corporation not in the usual
and regular course of the corporation’s business, or
a dissolution of the corporation, are generally
required to be approved by the holders of a
majority of the outstanding stock entitled to vote
on the matter, unless the certificate of
incorporation requires a higher percentage.
 
However, under the DGCL, mergers in which less
than 20% of a corporation’s stock outstanding
immediately prior to the effective date of the
merger is issued generally do not require
stockholder approval. In certain situations, the
approval of a business combination may require
approval by a certain number of the holders of a
class or series of shares. In addition, Section
251(h) of the DGCL provides that stockholders of
a constituent corporation need not vote to approve
a merger if: (i) the merger agreement permits or
requires the merger to be effected under Section
251(h) and provides that the merger shall be
effected as soon as practicable following the tender
offer or exchange offer, (ii) a corporation
consummates a tender or exchange offer for any
and all of the outstanding stock of such constituent
corporation that would otherwise be entitled to
vote to approve the merger, (iii) following the
consummation of the offer, the stock accepted for
purchase or exchanges plus the stock owned by the
consummating corporation equals at least the
percentage of stock that would be required to adopt
the agreement of merger under the DGCL, (iv) the
corporation consummating the offer merges with or
into such constituent corporation and (v) each
outstanding share of each class or series of stock of
the constituent corporation that was the subject of
and not irrevocably accepted for purchase or
exchange in the offer is to be converted in the
merger into, or the right to receive, the same
consideration to be paid for the shares of such class
or series of stock of the constituent corporation
irrevocably purchased or exchanged in such offer.
 
The DGCL does not contain a procedure
comparable to a plan of arrangement under
BCBCA.

 Under the BCBCA and our articles, certain
extraordinary company alterations, such as
changes to authorized share structure,
continuances, into or out of province, certain
amalgamations, sales, leases or other
dispositions of all or substantially all of the
undertaking of a company (other than in the
ordinary course of business) liquidations,
dissolutions, and certain arrangements are
required to be approved by ordinary or special
resolution as applicable.
 
An ordinary resolution is a resolution (i)
passed at a shareholders’ meeting by a simple
majority, or (ii) passed, after being submitted
to all of the shareholders, by being consented
to in writing by shareholders who, in the
aggregate, hold shares carrying at least two-
thirds of the votes entitled to be cast on the
resolution.
 
A special resolution is a resolution (i) passed
by not less than two-thirds of the votes cast by
the shareholders who voted in respect of the
resolution at a meeting duly called and held for
that purpose or (ii) passed by being consented
to in writing by all shareholders entitled to
vote on the resolution.
 
Under the BCBCA, an action that prejudices or
interferes with a right or special right attached
to issued shares of a class or series of shares
must be approved by a special separate
resolution of the holders of the class or series
of shares being affected.
 
Under the BCBCA, arrangements are
permitted and a company may make any
proposal it considers appropriate “despite any
other provision” of the BCBCA. In general, a
plan of arrangement is approved by a
company’s board of directors and then is
submitted to a court for approval. It is
customary for a company in such
circumstances to apply to a court initially for
an interim order governing various procedural
matters prior to calling any security holder
meeting to consider the proposed arrangement.
Plans of arrangement involving shareholders
must be approved by a special resolution of
shareholders, including holders of shares not
normally entitled to vote. The court may, in
respect of an arrangement proposed with
persons other than shareholders and creditors,
require that those persons approve the
arrangement in the manner and to the extent



required by the court. The court determines,
among other things, to whom notice shall be
given and whether, and in what manner,
approval of any person is to be obtained and
also determines whether any shareholders may
dissent from the proposed arrangement and
receive payment of the fair value of their
shares. Following compliance with the
procedural steps contemplated in any such
interim order (including as to obtaining
security holder approval), the court would
conduct a final hearing, which would, among
other things, assess the fairness of the
arrangement and approve or reject the
proposed arrangement.
 
The BCBCA does not contain a provision
comparable to Section 251(h) of the DGCL.
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Special Vote Required
for Combinations with

Interested
Stockholders/
Shareholders

 

Section 203 of the DGCL provides (in general)
that a corporation may not engage in a business
combination with an interested stockholder for a
period of three years after the time of the
transaction in which the person became an
interested stockholder. The prohibition on
business combinations with interested
stockholders does not apply in some cases,
including if: (i) the board of directors of the
corporation, prior to the time of the transaction in
which the person became an interested
stockholder, approves (a) the business
combination or (b) the transaction in which the
stockholder becomes an interested stockholder;
(ii) upon consummation of the transaction which
resulted in the stockholder becoming an
interested stockholder, the interested stockholder
owned at least 85% of the voting stock of the
corporation outstanding at the time the
transaction commenced; or (iii) the board of
directors and the holders of at least two-thirds of
the outstanding voting stock not owned by the
interested stockholder approve the business
combination on or after the time of the
transaction in which the person became an
interested stockholder.
 
For the purpose of Section 203, the DGCL,
subject to specified exceptions, generally defines
an interested stockholder to include any person
who, together with that person’s affiliates or
associates, (i) owns 15% or more of the
outstanding voting stock of the corporation
(including any rights to acquire stock pursuant to
an option, warrant, agreement, arrangement or
understanding, or upon the exercise of conversion
or exchange rights, and stock with respect to
which the person has voting rights only), or (ii) is
an affiliate or associate of the corporation and
owned 15% or more of the outstanding voting
stock of the corporation at any time within the
previous three years.  

The BCBCA does not contain a provision
comparable to Section 203 of the DGCL with
respect to business combinations.
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Appraisal Rights;
Rights to Dissent

 

Under the DGCL, a stockholder of a corporation
participating in some types of major corporate
transactions may, under varying circumstances,
be entitled to appraisal rights pursuant to which
the stockholder may receive cash in the amount
of the fair market value of his or her shares in lieu
of the consideration he or she would otherwise
receive in the transaction.
 
For example, a stockholder is entitled to appraisal
rights in the case of a merger or consolidation if
the shareholder is required to accept in exchange
for the shares anything other than: (i) shares of
stock of the corporation surviving or resulting
from the merger or consolidation, or depository
receipts in respect thereof; (ii) shares of any other
corporation, or depository receipts in respect
thereof, that on the effective date of the merger or
consolidation will be either listed on a national
securities exchange or held of record by more
than 2,000 shareholders; (iii) cash instead of
fractional shares of the corporation or fractional
depository receipts of the corporation; or (iv) any
combination of the shares of stock, depository
receipts and cash instead of the fractional shares
or fractional depository receipts.  

The BCBCA provides that shareholders of a
company are entitled to exercise dissent
rights in respect of certain matters and to be
paid the fair value of their shares in
connection therewith. The dissent right is
applicable where we resolve to (i) alter our
articles to alter the restrictions on the powers
of the company or on the business it is
permitted to carry on; (ii) approve certain
amalgamations; (iii) approve an arrangement,
where the terms of the arrangement or court
orders relating thereto permit dissent; (iv)
sell, lease or otherwise dispose of all or
substantially all of its undertaking; or (v)
continue the company into another
jurisdiction.
 
Dissent may also be permitted if authorized
by resolution. A court may also make an
order permitting a shareholder to dissent in
certain circumstances.

     
Compulsory Acquisition   Under the DGCL, mergers in which one

corporation owns 90% or more of each class of
stock of a second corporation may be completed
without the vote of the second corporation’s
board of directors or shareholders.  

 The BCBCA provides that if, within
4 months after the making of an offer to
acquire shares, or any class of shares, of a
company, the offer is accepted by the holders
of not less than 90% of the shares (other than
the shares held by the offeror or an affiliate of
the offeror) of any class of shares to which
the offer relates, the offeror is entitled, upon
giving proper notice within 5 months after the
date of the offer, to acquire (on the same
terms on which the offeror acquired shares
from those holders of shares who accepted
the offer) the shares held by those holders of
shares of that class who did not accept the
offer. Offerees may apply to the court, within
2 months of receiving notice, and the court
may set a different price or terms of payment
and may make any consequential orders or
directions as it considers appropriate.
 

     
Stockholder/

Shareholder Consent
to Action Without

Meeting

 

Under the DGCL, unless otherwise provided in
the certificate of incorporation, any action that
can be taken at a meeting of the stockholders may
be taken without a meeting if written consent to
the action is signed by the holders of outstanding
stock having not less than the minimum number
of votes necessary to authorize or take the action
at a meeting of the stockholders.

 

Although it is not customary for public
companies to do so, under the BCBCA,
shareholder action without a meeting may be
taken by a consent resolution of shareholders
provided that it satisfies the thresholds for
approval in a company’s articles, the BCBCA
and the regulations thereunder. A consent
resolution is as valid and effective as if it was
a resolution passed at a meeting of
shareholders.



 

129



 

 
Special Meetings of

Stockholders/
Shareholders

 

Under the DGCL, a special meeting of
shareholders may be called by the board of
directors or by such persons authorized in the
certificate of incorporation or the bylaws.

 

Under the BCBCA, the holders of not less
than 5% of the issued shares of a company
that carry the right to vote at a general
meeting may requisition that the directors call
a meeting of shareholders for the purpose of
transacting any business that may be
transacted at a general meeting. Upon
receiving a requisition that complies with the
technical requirements set out in the BCBCA,
the directors must, subject to certain limited
exceptions, call a meeting of shareholders to
be held not more than 4 months after
receiving the requisition. If the directors do
not call such a meeting within 21 days after
receiving the requisition, the requisitioning
shareholders or any of them holding in
aggregate not less than 2.5% of our issued
shares that carry the right to vote at general
meetings may call the meeting.

     
Distributions and Dividends;

Repurchases and Redemptions  
 Under the DGCL, subject to any restrictions

contained in the certificate of incorporation, a
corporation may pay dividends out of capital
surplus or, if there is no surplus, out of net profits
for the current and/or the preceding fiscal year in
which the dividend is declared, as long as the
amount of capital of the corporation following the
declaration and payment of the dividend is not
less than the aggregate amount of the capital
represented by issued and outstanding shares
having a preference upon the distribution of
assets. Surplus is defined in the DGCL as the
excess of the net assets over capital, as such
capital may be adjusted by the board.
 
A Delaware corporation may purchase or redeem
shares of any class except when its capital is
impaired or would be impaired by the purchase or
redemption. A corporation may, however,
purchase or redeem out of capital shares that are
entitled upon any distribution of its assets to a
preference over another class or series of its
shares if the shares are to be retired and the
capital reduced.
 

 Under the BCBCA, a company may pay a
dividend in money or other property unless
there are reasonable grounds for believing
that the company is insolvent, or the payment
of the dividend would render us insolvent.
 
The BCBCA provides that no special rights
or restrictions attached to a series of any class
of shares confer on the series a priority in
respect of dividends or return of capital over
any other series of shares of the same class.
 
Under the BCBCA, the purchase or other
acquisition by a company of its shares is
generally subject to solvency tests similar to
those applicable to the payment of dividends
(as set out above). Our company is permitted,
under its articles, to acquire any of its
Common Shares, and the approval of its
board of directors.
 
Under the BCBCA, subject to solvency tests
similar to those applicable to the payment of
dividends (as set out above), a company may
redeem, on the terms and in the manner
provided in its articles, any of its shares that
has a right of redemption attached to it.
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Vacancies on Board of Director

   
 Under the DGCL, a vacancy or a newly created

directorship may be filled by a majority of the
directors then in office, although less than a
quorum, or by the sole remaining director, unless
otherwise provided in the certificate of
incorporation or bylaws. Any newly elected
director usually holds office for the remainder of
the full term expiring at the annual meeting of
stockholders at which the term of the class of
directors to which the newly elected director has
been elected expires.

 Under the BCBCA and our articles, a
vacancy among the directors created by the
removal of a director may be filled by the
shareholders at the meeting at which the
director is removed or, if not filled by the
shareholders at such meeting, by the
shareholders or by the remaining directors. In
the case of a casual vacancy, the remaining
directors may fill the vacancy. Under the
BCBCA, directors may increase the size of
the board of directors by one third of the
number of current directors.
 
Under the BCBCA and our articles, if as a
result of one or more vacancies, the number
of directors in office falls below the number
required for a quorum, the remaining
directors may appoint as directors the number
of
individuals that, when added to the number of
remaining directors, will constitute a quorum
and/or call a shareholders’ meeting to fill any
or all vacancies among directors and to
conduct such other business that may be dealt
with at that meeting, but must not take any
other action until a quorum is obtained.

     
Constitution and

Residency Of
Directors

 

The DGCL does not have residency
requirements, but a corporation may prescribe
qualifications for directors under its certificate of
incorporation or bylaws.  

The BCBCA does not place any residency
restrictions on the boards of directors.

     
Removal of Directors;

Terms of Directors

 

Under the DGCL, except in the case of a
corporation with a classified board or with
cumulative voting, any director or the entire
board may be removed, with or without cause, by
the holders of a majority of the shares entitled to
vote at an election of directors.

 

Our articles allow for the removal of a
director by special resolution of the
shareholders.
 
According to our articles, all directors cease
to hold office immediately before the election
or appointment of directors at every annual
general meeting, but are eligible for re-
election or re- appointment.

     
Inspection of Books

and Records

 

Under the DGCL, any holder of record of stock
or a person who is the beneficial owner of shares
of such stock held either in a voting trust or by a
nominee on behalf of such person may inspect
the corporation’s books and records for a proper
purpose.

 

Under the BCBCA, directors and
shareholders may, without charge, inspect
certain of the records of a company. Former
shareholders and directors may also inspect
certain of the records, free of charge, but only
those records pertaining to the times that they
were shareholders or directors.
 
Public companies must allow all persons to
inspect certain records of the company free of
charge.
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Amendment of Governing

Documents  
 Under the DGCL, a certificate of incorporation

may be amended if: (i) the board of directors
adopts a resolution setting forth the proposed
amendment, declares the advisability of the
amendment and directs that it be submitted to a
vote at a meeting of shareholders; provided that
unless required by the certificate of incorporation,
no meeting or vote is required to adopt an
amendment for certain specified changes; and (ii)
the holders of a majority of shares of stock
entitled to vote on the matter approve the
amendment, unless the certificate of
incorporation requires the vote of a greater
number of shares.
 
If a class vote on the amendment is required by
the DGCL, a majority of the outstanding stock of
the class is required, unless a greater proportion is
specified in the certificate of incorporation or by
other provisions of the DGCL.
 
Under the DGCL, the board of directors may
amend a corporation’s bylaws if so authorized in
the certificate of incorporation. The shareholders
of a Delaware corporation also have the power to
amend bylaws.

 Under the BCBCA, a company may amend its
articles or notice of articles by (i) the type of
resolution specified in the BCBCA, (ii) if the
BCBCA does not specify a type of resolution,
then by the type specified in our articles, or
(iii) if our articles do not specify a type of
resolution, then by special resolution. The
BCBCA permits many substantive changes to
a company’s articles (such as a change in our
authorized share structure or a change in the
special rights or restrictions that may be
attached to a certain class or series of shares)
to be changed by the resolution specified in
that company’s articles.
 
Our articles provide that certain changes to our
share structure and any creation or alteration of
special rights and restrictions attached to a
series or class of shares be done by way of
ordinary resolution. However, if a right or
special right attached to a class or series of
shares would be prejudiced or interfered with
by such an alteration, the BCBCA requires that
holders of such class or series of shares must
approve the alteration by a special separate
resolution of those shareholders.
 
Our articles also provide that the shareholders
may from time to time, by ordinary resolution,
make any alteration to our notice of articles
and articles as permitted by the BCBCA.  
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Indemnification of 

Directors and Officers  
 Under the DGCL, subject to specified limitations

in the case of derivative suits brought by a
corporation’s stockholders in its name, a
corporation may indemnify any person who is
made a party to any action, suit or proceeding on
account of being a director, officer, employee or
agent of the corporation (or was serving at the
request of the corporation in such capacity for
another corporation, partnership, joint venture,
trust or other enterprise) against expenses
(including attorneys’ fees), judgments, fines and
amounts paid in settlement actually and
reasonably incurred by him or her in connection
with the action, suit or proceeding, provided that
there is a determination that: (i) the individual
acted in good faith and in a manner reasonably
believed to be in or not opposed to the best
interests of the corporation; and (ii) in a criminal
action or proceeding, the individual had no
reasonable cause to believe his or her conduct
was unlawful.
 
Without court approval, however, no
indemnification may be made in respect of any
derivative action in which an individual is
adjudged liable to the corporation, except to the
extent the Court of Chancery or the court in
which such action or suit was brought shall
determine upon application that, despite the
adjudication but in view of all the circumstances
of the case, such person is fairly and reasonably
entitled to indemnity.
 
The DGCL requires indemnification of directors
and officers for expenses (including attorneys’
fees) actually and reasonably relating to a
successful defense on the merits or otherwise of a
derivative or third-party action.
 
Under the DGCL, a corporation may advance
expenses relating to the defense of any
proceeding to directors and officers upon the
receipt of an undertaking by or on behalf of the
individual to repay such amount if it shall
ultimately be determined that such person is not
entitled to be indemnified.  

 Under the BCBCA, a company may
indemnify: (i) a current or former director or
officer of that company; (ii) a current or former
director or officer of another corporation if, at
the time such individual held such office, the
corporation was an affiliate of the company, or
if such individual held such office at our
request; or (iii) an indemnifiable person (as
defined in the “Description of Share Capital”
section above) against all costs, charges and
expenses, including an amount paid to settle an
action or satisfy a judgment, reasonably
incurred by him or her in respect of any civil,
criminal, administrative or other legal
proceeding or investigative action (whether
current, threatened, pending or completed) in
which he or she is involved because of that
person’s position as an indemnifiable person,
unless: (i) the individual did not act honestly
and in good faith with a view to the best
interests of such company or the other entity,
as the case may be; or (ii) in the case of a
proceeding other than a civil proceeding, the
individual did not have reasonable grounds for
believing that the individual’s conduct was
lawful. A company cannot indemnify an
indemnifiable person if it is prohibited from
doing so under its articles. In addition, a
company must not indemnify an indemnifiable
person in proceedings brought against the
indemnifiable person by or on behalf of the
company or an associated company. A
company may pay, as they are incurred in
advance of the final disposition of an eligible
proceeding, the expenses actually and
reasonably incurred by an indemnifiable
person in respect of that proceeding only if the
indemnifiable person has provided an
undertaking that, if it is ultimately determined
that the payment of expenses was prohibited,
the indemnifiable person will repay any
amounts advanced. Subject to the
aforementioned prohibitions on
indemnification, a company must, after the
final disposition of an eligible proceeding, pay
the expenses actually and reasonably incurred
by an indemnifiable person in respect of such
eligible proceeding if such indemnifiable
person has not been reimbursed for such
expenses, and was wholly successful, on the
merits or otherwise, in the outcome of such
eligible proceeding or was substantially
successful on the merits in the outcome of such
eligible proceeding. On application from an
indemnifiable person, a court may make any
order the court considers appropriate in respect
of an eligible proceeding, including the
indemnification of penalties imposed or



expenses incurred in any such proceedings and
the enforcement of an indemnification
agreement. As permitted by the BCBCA, our
articles require us to indemnify our directors,
officers, former directors or officers (and such
individual’s respective heirs and legal
representatives) and permit us to indemnify
any person to the extent permitted by the
BCBCA.
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Limited Liability of

Directors

 

The DGCL permits the adoption of a provision in
a corporation’s certificate of incorporation
limiting or eliminating the monetary liability of a
director to a corporation or its shareholders by
reason of a director’s breach of the fiduciary duty
of care. The DGCL does not permit any
limitation of the liability of a director for: (i)
breaching the duty of loyalty to the corporation or
its shareholders; (ii) acts or omissions not in good
faith; (iii) engaging in intentional misconduct or a
known violation of law; (iv) obtaining an
improper personal benefit from the corporation;
or (v) paying a dividend or approving a stock
repurchase that was illegal under applicable law.

 

Under the BCBCA, a director or officer of a
company must (i) act honestly and in good
faith with a view to the best interests of the
company; (ii) exercise the care, diligence and
skill that a reasonably prudent individual
would exercise in comparable circumstances;
(iii) act in accordance with the BCBCA and
the regulations thereunder; and (iv) subject to
(i) to (iii), act in accordance with the articles of
the company. These statutory duties are in
addition to duties under common law and
equity.
 
No provision in a contract or the articles of a
company may relieve a director or officer of a
company from the above duties.
 
Under the BCBCA, a director is not liable for
certain acts if the director has otherwise
complied with his or her duties and relied, in
good faith, on (i) financial statements of the
company represented to the director by an
officer of the company or in a written report of
the auditor of the company to fairly reflect the
financial position of the company, (ii) a written
report of a lawyer, accountant, engineer,
appraiser or other person whose profession
lends credibility to a statement made by that
person, (iii) a statement of fact represented to
the director by an officer of the company to be
correct, or (iv) any record, information or
representation that the court considers provides
reasonable grounds for the actions of the
director, whether or not that record was forged,
fraudulently made or inaccurate or that
information or representation was fraudulently
made or inaccurate. Further, a director is not
liable if the director did not know and could
not reasonably have known that the act done
by the director or authorized by the resolution
voted for or consented to by the director was
contrary to the BCBCA.
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Stockholder/

Shareholder Lawsuits

 

Under the DGCL, a stockholder may bring a
derivative action on behalf of the corporation to
enforce the rights of the corporation; provided,
however, that under Delaware case law, the
plaintiff generally must be a stockholder not only
at the time of the transaction which the subject of
the suit, but through the duration of the derivative
suit. Delaware law also requires that the
derivative plaintiff make a demand on the
directors of the corporation to assert the corporate
claim before the suit may be prosecuted by the
derivative plaintiff, unless such demand would be
futile. An individual also may commence a class
action suit on behalf of himself or herself and
other similarly situated stockholders where the
requirements for maintaining a class action have
been met.

 

Under the BCBCA, a shareholder (including a
beneficial shareholder) or director of a
company and any person who, in the discretion
of the court, is an appropriate person to make
an application to court to prosecute or defend
an action on behalf of a company (a derivative
action) may, with judicial leave: (i) bring an
action in the name and on behalf of the
company to enforce a right, duty or obligation
owed to the company that could be enforced
by the company itself or to obtain damages for
any breach of such right, duty or obligation or
(ii) defend, in the name and on behalf of the
company, a legal proceeding brought against
the company.
 
Under the BCBCA, the court may grant leave
if: (i) the complainant has made reasonable
efforts to cause the directors of the company to
prosecute or defend the action; (ii) notice of
the application for leave has been given to the
company and any other person that the court
may order; (iii) the complainant is acting in
good faith; and (iv) it appears to the court to be
in the interests of the company for the action to
be prosecuted or defended.
 
Under the BCBCA, upon the final disposition
of a derivative action, the court may make any
order it determines to be appropriate. In
addition, under the BCBCA, a court may order
a company to pay the complainant’s interim
costs, including legal fees and disbursements.
However, the complainant may be held
accountable for the costs on final disposition of
the action.
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Oppression Remedy

 

Although the DGCL imposes upon directors and
officers fiduciary duties of loyalty (i.e., a duty to
act in a manner believed to be in the best interest
of the corporation and its stockholders) and care,
there is no remedy under the DGCL that is
comparable to the BCBCA’s oppression remedy.

 

The BCBCA’s oppression remedy enables a
court to make an order (interim or final) to
rectify the matters complained of if the court is
satisfied upon application by a shareholder (as
defined below) that the affairs of the company
are being conducted or that the powers of the
directors have been exercised in a manner that
is oppressive, or that some action of the
company or shareholders has been or is
threatened to be taken which is unfairly
prejudicial, in each case to one or more
shareholders. The applicant must be one of the
persons being oppressed or prejudiced and the
application must be brought in a timely
manner. A “shareholder” for the purposes of
the oppression remedy includes legal and
beneficial owners of shares as well as any
other person whom the court considers
appropriate.
 
The oppression remedy provides the court with
extremely broad and flexible jurisdiction to
intervene in corporate affairs to protect
shareholders.

     
Blank Check

Preferred
Stock/Shares

 

Under the DGCL, the certificate of incorporation
of a corporation may give the board the right to
issue new classes of preferred shares with voting,
conversion, dividend distribution, and other rights
to be determined by the board at the time of
issuance, which could prevent a takeover attempt
and thereby preclude shareholders from realizing
a potential premium over the market value of
their shares.
 
In addition, the DGCL does not prohibit a
corporation from adopting a shareholder rights
plan, or “poison pill,” which could prevent a
takeover attempt and also preclude shareholders
from realizing a potential premium over the
market value of their shares.  
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Advance Notification

Requirements for Proposals of
Stockholders/Shareholders  

 Delaware corporations typically have provisions in
their bylaws that require a stockholder proposing a
nominee for election to the board of directors or
other proposals at an annual or special meeting of
the stockholders to provide notice of any such
proposals to the secretary of the corporation in
advance of the meeting for any such proposal to be
brought before the meeting of the stockholders. In
addition, advance notice bylaws frequently require
the stockholder nominating a person for election to
the board of directors to provide information about
the nominee, such as his or her age, address,
employment and beneficial ownership of shares of
the corporation’s capital stock. The stockholder
may also be required to disclose, among other
things, his or her name, share ownership and
agreement, arrangement or understanding with
respect to such nomination.
 
For other proposals, the proposing stockholder is
often required by the bylaws to provide a
description of the
proposal and any other information relating to such
stockholder or beneficial owner, if any, on whose
behalf that proposal is being made, required to be
disclosed in a proxy statement or other filings
required to be made in connection with solicitation
of proxies for the proposal and pursuant to and in
accordance with the Exchange Act and the rules
and regulations promulgated thereunder.

 Under the BCBCA, qualified shareholders
holding at least one percent (1%) of our issued
voting shares or whose shares have a fair
market value in excess of $2,000 in the
aggregate may make proposals for matters to
be considered at the annual general meeting of
shareholders. Such proposals must be sent to
us in advance of any proposed meeting by
delivering a timely written notice in proper
form to our registered office in accordance
with the requirements of the BCBCA. The
notice must include information on the
business the shareholder intends to bring
before the meeting. To be a qualified
shareholder, a shareholder must currently be
and have been a registered or beneficial owner
of at least one share of the company for at least
2 years before the date of signing the proposal.
 
If the proposal and a written statement in
support of the proposal (if any) are submitted
at least three months before the anniversary
date of the previous annual meeting and the
proposal and
written statement (if any) meet other specified
requirements, then the company must either set
out the proposal, including the names and
mailing addresses of the submitting person and
supporters and the written statement (if any),
in the proxy circular of the company or attach
the proposal and written statement thereto.
 
In certain circumstances, the company may
refuse to process a proposal.
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SHARES ELIGIBLE FOR FUTURE SALE

 
Prior to this offering, no public market existed for our Common Shares. Sales of substantial amounts of our Common Shares

following this offering, or the perception that these sales could occur, could adversely affect prevailing market prices of our Common
Shares and could impair our future ability to obtain capital, especially through an offering of equity securities. Assuming that the
underwriters do not exercise in full their option to purchase additional Common Shares with respect to this offering and assuming no
exercise of options outstanding following this offering, we will have an aggregate of Common Shares outstanding upon the closing of
this offering. Of these shares, the Common Shares sold in this offering will be freely tradable without restriction or further registration
under the Securities Act, unless purchased by “affiliates” (as that term is defined under Rule 144 of the Securities Act, or Rule 144),
who may sell only the volume of shares described below and whose sales would be subject to additional restrictions described below.

 
The remaining Common Shares will be held by our existing shareholders and will be deemed to be “restricted securities”

under Rule 144. Subject to certain contractual restrictions, including the lock-up agreements described below, restricted securities may
only be sold in the public market pursuant to an effective registration statement under the Securities Act or pursuant to an exemption
from registration under Rule 144, Rule 701 or Rule 904 under the Securities Act. These rules are summarized below. Sales of these
shares in the public market after the restrictions under the lock-up agreements lapse, or the perception that those sales may occur, could
cause the prevailing market price of our Common Shares to decrease or to be lower than it might be in the absence of those sales or
perceptions.

 
Eligibility of Restricted Shares for Sale in the Public Market
 

Approximately 1,319,770 of our Common Shares will be eligible for resale pursuant to Rule 144 after 90 days following the
pricing of this offering as follows:

 
 ● with respect to non-affiliates of our company who will hold an aggregate of 1,263,161 Common Shares upon the

consummation of this offering, following the expiration of a non-affiliate’s six-month holding period and subject to our
compliance with the current public information requirements under Rule 144; and

 
 ● with respect to affiliates of our company who will hold an aggregate of 56,583 Common Shares upon the consummation

of this offering, following the expiration of an affiliate’s six-month holding period and subject to our compliance with the
current public information requirements under Rule 144, and subject to the volume, manner of sale and other limitations
under Rule 144 applicable to securities held by affiliates.

 
In each case, the shares will also be subject to the contractual restrictions arising under the lock-up agreements described

below.
  

Lock-Up Agreements
 

We, all of our directors and executive officers and holders of at least 10% of our outstanding Common Shares and our
Common Shares issuable upon the exercise of options and warrants have signed lock-up agreements. Pursuant to such lock-up
agreements, such persons have agreed, subject to certain exceptions, not to sell or otherwise dispose of Common Shares or any
securities convertible into or exchangeable for Common Shares for a period of 180 days after the date of this prospectus without the
prior written consent of Barclays Capital Inc., which may, in its sole discretion, at any time without prior notice, release all or any
portion of the Common Shares from the restrictions in any such agreement.
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Rule 144
 
Shares Held for Six Months
 

In general, under Rule 144 as currently in effect, and subject to the terms of any lock-up agreement, commencing 90 days
after the closing of this offering, a person (or persons whose shares are aggregated), including an affiliate, who has beneficially owned
our Common Shares for six months or more, including the holding period of any prior owner other than one of our affiliates
(i.e., commencing when the shares were acquired from our company or from an affiliate of our company as restricted securities), is
entitled to sell our shares, subject to the availability of current public information about us. In the case of an affiliate shareholder, the
right to sell is also subject to the fulfillment of certain additional conditions, including manner of sale provisions and notice
requirements, and to a volume limitation that limits the number of shares to be sold thereby, within any three-month period, to the
greater of:

 
● 1% of the number of Common Shares then outstanding; or

 
● the average weekly trading volume of our Common Shares on the Nasdaq Capital Market during the four calendar weeks

preceding the filing of a notice on Form 144 with respect to the sale.
 
The six month holding period of Rule 144 does not apply to sales of unrestricted securities. Accordingly, persons who hold

unrestricted securities may sell them under the requirements of Rule 144 described above without regard to the six-month holding
period, even if they were considered our affiliates at the time of the sale or at any time during the ninety days preceding such date.

 
Shares Held by Non-Affiliates for One Year
 

Under Rule 144 as currently in effect, a person (or persons whose shares are aggregated) who is not considered to have been
one of our affiliates at any time during the 90 days preceding a sale and who has beneficially owned the shares proposed to be sold for
at least one year, including the holding period of any prior owner other than one of our affiliates, is entitled to sell his, her or its shares
under Rule 144 without complying with the provisions relating to the availability of current public information or with any other
conditions under Rule 144. Therefore, unless subject to a lock-up agreement or otherwise restricted, such shares may be sold
immediately upon the closing of this offering.

 
Rule 701
 

In general, under Rule 701, any of our employees, directors, officers, consultants or advisors who received or purchased
Common Shares from us under our incentive option plan or other written agreement before the closing of this offering is entitled to
resell these shares.

 
The SEC has indicated that Rule 701 will apply to typical share options granted by an issuer before it becomes subject to the

reporting requirements of the Exchange Act, along with the shares acquired upon exercise of these options, including exercises after
the closing of this offering. Securities issued in reliance on Rule 701 are restricted securities and, subject to the contractual restrictions
described above (see “Lock-Up Agreements”), may be sold beginning 90 days after the closing of this offering in reliance on Rule 144
by:

 
● persons other than affiliates, without restriction; and

 
● affiliates, subject to the manner-of-sale, current public information and filing requirements of Rule 144, in each case,

without compliance with the six-month holding period requirement of Rule 144.
 
Canadian Restrictions
 

The Securities to be offered in this offering will be subject to resale restrictions in Canada under Canadian Securities
Administrators National Instrument 45-102 Resale of Securities and may not be sold or otherwise disposed of in Canada for a period of
four months from the date of distribution of the Securities, unless a statutory exemption is available or a discretionary order is obtained
from the applicable Canadian securities commission allowing the earlier resale thereof, and may be subject to additional resale
restrictions if such sale or other disposition would be a “control distribution”, as that term is defined in NI 45-102.
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TAXATION

 
The following description is not intended to constitute a complete analysis of all tax consequences relating to the ownership or

disposition of our Common Shares. You should consult your own tax advisor concerning the tax consequences of your particular
situation, as well as any tax consequences that may arise under the laws of any state, local, foreign, including Canadian, or other taxing
jurisdiction.
 
MATERIAL CANADIAN FEDERAL INCOME TAX CONSIDERATIONS

 
The following summary describes, as of the date hereof, the principal Canadian federal income tax considerations under

the Income Tax Act (Canada) (the “Tax Act”) generally applicable to a holder who acquires, as beneficial owner, Common Shares
pursuant to this Offering, who has not elected to report its Canadian tax results in a currency other than the Canadian currency, and
who deals at arm’s length with us and the underwriters for purposes of the Tax Act (a “Holder”).

 
This summary is based on the provisions of the Tax Act and the regulations thereunder (the “Regulations”) in force as of the

date hereof, all specific proposals to amend the Tax Act and the Regulations that have been publicly announced prior to the date hereof
(the “Proposed Amendments”), and our understanding of the current published administrative policies and practices of the Canada
Revenue Agency. This summary assumes that the Proposed Amendments will be enacted in the form proposed; however, no assurance
can be given that the Proposed Amendments will be enacted in the form proposed, if at all. This summary is not exhaustive of all
possible Canadian federal income tax considerations and, except for the Proposed Amendments, does not take into account any
changes in law, whether by legislative, governmental or judicial action, nor does it take into account provincial, territorial or foreign tax
considerations, which may differ from those discussed herein.

 
This summary is of a general nature only and is not intended to be, nor should it be construed to be, legal or tax advice to any

particular Holder, and no representations with respect to the income tax consequences to any Holder are made. Consequently, Holders
and prospective holders of Common Shares should consult their own tax advisors for advice with respect to the tax consequences to
them of acquiring such shares pursuant to this offering, having regard to their particular circumstances. This summary does not address
any tax considerations applicable to persons other than Holders and such persons should consult their own tax advisors regarding the
consequences of acquiring, holding and disposing of Common Shares under the Tax Act and any jurisdiction in which they may be
subject to tax.

 
Foreign Exchange

For purposes of the Tax Act, all amounts expressed in a currency other than Canadian dollars relating to the acquisition,
holding or disposition of Common Shares, including dividends, adjusted cost base and proceeds of disposition, must be determined in
Canadian dollars using the relevant rate of exchange required under the Tax Act.

 
Residents of Canada

The following portion of this summary is generally applicable to a Holder who, at all relevant times for purposes of the Tax
Act (a) is, or is deemed to be, resident in Canada, (b) holds Common Shares as “capital property”, and (c) is not affiliated with us or the
underwriters (a “Resident Holder”). Generally, Common Shares will be considered to be capital property to a Resident Holder unless
they are held in the course of carrying on a business or as part of an adventure or concern in the nature of trade. Certain Resident
Holders whose Common Shares do not otherwise qualify as capital property may, in certain circumstances, make an irrevocable
election in accordance with subsection 39(4) of the Tax Act to have their Common Shares and every other “Canadian security” (as
defined in the Tax Act) owned by such holder in the taxation year of the election and in all subsequent taxation years deemed to be
capital property. Resident Holders are advised to consult their own tax advisors to determine whether such an election is available and
desirable in their particular circumstances.
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This summary is not applicable to a Resident Holder: (i) that is a “financial institution” for the purposes of the “mark-to-

market” rules contained in the Tax Act; (ii) that is a “specified financial institution”; (iii) an interest in which would be a “tax shelter
investment”; or (iv) that enters into a “derivative forward agreement” in respect of Common Shares, as each of those terms is defined
in the Tax Act. This summary does not address the possible application of the “foreign affiliate dumping” rules that may be applicable
to a Resident Holder that is a corporation resident in Canada (for the purposes of the Tax Act) and is, or becomes, or does not deal at
arm’s length with a corporation resident in Canada that is, or that becomes, as part of a transaction or event or series of transactions or
events that includes the acquisition of the Common Shares, controlled by a non-resident corporation, individual, trust or a group of any
combination of non-resident individuals, trusts, and/or corporations who do not deal with each other at arm’s length for purposes of the
rules in section 212.3 of the Tax Act. Any such Resident Holder should consult its own tax advisor with respect to an investment in
Common Shares.
 
Dividends
 

In the case of a Resident Holder who is an individual (other than certain trusts), dividends received or deemed to be received
on the Common Shares will be included in computing the Resident Holder’s income and will be subject to the gross-up and dividend
tax credit rules that apply to taxable dividends received from taxable Canadian corporations. Provided that we make the appropriate
designations, such dividend will be treated as an “eligible dividend” for the purposes of the Tax Act and a Resident Holder who is an
individual will be entitled to an enhanced dividend tax credit in respect of such dividend. There may be limitations on our ability to
designate dividends and deemed dividends as eligible dividends.

 
Dividends received or deemed to be received on the Common Shares by a Resident Holder that is a corporation will be

required to be included in computing the corporation’s income for the taxation year in which such dividends are received, but such
dividends will generally be deductible in computing the corporation’s taxable income. In certain circumstances, subsection 55(2) of the
Tax Act will treat a taxable dividend received by a Resident Holder that is a corporation as proceeds of disposition or a capital gain.
Resident Holders that are corporations should consult their own tax advisors having regard to their own circumstances.

 
A Resident Holder that is a “private corporation” or a “subject corporation” (each as defined in the Tax Act) may be liable

under Part IV of the Tax Act to pay a refundable tax on dividends received or deemed to be received on the Common Shares to the
extent that such dividends are deductible in computing the Resident Holder’s taxable income for the taxation year.

 
Dividends received by a Resident Holder who is an individual (including certain trusts) may result in such Resident Holder

being liable for alternative minimum tax under the Tax Act. Resident Holders who are individuals should consult their own tax
advisors in this regard.

 
Dispositions of Common Shares

A disposition or deemed disposition of a Common Share by a Resident Holder will generally result in the Resident Holder
realizing a capital gain (or capital loss) equal to the amount by which the proceeds of disposition of the Common Share, net of any
reasonable costs of disposition, are greater (or less) than the Resident Holder’s adjusted cost base of the Common Shares. Such capital
gain (or capital loss) will be subject to the tax treatment described below under “—Taxation of Capital Gains and Capital Losses.”

 
The adjusted cost base to the Resident Holder of a voting share acquired pursuant to this offering will, at any particular time,

be determined in accordance with certain rules in the Tax Act by averaging the cost of such share with the adjusted cost base of all
Common Shares owned by the Resident Holder as capital property at that time, if any.

 
Taxation of Capital Gains and Capital Losses

Generally, one-half of any capital gain (a “taxable capital gain”) realized by a Resident Holder in a taxation year must be
included in computing the Resident Holder’s income for the year, and one-half of any capital loss (an “allowable capital loss”) realized
by a Resident Holder in a taxation year must be deducted from taxable capital gains realized by the Resident Holder in that year.
Allowable capital losses for a taxation year in excess of taxable capital gains for that year generally may be carried back and deducted
in any of the three preceding taxation years or carried forward and deducted in any subsequent taxation year against net taxable capital
gains realized in such years, to the extent and under the circumstances described in the Tax Act.
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The amount of any capital loss realized by a Resident Holder that is a corporation on the disposition of a Common Share may

be reduced by the amount of any dividends received or deemed to have been received on such Common Share (or on a share for which
such Common Share has been substituted) to the extent and under the circumstances described in the Tax Act. Analogous rules apply to
a partnership or trust of which a corporation, trust or partnership is a member or beneficiary. Resident Holders should consult their own
tax advisors in this regard.

 
Taxable capital gains realized by a Resident Holder who is an individual (including certain trusts) may give rise to liability for

alternative minimum tax as calculated under the detailed rules set out in the Tax Act. A Resident Holder that is a “Canadian-controlled
private corporation” (as defined in the Tax Act) may be liable to pay an additional refundable tax on certain investment income,
including taxable capital gains.
 
Eligibility for Investment
 

At the time of closing of the offering the Common Shares will be a qualified investment under the Tax Act and the regulations
thereunder for trusts governed by registered retirement savings plans, registered retirement income funds, registered education savings
plans, registered disability savings plans, tax-free savings accounts (collectively “Registered Plans”) and deferred profit sharing plans,
or DPSPs, all as defined in the Tax Act, provided that at the time of closing of the offering the Common Shares are listed on a
“designated stock exchange” as defined in the Tax Act (which includes the TSXV) or we are a “public corporation” (other than a
mortgage investment corporation) as defined in the Tax Act.
 

Notwithstanding the foregoing, the holder of, subscriber or annuitant under, a Registered Plan (the “Controlling Individual”)
will be subject to a penalty tax in respect of Common Shares acquired by the Registered Plan if such shares are a prohibited investment
for the particular Registered Plan. A Common Share generally will not be a “prohibited investment” for a Registered Plan provided the
Controlling Individual deals at arm’s length with the Company for the purposes of the Tax Act and the Controlling Individual does not
have a “significant interest” (as defined in subsection 207.01(4) the Tax Act) in the Company.
 

Prospective investors who intend to hold Common Shares in a Registered Plan or DPSP are advised to consult their personal
tax advisors.

 
Non-Residents of Canada

The following portion of this summary is generally applicable to a Holder who, at all relevant times for purposes of the Tax
Act and any applicable tax treaty or convention (a) is not, and is not deemed to be, resident in Canada, and (b) does not use or hold, and
is not deemed to use or hold, Common Shares in the course of carrying on a business in Canada (a “Non-Resident Holder”). Special
rules which are not discussed in this summary may apply to a Non-Resident Holder that is an insurer which carries on an insurance
business in Canada and elsewhere.

 
Dividends

 
Dividends paid or credited or deemed to be paid or credited to a Non-Resident Holder by us on Common Shares are subject to

Canadian withholding tax at the rate of 25% on the gross amount of the dividend unless such rate is reduced by the terms of an
applicable tax treaty. For example, under the Canada – United States Tax Convention (1980), as amended (the “Treaty”), the rate of
withholding tax on dividends paid or credited to a Non-Resident Holder who is a resident of the United States for purposes of the
Treaty and who is fully entitled to the benefits of the Treaty (a “U.S. Holder”) is generally limited to 15% of the gross amount of the
dividend (or 5% in the case of a U.S. Holder that is a company that beneficially owns at least 10% of our Common Shares). Non-
Resident Holders should consult their own tax advisors to determine their entitlement to relief under any applicable income tax treaty.

 
Dispositions of Common Shares

A Non-Resident Holder will not be subject to tax under the Tax Act in respect of a capital gain realized on the disposition or
deemed disposition of a voting share unless the voting share constitutes “taxable Canadian property” to the Non-Resident Holder for
purposes of the Tax Act and the Non-Resident Holder is not entitled to relief under the terms of an applicable tax treaty between
Canada and the Non-Resident Holder’s jurisdiction of residence.
 

Provided the Common Shares are listed on a “designated stock exchange”, as defined in the Tax Act (which currently includes
the TSXV) at the time of disposition, the Common Shares will generally not constitute taxable Canadian property of a Non-Resident
Holder at that time unless, at any time during the 60-month period immediately preceding the disposition, the following two conditions
are satisfied: (i) (a) the Non-Resident Holder, (b) persons with whom the Non-Resident Holder did not deal at arm’s length for



purposes of the Tax Act, (c) partnerships in which the Non-Resident Holder or a person described in (b) holds a membership interest
directly or indirectly through one or more partnerships, or (d) any combination of the persons and partnerships described in (a) through
(c), owned 25% or more of the issued shares of any class or series of our shares, and (ii) more than 50% of the fair market value of the
Common Shares was derived directly or indirectly from one or any combination of: real or immovable property situated in Canada,
“Canadian resource properties”, “timber resource properties” (each as defined in the Tax Act), and options in respect of, or interests in
or for civil law rights in, such properties, whether or not the property exits. Notwithstanding the foregoing, the shares may also be
deemed to be taxable Canadian property to a Non-Resident Holder under other provisions of the Tax Act.
 

Non-Resident Holders who may hold Common Shares as taxable Canadian property should consult their own tax advisors.
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U.S. FEDERAL INCOME TAX CONSIDERATIONS

 
THE FOLLOWING SUMMARY IS NOT INTENDED TO BE, AND SHOULD NOT BE CONSIDERED TO BE, LEGAL

OR TAX ADVICE. EACH U.S. HOLDER SHOULD CONSULT WITH HIS OR HER OWN TAX ADVISOR AS TO THE
PERSONAL U.S. FEDERAL INCOME TAX CONSEQUENCES OF THE PURCHASE, OWNERSHIP AND SALE OF COMMON
SHARES, INCLUDING THE EFFECTS OF APPLICABLE STATE, LOCAL, FOREIGN OR OTHER TAX LAWS AND POSSIBLE
CHANGES IN THE TAX LAWS.

 
Subject to the limitations described in the next two paragraphs, the following discussion summarizes the material U.S. federal

income tax consequences to a “U.S. Holder” arising from the purchase, ownership and sale of the Common Shares. For this purpose, a
“U.S. Holder” is a holder of Common Shares that is: (1) an individual citizen or resident of the United States, including an alien
individual who is a lawful permanent resident of the United States or meets the substantial presence residency test under U.S. federal
income tax laws; (2) a corporation (or entity treated as a corporation for U.S. federal income tax purposes) or a partnership (other than
a partnership that is not treated as a U.S. person under any applicable U.S. Treasury regulations) created or organized under the laws of
the United States or the District of Columbia or any political subdivision thereof; (3) an estate, the income of which is includable in
gross income for U.S. federal income tax purposes regardless of its source; (4) a trust if a court within the United States is able to
exercise primary supervision over the administration of the trust and one or more U.S. persons have authority to control all substantial
decisions of the trust; or (5) a trust that has a valid election in effect to be treated as a U.S. person to the extent provided in U.S.
Treasury regulations.

 
This summary does not purport to be a comprehensive description of all of the U.S. federal income tax considerations that

may be relevant to a decision to purchase our Common Shares. This summary generally considers only U.S. Holders that will own our
Common Shares as capital assets. Except to the limited extent discussed below, this summary does not consider the U.S. federal tax
consequences to a person that is not a U.S. Holder, nor does it describe the rules applicable to determine a taxpayer’s status as a U.S.
Holder. This summary is based on the provisions of the Internal Revenue Code of 1986, as amended, or the Code, final, temporary and
proposed U.S. Treasury regulations promulgated thereunder, administrative and judicial interpretations thereof, and the United States-
Israel Income Tax Treaty, all as in effect as of the date hereof and all of which are subject to change, possibly on a retroactive basis,
and all of which are open to differing interpretations. We will not seek a ruling from the Internal Revenue Service, or the IRS, with
regard to the U.S. federal income tax treatment of an investment in our Common Shares by U.S. Holders and, therefore, can provide no
assurances that the IRS will agree with the conclusions set forth below.

  
This discussion does not address all of the aspects of U.S. federal income taxation that may be relevant to a particular U.S.

holder based on such holder’s particular circumstances and in particular does not discuss any estate, gift, generation-skipping transfer,
state, local, excise or foreign tax considerations. In addition, this discussion does not address the U.S. federal income tax treatment of a
U.S. Holder who is: (1) a bank, life insurance company, regulated investment company, or other financial institution or “financial
services entity;” (2) a broker or dealer in securities or foreign currency; (3) a person who acquired our Common Shares in connection
with employment or other performance of services; (4) a U.S. Holder that is subject to the U.S. alternative minimum tax; (5) a U.S.
Holder that holds our Common Shares as a hedge or as part of a hedging, straddle, conversion or constructive sale transaction or other
risk-reduction transaction for U.S. federal income tax purposes; (6) a tax-exempt entity; (7) real estate investment trusts or grantor
trusts; (8) a U.S. Holder that expatriates out of the United States or a former long-term resident of the United States; or (9) a person
having a functional currency other than the U.S. dollar. This discussion does not address the U.S. federal income tax treatment of a
U.S. Holder that owns, directly or constructively, at any time, Common Shares representing 10% or more of the stock of our Company.
Additionally, the U.S. federal income tax treatment of partnerships (or other pass-through entities) or persons who hold Common
Shares through a partnership or other pass-through entity are not addressed.

 
EACH PROSPECTIVE INVESTOR IS ADVISED TO CONSULT HIS OR HER OWN TAX ADVISER FOR THE

SPECIFIC TAX CONSEQUENCES TO THAT INVESTOR OF PURCHASING, HOLDING OR DISPOSING OF OUR
COMMON SHARES, INCLUDING THE EFFECTS OF APPLICABLE STATE, LOCAL, FOREIGN OR OTHER TAX
LAWS AND POSSIBLE CHANGES IN THE TAX LAWS.
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Taxation of Dividends Paid on Common Shares

 
We do not intend to pay dividends in the foreseeable future. In the event that we do pay dividends, and subject to the

discussion under the heading “Passive Foreign Investment Companies” below and the discussion of “qualified dividend income”
below, a U.S. Holder, other than certain U.S. Holders that are U.S. corporations, will be required to include in gross income as ordinary
income the amount of any distribution paid on the Common Shares (including the amount of any Israeli tax withheld on the date of the
distribution), to the extent that such distribution does not exceed our current and accumulated earnings and profits, as determined for
U.S. federal income tax purposes. The amount of a distribution which exceeds our earnings and profits will be treated first as a non-
taxable return of capital, reducing the U.S. Holder’s tax basis for the Common Shares to the extent thereof, and then capital gain. We
do not expect to maintain calculations of our earnings and profits under U.S. federal income tax principles and, therefore, U.S. Holders
should expect that the entire amount of any distribution generally will be reported as dividend income.

 
In general, preferential tax rates for “qualified dividend income” and long-term capital gains are applicable for U.S. Holders

that are individuals, estates or trusts. For this purpose, “qualified dividend income” means, inter alia, dividends received from a
“qualified foreign corporation.” A “qualified foreign corporation” is a corporation that is entitled to the benefits of a comprehensive tax
treaty with the United States which includes an exchange of information program. The IRS has stated that the United States-Israel Tax
Treaty satisfies this requirement and we believe we are eligible for the benefits of that treaty.

 
In addition, our dividends will be qualified dividend income if our Common Shares are readily tradable on the Nasdaq Capital

Market or another established securities market in the United States. Dividends will not qualify for the preferential rate if we are
treated, in the year the dividend is paid or in the prior year, as a PFIC, as described below under “Passive Foreign Investment
Companies.” A U.S. Holder will not be entitled to the preferential rate: (1) if the U.S. Holder has not held our Common Shares for at
least 61 days of the 121 day period beginning on the date which is 60 days before the ex-dividend date, or (2) to the extent the U.S.
Holder is under an obligation to make related payments with respect to positions in substantially similar or related property. Any days
during which the U.S. Holder has diminished its risk of loss on our Common Shares are not counted towards meeting the 61-day
holding period. Finally, U.S. Holders who elect to treat the dividend income as “investment income” pursuant to Section 163(d)(4) of
the Code will not be eligible for the preferential rate of taxation.

  
The amount of a distribution with respect to our Common Shares will be measured by the amount of the fair market value of

any property distributed, and for U.S. federal income tax purposes, the amount of any Israeli taxes withheld therefrom. Cash
distributions paid by us in NIS will be included in the income of U.S. Holders at a U.S. dollar amount based upon the spot rate of
exchange in effect on the date the dividend is includible in the income of the U.S. Holder, and U.S. Holders will have a tax basis in
such NIS for U.S. federal income tax purposes equal to such U.S. dollar value. If the U.S. Holder subsequently converts the NIS into
U.S. dollars or otherwise disposes of them, any subsequent gain or loss in respect of such NIS arising from exchange rate fluctuations
will be U.S. source ordinary exchange gain or loss.

 
Dividends paid with respect to our Common Shares will be treated as foreign source income, which may be relevant in

calculating the holder’s foreign tax credit limitation. The limitation on foreign taxes eligible for credit is calculated separately with
respect to specific classes of income. For this purpose, dividends that we distribute generally should constitute “passive category
income,” or, in the case of certain U.S. Holders, “general category income.” A foreign tax credit for foreign taxes imposed on
distributions may be denied if holders do not satisfy certain minimum holding period requirements. The rules relating to the
determination of the foreign tax credit are complex, and U.S. Holders should consult their tax advisor to determine whether and to what
extent such holder will be entitled to this credit.

 
Taxation of the Sale, Exchange or other Disposition of Common Shares

 
Except as provided under the PFIC rules described below under “Passive Foreign Investment Companies,” upon the sale,

exchange or other disposition of our Common Shares, a U.S. Holder will recognize capital gain or loss in an amount equal to the
difference between such U.S. Holder’s tax basis for the Common Shares, determined in U.S. dollars, and the U.S. dollar value of the
amount realized on the disposition (or its U.S. dollar equivalent determined by reference to the spot rate of exchange on the date of
disposition, if the amount realized is denominated in a foreign currency). The gain or loss realized on the sale, exchange or other
disposition of Common Shares will be long-term capital gain or loss if the U.S. Holder has a holding period of more than one year at
the time of the disposition. Individuals who recognize long-term capital gains may be taxed on such gains at reduced rates of tax. The
deduction of capital losses is subject to various limitations.
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Passive Foreign Investment Companies

 
Special U.S. federal income tax laws apply to U.S. taxpayers who own shares of a corporation that is a PFIC. We will be

treated as a PFIC for U.S. federal income tax purposes for any taxable year that either:
 
● 75% or more of our gross income (including our pro rata share of gross income for any company, in which we are

considered to own 25% or more of the shares by value), in a taxable year is passive; or
 

● At least 50% of our assets generally determined on the basis of a quarterly average and based upon fair market value
(including our pro rata share of the assets of any company in which we are considered to own 25% or more of the shares
by value) are held for the production of, or produce, passive income.

 
For this purpose, passive income generally consists of rents, dividends, interest, royalties, gains from the disposition of

passive assets and gains from commodities and securities transactions. Cash is treated as generating passive income.
 
We believe that we will not be a PFIC for the current taxable year, although we have not determined whether we will be a

PFIC in the foreseeable future. The tests for determining PFIC status are applied annually, and it is difficult to make accurate
projections of future income and assets which are relevant to this determination. In addition, our PFIC status may depend in part on the
market value of our Common Shares. Accordingly, there can be no assurance that we currently are not or will not become a PFIC.

 
If we currently are or become a PFIC, each U.S. Holder who has not elected to mark the shares to market (as discussed

below), would, upon receipt of certain “excess distributions” by us and upon disposition of our Common Shares at a gain: (1) have
such excess distribution or gain allocated ratably over the U.S. Holder’s holding period for the Common Shares, as the case may be; (2)
the amount allocated to the current taxable year and any period prior to the first day of the first taxable year in which we were a PFIC
would be taxed as ordinary income; and (3) the amount allocated to each of the other taxable years would be subject to tax at the
highest rate of tax in effect for the applicable class of taxpayer for that year, and an interest charge for the deemed deferral benefit
would be imposed with respect to the resulting tax attributable to each such other taxable year. Distributions received by a U.S. Holder
in a taxable year that are greater than 125% of the average annual distributions received during the shorter of the three preceding
taxable years or the U.S. Holder’s holding period for the Ordinary will be treated as excess distributions. In addition, when shares of a
PFIC are acquired by reason of death from a decedent that was a U.S. Holder, the tax basis of such shares would not receive a step-up
to fair market value as of the date of the decedent’s death, but instead would be equal to the decedent’s basis if lower, unless all gain
were recognized by the decedent. Indirect investments in a PFIC may also be subject to these special U.S. federal income tax rules.

  
The PFIC rules described above would not apply to a U.S. Holder who makes a qualified electing fund, or QEF election for all

taxable years that such U.S. Holder has held the Common Shares while we are a PFIC, provided that we comply with specified
reporting requirements. Instead, each U.S. Holder who has made such a QEF election is required for each taxable year that we are a
PFIC to include in income such U.S. Holder’s pro rata share of our ordinary earnings as ordinary income and such U.S. Holder’s pro
rata share of our net capital gains as long-term capital gain, regardless of whether we make any distributions of such earnings or gain.
In general, a QEF election is effective only if we make available certain required information. The QEF election is made on a
shareholder-by-shareholder basis and generally may be revoked only with the consent of the IRS. We do not intend to notify U.S.
Holders if we believe we will be treated as a PFIC for any tax year. In addition, we do not intend to furnish U.S. Holders annually with
information needed in order to complete IRS Form 8621 and to make and maintain a valid QEF election for any year in which we or
any of our subsidiaries are a PFIC. Therefore, the QEF election will not be available with respect to our Common Shares.
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In addition, the PFIC rules described above would not apply if we were a PFIC and a U.S. Holder made a mark-to-market

election. A U.S. Holder of our Common Shares which are regularly traded on a qualifying exchange, including the Nasdaq Capital
Market, can elect to mark the Common Shares to market annually, recognizing as ordinary income or loss each year an amount equal to
the difference as of the close of the taxable year between the fair market value of the Common Shares and the U.S. Holder’s adjusted
tax basis in the Common Shares. Losses are allowed only to the extent of net mark-to-market gain previously included income by the
U.S. Holder under the election for prior taxable years.

 
U.S. Holders who hold our Common Shares during a period when we are a PFIC will be subject to the foregoing rules, even if

we cease to be a PFIC. U.S. Holders are strongly urged to consult their tax advisors about the PFIC rules.
 

Tax on Net Investment Income
 
U.S. Holders who are individuals, estates or trusts will generally be required to pay a 3.8% Medicare tax on their net

investment income (including dividends on and gains from the sale or other disposition of our Common Shares), or in the case of
estates and trusts on their net investment income that is not distributed to beneficiaries of the estate or trust. In each case, the 3.8%
Medicare tax applies only to the extent the U.S. Holder’s total adjusted income exceeds applicable thresholds.

  
Information Reporting and Withholding

 
A U.S. Holder may be subject to backup withholding at a rate of 24% with respect to cash dividends and proceeds from a

disposition of our Common Shares. In general, backup withholding will apply only if a U.S. Holder fails to comply with specified
identification procedures. Backup withholding will not apply with respect to payments made to designated exempt recipients, such as
corporations and tax-exempt organizations. Backup withholding is not an additional tax and may be claimed as a credit against the U.S.
federal income tax liability of a U.S. Holder, provided that the required information is timely furnished to the IRS.

 
Certain U.S. Holders with interests in “specified foreign financial assets” (including, among other assets, our Common Shares,

unless such Common Shares are held on such U.S. Holder’s behalf through a financial institution) may be required to file an
information report with the IRS if the aggregate value of all such assets exceeds $50,000 on the last day of the taxable year or $75,000
at any time during the taxable year (or such higher dollar amount as may be prescribed by applicable IRS guidance); and may be
required to file a Report of Foreign Bank and Financial Accounts, or FBAR, if the aggregate value of the foreign financial accounts
exceeds $10,000 at any time during the calendar year. You should consult your own tax advisor as to the possible obligation to file such
information report.
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UNDERWRITING

 
Aegis Capital Corp., or Aegis, is sole underwriter and book-runner of this offering. Under the terms of an underwriting

agreement, which is filed as an exhibit to the registration statement, Aegis agrees to purchase from us the respective number of
Common Shares shown opposite its name below:

 

Underwriter  

Number of
Common 

Shares
Aegis Capital Corp.     

 
The underwriting agreement provides that the underwriter’s obligation to purchase the Common Shares depends on the

satisfaction of the conditions contained in the underwriting agreement including:
 
● the representations and warranties made by us to the underwriter are true;

 
● there is no material change in our business or the financial markets; and

 
● we deliver customary closing documents to the underwriter.

 
Underwriting Commissions and Discounts and Expenses
 

The following table shows the per Unit and total underwriting discounts and commissions we will pay to Aegis. These
amounts are shown assuming both no exercise and full exercise of the underwriter’s option to purchase additional securities.

 
  Per   Total  

  
Common

Share   No Exercise   Full Exercise  
Initial public offering price               
Underwriting discounts and commissions to be paid by us (8%):                 
Non-accountable expense allowance (1%) (1)                 
Proceeds, before expenses, to us               

 
(1) We have agreed to pay a non-accountable expense allowance to the underwriter equal to 1% of the gross proceeds we received in

this offering.
 
We have also agreed to reimburse the underwriters for certain accountable expenses, including “roadshow”, diligence, and

reasonable legal fees and disbursements, in an amount not to exceed $75,000 in the aggregate.
 
We estimate that the total expenses of the offering payable by us, excluding underwriting discounts and commissions, will be

approximately $460,000, excluding a 1.0% non-accountable expense allowance.
 

Over-Allotment Option
 

We have granted the underwriter an over-allotment option. This option, which is exercisable for up to 45 days after the date of
this prospectus, permits the underwriter to purchase a maximum of additional Common Shares (15% of the Common Shares sold in
this offering) from us to cover over-allotments, if any. If the underwriter exercises all or part of this option, it will purchase Common
Shares covered by the option at the public offering price per Common Share that appears on the cover page of this prospectus, less the
underwriting discount. If this option is exercised in full, the total offering price to the public will be $7.00 and the total net proceeds to
us will be $8.8 million.

 
Discretionary Accounts
 

The underwriter does not intend to confirm sales of the securities offered hereby to any accounts over which they have
discretionary authority.
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Lock-Up Agreements
 

Pursuant to certain “lock-up” agreements, the Company, its executive officers, directors and any other holder(s) of ten percent
(10%) or more of the outstanding Common Shares and securities exercisable for or convertible into its Common Shares outstanding
immediately upon the closing of this offering, have agreed, subject to certain exceptions, not to offer, sell, assign, transfer, pledge,
contract to sell, or otherwise dispose of or announce the intention to otherwise dispose of, or enter into any swap, hedge or similar
agreement or arrangement that transfers, in whole or in part, the economic risk of ownership of, directly or indirectly, engage in any
short selling of any Common Shares or securities convertible into or exchangeable or exercisable for any Common Shares, whether
currently owned or subsequently acquired, without the prior written consent of the underwriter, for a period of 180 days from the
commencement of sales of this offering.

 
Underwriter’s Warrant
 

We have agreed to issue to Aegis or its designees warrants to purchase up to a total of 5.0% of the Common Shares sold in this
offering. Such warrants and underlying Common Shares are included in this prospectus. The warrants are exercisable at $8.75 per share
(125% of the public offering price) commencing on a date which is six (6) months after the commencement of sales of this offering
under this prospectus supplement and expiring on a date which is no more than five (5) years after the commencement of sales of the
offering in compliance with FINRA Rule 5110. The warrants have been deemed compensation by FINRA and are therefore subject to a
180-day lock-up pursuant to Rule 5110(e)(1) of FINRA. The underwriters (or their permitted assignees under the Rule) will not sell,
transfer, assign, pledge, or hypothecate these warrants or the securities underlying these warrants, nor will it engage in any hedging,
short sale, derivative, put, or call transaction that would result in the effective economic disposition of the warrants or the underlying
securities for a period of 180 days from the commencement of sales. The warrants may be exercised as to all, or a lesser number of
Common Shares, and will contain provisions for a one-time demand registration right for a period of five (5) years from the date of the
commencement of sales of the public offering and unlimited “piggyback” registration rights, for a period of no greater than seven (7)
years from the date of commencement of sales of the public offering in compliance with FINRA Rule 5110(g)(8). We will bear all fees
and expenses attendant to registering the securities issuable on exercise of the warrants other than underwriting commissions incurred
and payable by the holders. The exercise price and number of shares issuable upon exercise of the warrants may be adjusted in certain
circumstances including in the event of a stock dividend, extraordinary cash dividend or our recapitalization, reorganization, merger or
consolidation. However, the warrant exercise price or underlying shares will not be adjusted for issuances of Common Shares at a price
below the warrant exercise price.

 
Right of First Refusal and Tail Financing
 

If, for the period ending thirty-six (36) months from the commencement of sales of this offering, we or any of our subsidiaries
(a) decides to finance or refinance any indebtedness, Aegis (or any affiliate designated by Aegis) has the right to act as sole book-
runner, sole manager, sole placement agent or sole agent with respect to such financing or refinancing; or (b) decides to raise funds by
means of a public offering (including at-the-market facility) or a private placement or any other capital raising financing of equity,
equity-linked or debt securities, Aegis (or any affiliate designated by Aegis) has the right to act as sole bookrunning manager, sole
underwriter or sole placement agent for such financing.

 
In addition, we have agreed to pay the above cash compensation to the extent that any fund which the underwriter contacted or

introduced to us during the term of our engagement agreement with the underwriter provides financing or capital in any public or
private offering or capital raising transaction during the five (5)-month period following expiration or termination of our engagement
letter with the underwriter.

 
Securities Issuance Standstill
 

We have agreed, for a period of one hundred eighty (180) days after the commencement of sales of this offering, that we will
not, without the prior written consent of the underwriter, offer, sell, issue, enter into any agreement to issue or announce the issuance or
proposed issuance of any common stock, shares or share equivalents except for the issuance of shares of common stock or options to
employees, consultants, officers or directors of our Company pursuant to any stock or option plan duly adopted for such purpose,
approved by the Company’s stockholders and issued for bona fide services permissible under Form S-8. Except for offerings with
Aegis, for one hundred eighty (180) days after the closing date of the Offering, the Company shall not effect or enter into an agreement
to effect any issuances of common stock in connection with an acquisition or a strategic relationship, which may include the sale of
equity securities. In no event should any equity transaction within this period result in the sale of equity at an offering price to the
public less than that of the Offering referred herein.

 
Electronic Offer, Sale and Distribution of Shares



 
A prospectus in electronic format may be made available on the websites maintained by the underwriters, if any, participating

in this offering and the underwriters participating in this offering may distribute prospectuses electronically. The underwriters may
agree to allocate a number of shares for sale to its online brokerage account holders. Internet distributions will be allocated by the
underwriters that will make internet distributions on the same basis as other allocations. Other than the prospectus in electronic format,
the information on these websites is not part of, nor incorporated by reference into, this prospectus or the registration statement of
which this prospectus forms a part, has not been approved or endorsed by us or the underwriters in their capacity as underwriters, and
should not be relied upon by investors.
 
Stabilization
 

In connection with this offering, the underwriters may engage in stabilizing transactions, over-allotment transactions,
syndicate-covering transactions, penalty bids and purchases to cover positions created by short sales.
 

● Stabilizing transactions permit bids to purchase shares so long as the stabilizing bids do not exceed a specified maximum
and are engaged in for the purpose of preventing or retarding a decline in the market price of the shares while the offering
is in progress.
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● Over-allotment transactions involve sales by the underwriters of shares in excess of the number of shares the underwriters

are obligated to purchase. This creates a syndicate short position which may be either a covered short position or a naked
short position. In a covered short position, the number of shares over-allotted by the underwriters is not greater than the
number of shares that they may purchase in the over-allotment option. In a naked short position, the number of shares
involved is greater than the number of shares in the over-allotment option. The underwriters may close out any short
position by exercising their over-allotment option and/or purchasing shares in the open market.

 
● Syndicate covering transactions involve purchases of shares in the open market after the distribution has been completed

in order to cover syndicate short positions. In determining the source of shares to close out the short position, the
underwriters will consider, among other things, the price of shares available for purchase in the open market as compared
with the price at which they may purchase shares through exercise of the over- allotment option. If the underwriters sell
more shares than could be covered by exercise of the over-allotment option and, therefore, have a naked short position,
the position can be closed out only by buying shares in the open market. A naked short position is more likely to be
created if the underwriters are concerned that after pricing there could be downward pressure on the price of the shares in
the open market that could adversely affect investors who purchase in the offering.

 
● Penalty bids permits the underwriters to reclaim a selling concession from a syndicate member when the shares originally

sold by that syndicate member are purchased in stabilizing or syndicate covering transactions to cover syndicate short
positions.

 
These stabilizing transactions, syndicate covering transactions and penalty bids may have the effect of raising or maintaining

the market price of our Common Shares or preventing or retarding a decline in the market price of its Common Shares. As a result, the
price of our Common Shares in the open market may be higher than it would otherwise be in the absence of these transactions. Neither
we nor the underwriters make any representation or prediction as to the effect that the transactions described above may have on the
price of our Common Shares. These transactions may be effected on the Nasdaq Capital Market, in the over-the-counter market or
otherwise and, if commenced, may be discontinued at any time.

 
Market and Pricing Considerations 

 
Prior to this offering, there has been no public market in the United States for our Common Shares, and we believe the trading

in our securities in international markets has been insufficiently liquid to provide a basis on which to value our company; accordingly,
the initial public offering price was determined by negotiations between us and the underwriter. Among the factors considered in
determining the initial public offering price are the future prospects of our company and our industry in general, our sales, earnings and
certain other financial and operating information in recent periods, and the price-earnings ratios, market prices of securities and certain
financial and operating information of companies engaged in activities similar to those of our company. In addition, the underwriter has
taken into account our historical trading volume and pricing, subject to the above limitations. 

 
An active trading market for our Common Shares may not develop. It is possible that after this offering the Common Shares

will not trade in the public market at or above the initial offering price. 
 
The exercise price for the warrants issued to our underwriter in connection with, and conditional on the closing of, this

offering was negotiated between our Company and Aegis. The exercise price (equal to $     , 125% of the offering price of the Common
Shares in this offering), along with the length of time the underwriter must wait before exercise (at least 180 days after the
commencement of sales in this offering) and the term of the warrants (no more than five years following commencement of sales under
this Offering) are influenced by the valuation attributed by FINRA in its calculation of the acceptability of aggregate underwriting
consideration. 

 
Passive Market Making
 

In connection with this offering, the underwriters may engage in passive market making transactions in our Common Shares
on The Nasdaq Capital Market in accordance with Rule 103 of Regulation M under the Exchange Act, during a period before the
commencement of offers or sales of the shares and extending through the completion of the distribution. A passive market maker must
display its bid at a price not in excess of the highest independent bid of that security. However, if all independent bids are lowered
below the passive market maker’s bid, then that bid must then be lowered when specified purchase limits are exceeded.

 
Other Relationships
 



The underwriters and their respective affiliates may, in the future provide various investment banking, commercial banking
and other financial services for us and our affiliates for which they have received, and may in the future receive, customary fees.
However, except as disclosed in this prospectus, we have no present arrangements with the underwriters for any further services.
 
Offer Restrictions Outside the United States
 

Other than in the United States, no action has been taken by us or the underwriters that would permit a public offering of the
securities offered by this prospectus in any jurisdiction where action for that purpose is required. The securities offered by this
prospectus may not be offered or sold, directly or indirectly, nor may this prospectus or any other offering material or advertisements in
connection with the offer and sale of any such securities be distributed or published in any jurisdiction, except under circumstances that
will result in compliance with the applicable rules and regulations of that jurisdiction. Persons into whose possession this prospectus
comes are advised to inform themselves about and to observe any restrictions relating to the offering and the distribution of this
prospectus. This prospectus does not constitute an offer to sell or a solicitation of an offer to buy any securities offered by this
prospectus in any jurisdiction in which such an offer or a solicitation is unlawful.
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EXPENSES

 
Set forth below is an itemization of the total expenses, excluding underwriting discounts, expected to be incurred in

connection with the offer and sale of the securities offered by us. With the exception of the SEC registration fee and the FINRA filing
fee, all amounts are estimates:

 
SEC registration fee  $ 849.52 
Nasdaq listing fee   5,000 
FINRA filing fee   2,750 
Transfer agent fees and expenses   350 
Printer fees and expenses   25,000 
Legal fees and expenses   350,000 
Accounting fees and expenses   60,000 
Miscellaneous   16,050.48 
Total  $ 460,000 

  
LEGAL MATTERS

 
The validity of the issuance of our Common Shares offered in this prospectus and certain other matters of Canadian law will

be passed upon for us by Daniel N. Bloch. Certain matters of U.S. federal law will be passed upon for us by Greenberg Traurig, P.A.,
Tel Aviv, Israel. Certain legal matters in connection with this offering will be passed upon for the underwriters by Kaufman & Canoles,
P.C., Richmond, Virginia with respect to U.S. federal law.
 

EXPERTS
 

The consolidated financial statements included in the registration statement on Form F-1 of which this prospectus forms a part
have been audited by Saturna Group Chartered Professional Accountants LLP, an independent registered public accounting firm, as
stated in their report appearing herein (which report expresses an unqualified opinion on the consolidated financial statements and
includes an explanatory paragraph regarding our ability to continue as a going concern). Such financial statements have been so
included in reliance upon the report of such firm given upon their authority as experts in accounting and auditing.
 

ENFORCEMENT OF CIVIL LIABILITIES
 

We are incorporated under the laws of British Columbia. Some of our directors and officers, and some of the experts named in
this prospectus, are residents of Canada or otherwise reside outside of the United States, and all or a substantial portion of their assets,
and all or a substantial portion of our assets, are located outside of the United States. We have appointed an agent for service of process
in the United States, but it may be difficult for shareholders who reside in the United States to effect service within the United States
upon those directors, officers and experts who are not residents of the United States. It may also be difficult for shareholders who
reside in the United States to realize in the United States upon judgments of courts of the United States predicated upon our civil
liability and the civil liability of our directors, officers and experts under the United States federal securities laws. There can be no
assurance that U.S. investors will be able to enforce against us, members of our Board, officers or certain experts named herein who are
residents of Canada or other countries outside the United States, any judgments in civil and commercial matters, including judgments
under the federal securities laws. There can be no assurance that U.S. investors will be able to enforce against us, members of our
Board, officers or certain experts named herein who are residents of Canada or other countries outside the United States, any judgments
in civil and commercial matters, including judgments under the federal securities laws. There is uncertainty with respect to whether a
Canadian court would take jurisdiction on a matter of liability predicated solely upon U.S. federal securities laws, and uncertainty with
respect to whether a Canadian court would enforce a foreign judgment on liabilities predicated upon the securities laws of the United
States.
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WHERE YOU CAN FIND MORE INFORMATION

 
We have filed with the SEC a registration statement on Form F-1 under the Securities Act relating to this offering of our

Common Shares. This prospectus does not contain all of the information contained in the registration statement. The rules and
regulations of the SEC allow us to omit certain information from this prospectus that is included in the registration statement.
Statements made in this prospectus concerning the contents of any contract, agreement or other document are summaries of all material
information about the documents summarized, but are not complete descriptions of all terms of these documents. If we filed any of
these documents as an exhibit to the registration statement, you may read the document itself for a complete description of its terms.
 

Our SEC filings are available to the public at the SEC’s website at http://www.sec.gov. Upon completion of this offering, we
will be subject to the information reporting requirements of the Exchange Act that are applicable to foreign private issuers, and under
those requirements will file reports with the SEC. As a foreign private issuer, we will be exempt from the rules under the Exchange Act
related to the furnishing and content of proxy statements, and our officers, directors and principal shareholders will be exempt from the
reporting and short-swing profit recovery provisions contained in Section 16 of the Exchange Act. In addition, we will not be required
under the Exchange Act to file reports and financial statements with the SEC as frequently or as promptly as U.S. companies whose
securities are registered under the Exchange Act.
 

We maintain a corporate website at https://www.clearmindmedicine.com/. Information contained on, or that can be accessed
through, our website does not constitute a part of this prospectus.
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 INDEPENDENT AUDITOR’S REPORT
 
To the Shareholders and Board of Directors of Clearmind Medicine Inc.
 
Opinion on the Consolidated Financial Statements
 
We have audited the accompanying consolidated statements of financial position of Clearmind Medicine Inc. (the “Company”) as at
October 31, 2021 and 2020, and the related consolidated statements of operations and comprehensive loss, changes in shareholders’
equity, and cash flows for the years then ended and related notes (collectively, the “financial statements”). In our opinion, the
consolidated financial statements present fairly, in all material respects, the financial position of the Company as at October 31, 2021
and 2020, and the results of their operations and cash flows for the years then ended, in conformity with International Financial
Reporting Standards as issued by the International Accounting Standards Board.
 
Explanatory Paragraph Regarding Going Concern
 
Without modifying our opinion, we draw attention to Note 1 in the consolidated financial statements which indicates that there are
material uncertainties that cast significant doubt about the going concern assumption. The Company has not generated any revenues,
has negative cash flow from operations, and has an accumulated deficit. These conditions, along with other matters as set forth in Note
1, indicate the existence of a material uncertainty that casts significant doubt about the Company’s ability to continue as a going
concern. Management’s plans in regard to these matters are also discussed in Note 1 to the consolidated financial statements. The
consolidated financial statements do not include any adjustments that might result from the outcome of this uncertainty.
 
Basis for Opinion
 
These consolidated financial statements are the responsibility of the Company’s management. Our responsibility is to express an
opinion on the Company’s consolidated financial statements based on our audits. We are a public accounting firm registered with the
Public Company Accounting Oversight Board (United States) (“PCAOB”) and are required to be independent with respect to the
Company in accordance with the U.S. federal securities laws and the applicable rules and regulations of the Securities and Exchange
Commission and the PCAOB.
 
We conducted our audits in accordance with the standards of the PCAOB. Those standards require that we plan and perform the audit
to obtain reasonable assurance about whether the consolidated financial statements are free of material misstatement, whether due to
fraud or error. The Company is not required to have, nor were we engaged to perform, an audit of its internal controls over financial
reporting. As part of our audits, we are required to obtain an understanding of the Company’s internal controls over financial reporting,
but not for the purpose of expressing an opinion on the effectiveness of the Company’s internal controls over financial reporting.
Accordingly, we express no such opinion.
 
Our audit included performing procedures to assess the risks of material misstatement of the consolidated financial statements, whether
due to fraud or error, and performing procedures that respond to those risks. Such procedures included examining, on a test basis,
evidence regarding the amounts and disclosures in the consolidated financial statements. Our audit also included evaluating the
accounting principles used and significant estimates made by management, as well as evaluating the overall presentation of the
consolidated financial statements. We believe that our audits provide a reasonable basis for our opinion.
 
Critical Audit Matters
 
Critical audit matters are matters arising from the current period audit of the consolidated financial statements that were communicated
or required to be communicated to the Board of Directors and that: (i) relate to accounts or disclosures that are material to the financial
statements; and (ii) involved our especially challenging, subjective, or complex judgments. We determined that there are no critical
audit matters.
 
/s/ SATURNA GROUP CHARTERED PROFESSIONAL ACCOUNTANTS LLP



 
Saturna Group Chartered Professional Accountants LLP
 
We have served as the Company’s auditor since 2017.
 
Vancouver, Canada
 
March 8, 2022, except as to Notes 16(l) and (m) which is as of October 19, 2022
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CLEARMIND MEDICINE INC.
Consolidated Statements of Financial Position
(Expressed in Canadian Dollars)
 

  

October 31,
2021

$   

October 31,
2020 

$  
       
Assets       
       
Current assets       
       

Cash   4,599,437   329,841 
Amounts receivable   160,866   3,126 
Prepaid expenses   160,063   – 

         
Total current assets   4,920,366   332,967 
         
Non-current assets         
         

Property and equipment   20,578   – 
Intangible assets (Note 4)   198,039   – 
Restricted cash   20,000   – 

         
Total non-current assets   238,617   – 
         
Total assets   5,158,983   332,967 

         
Liabilities         
         
Current liabilities         
         

Accounts payable and accrued liabilities   348,895   5,298 
Due to related parties (Note 5)   8,260   8,065 

         
Total liabilities   357,155   13,363 
         
Shareholders’ equity         
         

Share capital (Note 6)   7,905,514   891,700 
Shares issuable (Note 9)   154,000   – 
Warrants reserve (Note 7)   342,000   – 
Share-based payment reserve (Note 8)   839,457   147,302 
Deficit   (4,439,143)   (719,398)

         
Total shareholders’ equity   4,801,828   319,604 
         
Total liabilities and shareholders’ equity   5,158,983   332,967 

 
Nature of operations and continuance of business (Note 1)
Commitments (Note 12)
Subsequent events (Note 16)
 
Approved and authorized for issuance on behalf of the Board on March 8, 2022:
 



/s/ “Alan Rootenberg”  /s/ “Oded Gilboa”
Alan Rootenberg, Director  Oded Gilboa, CFO
 

(The accompanying notes are an integral part of these consolidated financial statements)
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CLEARMIND MEDICINE INC.
Consolidated Statements of Operations and Comprehensive Loss
(Expressed in Canadian Dollars)
 

  Year ended  Year ended 
  October 31,  October 31, 
  2021   2020  
  $   $  

       
Operating expenses       
       

General and administrative (Note 15)   3,029,730   233,220 
Research and preclinical studies   646,487   – 

Total operating expenses   3,676,217   233,220 
Loss before other expenses   (3,676,217)   (233,220)
         
Other expenses         
         

Foreign exchange loss   (33,528)   – 
Impairment of exploration and evaluation assets (Note 3)   (10,000)   (179,689)

Total other expenses   (43,528)   (179,689)
Net loss and comprehensive loss   (3,719,745)   (412,909)
Loss per share, basic and diluted   (4.01)   (0.76)
Weighted average shares outstanding   927,345   543,902 

 
(The accompanying notes are an integral part of these consolidated financial statements)
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CLEARMIND MEDICINE INC.
Statements of Changes in Shareholders’ Equity
(Expressed in Canadian Dollars)
 

           
Share-
based      Total  

  Share capital   Shares   Warrants   payment      shareholders’ 
  Number of  Amount   issuable   reserve   reserve   Deficit   equity  
  shares   $   $   $   $   $   $  

Balance, October 31, 2019   370,000   293,000   –   –   147,302   (306,489)   133,813 
Issuance of shares for private

placement   270,858   650,000   –   –   –   –   650,000 
Share issuance costs   –   (51,300)   –   –   –   –   (51,300)
Net loss for the year   –   –   –   –   –   (412,909)   (412,909)
Balance, October 31, 2020   640,858   891,700   –   –   147,302   (719,398)   319,604 
Issuance of shares for private

placement   610,000   7,725,000       –   –   –   7,725,000 
Share issuance costs   –   (711,186)   –   –   –   –   (711,186)
Shares issuable for vested RSU’s   –   –   154,000   –   –   –   154,000 
Issuance of warrants for cash   –   –   –   375,000   –   –   375,000 
Warrants issuance costs   –   –   –   (33,000)   –   –   (33,000)
Fair value of stock options granted   –   –   –   –   692,155   –   692,155 
Net loss for the year   –   –   –   –   –   (3,719,745)   (3,719,745)
Balance, October 31, 2021   1,250,858   7,905,514   154,000   342,000   839,457   (4,439,143)   4,801,828 
 
 

(The accompanying notes are an integral part of these consolidated financial statements)
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CLEARMIND MEDICINE INC.
Consolidated Statements of Cash Flows
(Expressed in Canadian Dollars)
 

  Year ended  Year ended 
  October 31,  October 31, 
  2021   2020  
  $   $  

       
Operating activities       
       
Net loss   (3,719,745)   (412,909)
         
Items not involving cash:         

Amortization   2,572   – 
Impairment of exploration and evaluation assets   10,000   179,689 
Share-based compensation   846,155   – 

         
Changes in non-cash operating working capital:         

Amounts receivable   (157,740)   (28)
Prepaid expenses   (160,063)   – 
Accounts payable and accrued liabilities   343,597   (7,444)
Due to related parties   195   (23,760)

         
Net cash used in operating activities   (2,835,029)   (264,452)
         
Investing activities         

Acquisition of property and equipment   (23,150)   – 
Acquisition of intangible assets   (198,039)   – 
Exploration and evaluation asset expenditures   (10,000)   (10,000)
Mineral tax credits received   –   4,905 
Restricted cash   (20,000)   – 

         
Net cash used in investing activities   (251,189)   (5,095)
         
Financing activities         

Proceeds from issuance of common shares   7,725,000   650,000 
Share issuance costs   (711,186)   (51,300)
Proceeds from issuance of warrants   375,000   – 
Warrant issuance costs   (33,000)   – 

         
Net cash provided by financing activities   7,355,814   598,700 
Change in cash   4,269,596   329,153 
Cash, beginning of year   329,841   688 
Cash, end of year   4,599,437   329,841 

 
(The accompanying notes are an integral part of these consolidated financial statements)

 

F-7



 

 
CLEARMIND MEDICINE INC.
Notes to the Consolidated Financial Statements
Years Ended October 31, 2021 and 2020
(Expressed in Canadian Dollars)
 
1. Nature of Operations and Continuance of Operations

 
Clearmind Medicine Inc. (formerly Cyntar Ventures Inc.) (the “Company”) was incorporated in the province of British Columbia
on July 18, 2017. The Company changed its name from Cyntar Ventures Inc. to Clearmind Medicine Inc. on March 24, 2021. The
Company previous business was carrying out mining exploration operations and was involved in the exploration of the Lorn
mineral property located in the Clinton and Lillooet Mining Divisions of British Columbia. Effective May 18, 2021, the Company
is in the business of researching and developing and marketing of proprietary formulations of psychedelic designer therapeutics
with an initial focus of developing products. The Company’s head office is located at Suite 101, 1220 West 6th Avenue, Vancouver,
BC, V6H 1A5.
 
On March 11, 2020, the World Health Organization declared COVID-19 a global pandemic. This contagious disease outbreak and
any related adverse public health developments, has adversely affected workforces, economies, and financial markets globally,
leading to an economic downturn. The impact on the Company has not been significant, but management continues to monitor the
situation.
 
These consolidated financial statements have been prepared on the going concern basis, which assumes that the Company will be
able to realize its assets and discharge its liabilities in the normal course of business. For the year ended October 31, 2021, the
Company has not generated any revenues and has negative cash flow from operations. As at October 31, 2021, the Company has
an accumulated deficit of $4,439,143. The continued operations of the Company are dependent on its ability to generate future
cash flows or obtain additional financing through debt or equity. Management is of the opinion that sufficient working capital will
be obtained from external financing to meet the Company’s liabilities and commitments as they become due, although there is a
risk that additional financing will not be available on a timely basis or on terms acceptable to the Company. These factors may cast
significant doubt on the Company’s ability to continue as a going concern. These consolidated financial statements do not reflect
any adjustments that may be necessary if the Company is unable to continue as a going concern.

 
2. Significant Accounting Policies

 
(a) Basis of Presentation
 

The accompanying consolidated financial statements have been prepared in accordance with International Financial Reporting
Standards (“IFRS”), as issued by the International Accounting Standards Board on a going concern basis.
 
These consolidated financial statements include the accounts of the Company and its 100% owned subsidiary, Clearmindmed
Ltd. All inter-company balances and transactions have been eliminated on consolidation.
 
These consolidated financial statements have been prepared on a historical cost basis and are presented in Canadian dollars,
which is the Company’s functional currency.
 

(b) Significant Accounting Estimates and Judgments
 

The preparation of consolidated financial statements in accordance with IFRS requires management to make judgments,
estimates, and assumptions that affect the application of policies and reported amounts of assets, liabilities, income, and
expenses. The estimates and associated assumptions are based on historical experience and various other factors that are
believed to be reasonable under the circumstances, the results of which form the basis of making the judgments about carrying
values of assets and liabilities that are not readily apparent from other sources. Actual results may differ from these estimates.
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CLEARMIND MEDICINE INC.
Notes to the Consolidated Financial Statements
Years Ended October 31, 2021 and 2020
(Expressed in Canadian Dollars)
 
2. Significant Accounting Policies (continued)

 
(c) Significant Accounting Estimates and Judgments (continued)

 
Significant Estimates
 
Impairment of Non-Financial Assets
 
In assessing impairment, management estimates the recoverable amount of each asset or cash-generating unit based expected
future cash flows and uses an interest rate to discount them. Estimation uncertainty relates to assumptions about future
operating results and the determination of a suitable discount rate.
 
Share-based Compensation
 
Fair values are determined using the Black-Scholes option pricing model. Estimating fair value requires determining the most
appropriate valuation model for a grant of equity instruments, which is dependent on the terms and conditions of the grant.
Option-pricing models require the use of highly subjective estimates and assumptions including the expected stock price
volatility. Changes in the underlying assumptions can materially affect the fair value estimates and, therefore, existing models
do not necessarily provide reliable measurement of the fair value of the Company’s stock options.
 
Deferred Income Taxes
 
The determination of income tax expense and the composition of deferred income tax assets and liabilities involves judgment
and estimates as to the future taxable earnings, expected timing of reversals of deferred income tax assets and liabilities, and
interpretations of tax laws. The Company is subject to assessments by tax authorities who may interpret the tax law
differently. Changes in these interpretations, judgments, and estimates may materially affect the final amount of deferred
income tax provisions, deferred income tax assets and liabilities, and results of operations.
 
Significant Judgments
 
The critical judgments that the Company’s management has made in the process of applying the Company’s accounting
policies that have the most significant effect on the amounts recognized in the Company’s consolidated financial statements
are as follows:
 
Going Concern
 
The application of the going concern assumption which requires management to take into account all available information
about the future, which is at least but not limited to, 12 months from the year end of the reporting period. The Company is
aware that material uncertainties related to events or conditions may cast significant doubt upon the Company’s ability to
continue as a going concern.
 
Exploration and Evaluation Assets
 
The application of the Company’s accounting policy for exploration and evaluation expenditures requires judgment in
determining whether it is likely that future economic benefits are likely either from future exploitation or sale or where
activities have not reached a stage which permits a reasonable assessment of the existence of reserves. The deferral policy
requires management to make certain estimates and assumptions about future events or circumstances, in particular whether
an economically viable extraction operation can be established. Estimates and assumptions may change if new information
becomes available. If information becomes available suggesting that the recovery of expenditure is unlikely, the amount
capitalized is written off in the consolidated statement of operations in the period when the new information becomes
available.

 
(d) Cash and Cash Equivalents



 
The Company considers all highly liquid instruments with a maturity of three months or less at the time of issuance, are
readily convertible to known amounts of cash, and which are subject to insignificant risk of changes in value to be cash
equivalents.
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CLEARMIND MEDICINE INC.
Notes to the Consolidated Financial Statements
Years Ended October 31, 2021 and 2020
(Expressed in Canadian Dollars)
 
2. Significant Accounting Policies (continued)
 

(e) Provisions
 

Provisions are recognized where a legal or constructive obligation has been incurred as a result of past events; it is probable
that an outflow of resources embodying economic benefit will be required to settle the obligation; and a reliable estimate of
the amount of the obligation can be made. If material, provisions are measured at the present value of the expenditures
expected to be required to settle the obligation.

 
(f) Exploration and Evaluation Assets

 
Exploration and evaluation assets include the costs of acquiring licences, costs associated with exploration and evaluation
activity, and the fair value (at acquisition date) of exploration and evaluation assets acquired in a business combination.
Exploration and evaluation expenditures are capitalized. Costs incurred before the Company has obtained the legal rights to
explore an area are charged to operations.
 
Exploration and evaluation assets are assessed for impairment if: (i) sufficient data exists to determine technical feasibility and
commercial viability; and (ii) facts and circumstances suggest that the carrying amount exceeds the recoverable amount.
 
Once the technical feasibility and commercial viability of the extraction of mineral resources in an area of interest are
demonstrable, exploration and evaluation assets attributable to that area of interest are first tested for impairment and then
reclassified to mining property and development assets within property, plant, and equipment.
 
Recoverability of the carrying amount of any exploration and evaluation assets is dependent on successful development and
commercial exploitation, or alternatively, sale of the respective areas of interest.
 
Mineral Property Options
 
The Company does not record any expenditures made by the optionee in its accounts. It also does not recognize any gain or
loss on its exploration and evaluation option arrangements but re-designates any costs previously capitalized in relation to the
whole interest as relating to the partial interest retained and any consideration received directly from the optionee is credited
against costs previously capitalized.

 
(g) Property and Equipment
 

Property and equipment is stated at cost less accumulated depreciation and accumulated impairment losses. Cost includes
expenditures that are directly attributable to the acquisition of the asset. Subsequent costs are included in the asset’s carrying
amount or recognized as a separate asset, as appropriate, only when it is probably that future economic benefits associated
with the item will flow to the Company and the cost can be measured reliably. The carrying amount of a replaced asset is
derecognized when replaced. Repairs and maintenance costs are charged to the statement of operations during the period in
which they are incurred.
 
Depreciation of property and equipment is provided using the straight-line method at the following rates approximating their
estimated useful lives:
 

 Research and development equipment 3 years
 

 
(h) Intangible Assets
 

Intangible assets consist of patents and patent applications acquired to be used in pre-clinical drug research programs.
Intangible assets are carried at cost less accumulated amortization and impairment losses and are capitalized when the costs



can be measured reliably and it is probable that future economic benefits are attributable to the asset will flow the Company.
The Company amortizes patents over the term of the patent.
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2. Significant Accounting Policies (continued)

 
(i) Impairment of Non-Current Assets

 
At each reporting date, the Company reviews the carrying amounts of its non-current assets to determine whether there are
any indications of impairment. If any such indication exists, the recoverable amount of the asset is estimated in order to
determine the extent of the impairment, if any.
 
Where the asset does not generate cash flows that are independent from other assets, the Company estimates the recoverable
amount of the cash generating unit (“CGU”) to which the asset belongs. The recoverable amount is determined as the higher
of fair value less direct costs to sell and the asset’s value in use. In assessing value in use, the estimated future cash flows are
discounted to their present value. Estimated future cash flows are calculated using estimated recoverable reserves, estimated
future commodity prices and the expected future operating and capital costs. The pre-tax discount rate applied to the estimated
future cash flows reflects current market assessments of the time value of money and the risks specific to the asset for which
the future cash flow estimates have not been adjusted.
 
If the carrying amount of an asset or CGU exceeds its recoverable amount, the carrying amount of the asset or CGU is
reduced to its recoverable amount through an impairment charge to the consolidated statement of operations.
 
Assets that have been impaired are tested for possible reversal of the impairment whenever events or changes in circumstance
indicate that the impairment may have reversed. When an impairment subsequently reverses, the carrying amount of the asset
or CGU is increased to the revised estimate of its recoverable amount, but only so that the increased carrying amount does not
exceed the carrying amount that would have been determined (net of depreciation, depletion and amortization) had no
impairment loss been recognized for the asset or CGU in prior periods. A reversal of impairment is recognized as a gain in the
consolidated statement of operations.

 
(j) Reclamation and Remediation Provisions

 
The Company recognizes a provision for statutory, contractual, constructive or legal obligations associated with
decommissioning of mining operations and reclamation and rehabilitation costs arising when environmental disturbance is
caused by the exploration or development of mineral properties, plant and equipment. Provisions for site closure and
reclamation are recognized in the period in which the obligation is incurred or acquired, and are measured based on expected
future cash flows to settle the obligation, discounted to their present value. The discount rate used is a pre-tax rate that reflects
current market assessments of the time value of money and the risks specific to the liability including risks specific to the
countries in which the related operation is located.
 
When an obligation is initially recognized, the corresponding cost is capitalized to the carrying amount of the related asset in
mineral properties, plant and equipment. These costs are depreciated using either the unit of production or straight-line
method depending on the asset to which the obligation relates.
 
The obligation is increased for the accretion and the corresponding amount is recognized as a finance expense. The obligation
is also adjusted for changes in the estimated timing, amount of expected future cash flows, and changes in the discount rate.
Such changes in estimates are added to or deducted from the related asset except where deductions are greater than the
carrying value of the related asset in which case, the amount of the excess is recognized in the consolidated statement of
operations.
 
Due to uncertainties concerning environmental remediation, the ultimate cost to the Company for future site restoration could
differ from the amounts provided. The estimate of the total provision for future site closure and reclamation costs is subject to
change based on amendments to laws and regulations, changes in technology, price increases, and changes in interest rates,
and as new information concerning the Company’s closure and reclamation obligations becomes available.
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2. Significant Accounting Policies (continued)
 

(k) Financial Instruments
 
Financial assets and financial liabilities are recognized when the Company becomes a party to the contractual provisions of
the respective instrument.
 
Financial assets and financial liabilities are initially measured at fair value. Transaction costs that are directly attributable to
the acquisition or issue of financial assets and financial liabilities (other than financial assets and financial liabilities at fair
value through profit or loss) are included in the initial carrying value of the related instrument and are amortized using the
effective interest method. Transaction costs directly attributable to the acquisition of financial assets or financial liabilities at
fair value through profit or loss are recognized immediately in the consolidated statement of operations.
 
Fair value estimates are made at the statement of financial position date based on relevant market information and information
about the financial instrument. All financial instruments are classified into either: fair value through profit or loss (“FVTPL”)
or amortized cost.
 
The Company has made the following classifications:
 

 Cash Amortized cost
 Accounts payable and accrued liabilities Amortized cost
 Due to related parties Amortized cost

 
Financial assets
 
The classification of financial assets depends on the nature and purpose of the financial assets and is determined at the time of
initial recognition.
 
Financial assets at FVTPL
 
Financial assets are classified as FVTPL when the financial asset is either held for trading or it is designated as FVTPL. A
financial asset is classified as held for trading if:
 

● it has been acquired principally for the purpose of selling it in the near term; or
 

● on initial recognition it is part of a portfolio of identified financial instruments that the Company manages together
and has a recent actual pattern of short-term profit-taking; or

 
Financial assets at amortized cost
 
Financial assets at amortized cost are non-derivative financial assets which are held within a business model whose objective
is to hold assets to collect contractual cash flows and its contractual terms give rise on specified dates to cash flows that are
solely payments of principal and interest on the principal amount outstanding. A financial asset (unless it is a trade receivable
without a significant financing component that is initially measured at the transaction price) is initially measured at fair value
plus, for an item not at FVTPL, transaction costs that are directly attributable to its acquisition. Subsequent to initial
recognition, financial assets are measured at amortized cost using the effective interest method, less any impairment.
 
Subsequent to initial recognition, financial liabilities are measured at amortized cost, unless designated as fair value through
profit or loss.
 
Impairment of financial assets
 



Financial assets, other than those classified as FVTPL, are assessed for indicators of impairment at the end of each reporting
period. Financial assets are considered to be impaired when there is objective evidence that, as a result of one or more events
that occurred after the initial recognition of the financial asset, the estimated future cash flows of the investment have been
decreased.
 
The carrying amount of the financial asset is reduced by the impairment loss directly for all financial assets with the exception
of trade receivables, where the carrying amount is reduced through the use of an allowance account.
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2. Significant Accounting Policies (continued)
 

(k) Financial Instruments(continued)
 

Financial assets (continued)
 
Impairment of financial assets (continued)
 
When a trade receivable is considered uncollectible, it is written off against the allowance account. Subsequent recoveries of
amounts previously written off are offset against the allowance account. Changes in the carrying amount of the allowance
account are recognized in the consolidated statement of operations. Loss allowances are based on the lifetime ECL’s that result
from all possible default events over the expected life of the trade receivable, using the simplified approach.
 
For financial assets measured at amortized cost, if, in a subsequent period, the amount of the impairment loss decreases and
the decrease can be related objectively to an event occurring after the impairment was recognized, the previously recognized
impairment loss is reversed through the consolidated statement of operations to the extent that the carrying amount of the
investment at the date the impairment is reversed does not exceed what the amortized cost would have been had the
impairment not been recognized.
 
Financial liabilities and equity instruments
 
Classification as debt or equity
 
Debt and equity instruments issued by the Company are classified as either financial liabilities or as equity in accordance with
the substance of the contractual arrangements and the definitions of a financial liability and an equity instrument.
 
Equity instruments
 
An equity instrument is any contract that evidences a residual interest in the assets of an entity after deducting all of its
liabilities. Equity instruments issued by the Company are recognized as the proceeds received, net of direct issue costs.
 
Other financial liabilities
 
Other financial liabilities (including loans and borrowings and trade payables and other liabilities) are initially measured at
fair value, net of transaction costs. Subsequently, other financial liabilities are measured at amortized cost using the effective
interest method.
 
The effective interest method is a method of calculating the amortized cost of a financial liability and of allocating interest
expense over the relevant period. The effective interest rate is the rate that exactly discounts estimated future cash payments
(including all fees and points paid or received that form an integral part of the effective interest rate, transaction costs and
other premiums or discounts) through the expected life of the financial liability, or (where appropriate) a shorter period, to the
net carrying amount on initial recognition.

 
(l) Income Taxes

 
Current income tax
 
Current income tax assets and liabilities for the current period are measured at the amount expected to be recovered from or
paid to the taxation authorities. The tax rates and tax laws used to compute the amount are those that are enacted or
substantively enacted, at the reporting date. Current income tax relating to items recognized directly in other comprehensive
income or equity is recognized in other comprehensive income or equity and not in the consolidated statement of operations.
Management periodically evaluates positions taken in the tax returns with respect to situations in which applicable tax
regulations are subject to interpretation and establishes provisions where appropriate.
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2. Significant Accounting Policies (continued)

 
(l) Income Taxes (continued)

 
Deferred income tax
 
Deferred income tax is provided using the statement of financial position method on temporary differences at the reporting
date between the tax bases of assets and liabilities and their carrying amounts for financial reporting purposes. The carrying
amount of deferred income tax assets is reviewed at the end of each reporting period and recognized only to the extent that it
is probable that sufficient taxable income will be available to allow all or part of the deferred income tax asset to be utilized.
Deferred income tax assets and liabilities are measured at the tax rates that are expected to apply to the year when the asset is
realized or the liability is settled, based on tax rates (and tax laws) that have been enacted or substantively enacted by the end
of the reporting period. Deferred income tax assets and deferred income tax liabilities are offset, if a legally enforceable right
exists to set off current tax assets against current income tax liabilities and the deferred income taxes relate to the same taxable
entity and the same taxation authority.
 

(m) Foreign Currency Translation
 
The Company’s reporting currency is the Canadian dollar. The functional currency for the Company and its subsidiary is the
currency of the primary economic environment in which the entity operates. The functional currency of the Company and its
Canadian subsidiaries is the Canadian dollar, while the functional currency of its Israel subsidiary is the New Israeli Shekel
(NIS).
 
Transactions denominated in currencies other than the functional currency are translated using the exchange rate in effect on
the transaction date or at the annual average rate. Monetary assets and liabilities denominated in foreign currencies are
retranslated at the rate of exchange in effect at the consolidated statement of financial position date. Non-monetary items are
translated using the historical rate on the date of the transaction. Foreign exchange gains and losses are included in the
consolidated statement of operations.
 
Subsidiaries that have functional currencies other than the Canadian dollar translate their statement of operations items at the
average rate during the year. Assets and liabilities are translated at exchange rates prevailing at the end of each reporting
period. Exchange rate variations resulting from the retranslation at the closing rate of the net investment in these subsidiaries,
together with differences between their statement of operations items translated at actual and average rates, are recognized in
accumulated other comprehensive income (loss).

 
(n) Share-based Payments
 

The grant date fair value of share-based payment awards granted to employees is recognized as stock-based compensation
expense, with a corresponding increase in equity, over the period that the employees unconditionally become entitled to the
awards. The amount recognized as an expense is adjusted to reflect the number of awards for which the related service and
non-market vesting conditions are expected to be met, such that the amount ultimately recognized as an expense is based on
the number of awards that do meet the related service and non-market performance conditions at the vesting date. For share-
based payment awards with non-vesting conditions, the grant date fair value of the share-based payment is measured to reflect
such conditions and there is no true-up for differences between expected and actual outcomes.
 
Where equity instruments are granted to parties other than employees, they are recorded by reference to the fair value of the
services received. If the fair value of the services received cannot be reliably estimated, the Company measures the services
received by reference to the fair value of the equity instruments granted, measured at the date the counterparty renders service.
 
All equity-settled share-based payments are reflected in share-based payment reserve, unless exercised. Upon exercise, shares
are issued from treasury and the amount reflected in share-based payment reserve is credited to share capital, adjusted for any
consideration paid.
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2. Significant Accounting Policies (continued)

 
(o) Restricted Share Units

 
The Company recognizes compensation expense for restricted share units (“RSU’s”) awarded based on the grant-date fair
value of the common shares. The grant-date fair value, which is determined by multiplying the Company’s share price by the
number of RSU’s granted, is amortized over the vesting period and is included in compensation expense with a corresponding
increase in reserves. If RSU’s are for services that have been provided and are non-cancellable, the Company recognizes the
full cost of the RSU’s on the date of grant. The amount recognized is adjusted to reflect the number of RSU’s expected to
eventually vest.

 
(p) Research and Development

 
Research costs are charged to operations as incurred. Development activities involve a plan or design for the production of
new or substantially improved products and processes. Development expenditures are capitalized only if development costs
can be measured reliably, the product is technically and commercially feasible, future economic benefits are probable, and the
Company intends to or has sufficient resources to complete development and to use or sell the asset. The expenditure
capitalized includes the cost of materials, direct labour and overhead costs that are directly attributable to preparing the asset
for its intended use, and borrowing costs on qualifying assets. Other development expenditures are recognized in the
consolidated statement of operations as incurred.

 
(q) Loss Per Share

 
Basic loss per share is computed using the weighted average number of common shares outstanding during the period. The
treasury stock method is used for the calculation of diluted loss per share, whereby all “in the money” stock options and share
purchase warrants are assumed to have been exercised at the beginning of the period and the proceeds from their exercise are
assumed to have been used to purchase common shares at the average market price during the period. When a loss is incurred
during the period, basic and diluted loss per share are the same as the exercise of stock options and share purchase warrants is
considered to be anti-dilutive. As at October 31, 2021, the Company had 19,356,666 (2020 – nil) potentially dilutive shares
outstanding.

 
(r) Comprehensive Loss
 

Comprehensive income (loss) is the change in the Company’s net assets that results from transactions, events and
circumstances from sources other than the Company’s shareholders and includes items that are not included in the
consolidated statement of operations.
 

(s) Reclassifications
 

Certain of the prior year figures have been reclassified to conform to the current year’s presentation.
 

(t) Accounting Standards Issued But Not Yet Effective
 

A number of new standards, and amendments to standards and interpretations, are not yet effective for the year ended October
31, 2021, and have not been early adopted in preparing these consolidated financial statements. These new standards, and
amendments to standards and interpretations are either not applicable or are not expected to have a significant impact on the
Company’s consolidated financial statements.
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3. Exploration and Evaluation Assets
 

Lorn Property
 

On July 18, 2017 (as amended on September 13, 2017, April 26, 2018, July 27, 2019, January 23, 2020, and February 26, 2021),
the Company entered into an option agreement to acquire 100% interest in the Lorn mineral property located in the Clinton and
Lillooet Mining Divisions of British Columbia.

 
To earn this interest, the Company must issue 600,000 common shares, make cash payments totaling $170,000, and incur
exploration expenditures totaling $2,500,000 as follows:
 
Cash payments to be made:
 

● $10 within 7 days of signing the agreement; (paid)
 

● $9,990 on or before Listing; (paid)
 

● $10,000 on or before July 18, 2018; (paid)
 

● $10,000 on or before February 15, 2020 (paid);
 

● $10,000 on or before May 31, 2021;
 

● $20,000 on or before February 28, 2022;
 

● $55,000 on or before February 28, 2023; and
 

● $55,000 on or before February 28, 2024.
 

Shares to be issued:
 

● 50,000 within 10 days of listing; (issued)
 

● 50,000 on or before July 18, 2018; (issued)
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3. Exploration and Evaluation Assets (continued)
 

● 100,000 on or before February 28, 2022;
 

● 200,000 on or before February 28, 2023; and
 

● 200,000 on or before February 28 2024.
 
Exploration expenditures to be incurred:
 

● $100,000 within 6 months of listing, but in any event, no later than May 31, 2018 (incurred);
 

● $100,000 on or before May 31, 2021;
 

● $300,000 on or before February 28, 2022;
 

● $1,000,000 on or before February 28, 2023; and
 

● $1,000,000 on or before February, 2024.
 
The optionor will retain a 2% net smelter return royalty on the property. The Company will have the right to purchase half of this
royalty for $2,000,000 any time prior to the start of commercial production.

 
On May 31, 2021, the Company defaulted on the agreement and it was terminated. As a result, the Company recognized an
impairment of $189,689 of the exploration and evaluation assets as at October 31, 2020.

 
4. Intangible Assets

 
During the year ended October 31, 2021, the Company entered into an assignment agreement whereby it acquired patents and
patent applications for $198,039 (US$160,000) to be used in pre-clinical drug research programs. Issued patents are being
amortized over the remaining lives of the patents.

 
5. Related Party Transactions

 
(a) During the year ended October 31, 2021, the Company incurred rent and administrative expenses of $nil (2020 - $12,100) to a

company controlled by the former President and a director of the Company.
 
(b) As at October 31, 2021, the Company owed $nil (2020 - $3,000) to a company controlled by the former Chief Executive

Officer of the Company which is non-interest bearing, unsecured, and due on demand. During the year ended October 31,
2021, the Company incurred consulting fees of $53,000 (2020 - $36,000) to a company controlled by the former Chief
Executive Officer of the Company.
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5. Related Party Transactions (continued)

 
(c) As at October 31, 2021, the Company owed $2,260 (2020 - $1,065) to a company controlled by the former Chief Financial

Officer of the Company which is non-interest bearing, unsecured, and due on demand. During the year ended October 31,
2021, the Company incurred consulting fees of $15,000 (2020 - $6,000) to a company controlled by the former Chief
Financial Officer of the Company.

 
(d) As at October 31, 2021, the Company owed $2,000 (2020 - $2,000) to a company controlled by a director of the Company

which is non-interest bearing, unsecured, and due on demand. During the year ended October 31, 2021, the Company incurred
consulting fees of $24,000 (2020 - $30,000) to a company controlled by a director of the Company.

 
(e) As at October 31, 2021, the Company owed $2,000 (2020 - $2,000) to a director of the Company which is non-interest

bearing, unsecured, and due on demand. During the year ended October 31, 2021, the Company incurred consulting fees of
$24,000 (2020 - $13,000) to a director of the Company.

 
(f) As at October 31, 2021, the Company owed $2,000 (2020 - $nil) to a director of the Company which is non-interest bearing,

unsecured, and due on demand. During the year ended October 31, 2021, the Company incurred consulting fees of $4,000
(2020 - $nil) to a director of the Company.

 
(g) During the year ended October 31, 2021, the Company incurred salaries, post-employment benefits, and other long-term

benefits of $405,632 (2020 - $nil) to key management personnel.
 
(i) During the year ended October 31, 2021, the Company incurred share-based compensation of $269,178 (2020 - $nil) to key

management personnel.
 

6. Share Capital
 
Authorized: unlimited common shares without par value
 
Share transactions during the year ended October 31, 2021:
 
(a) On April 9, 2021, the Company issued 333,333 common shares at $4.50 per share for gross proceeds of $1,500,000. In

connection with this private placement, the Company paid a finder’s fee of $117,186.
 
(b) On June 22, 2021, the Company issued 276,666 units at $22.50 per unit for gross proceeds of $6,225,000. Each unit consisted

of one common share and one share purchase warrant exercisable at $37.50 per common share expiring on December 22,
2022. In connection, with this private placement, the Company paid finders’ fees of $594,000.

 
Share transactions during the year ended October 31, 2020:
 
(c) On March 12, 2020, the Company issued of 270,833 common shares at $2,40 per share for gross proceeds of $650,000. The

Company incurred share issuance costs of $51,300 in connection with this private placement.
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7. Share Purchase Warrants

 
On April 22, 2021, the Company issued 250,000 warrants at $4.50 per warrant for proceeds $375,000. Each warrant is exercisable
into one common share at $4.50 per share expiring on April 22, 2024. In connection with this private placement, the Company
paid a finder’s fee of $33,000.

 
The following table summarizes the continuity of the Company’s share purchase warrants:

 

  
Number of 
warrants   

Weighted
average
exercise 

price
$  

       
Balance, October 31, 2019 and 2020   –   – 
         

Issued   526,666   21.84 
         
Balance, October 31, 2021   526,666   21.84 

 
As at October 31, 2021, the following share purchase warrants were outstanding:
 

Number of
warrants

outstanding   

Exercise
price

$   Expiry date
       

 250,000   4.50   April 22, 2024
 276,666   37.50   December 22, 2022
         
 526,666       

 
8. Stock Options
 

On September 21, 2021, the Company implemented a stock option plan pursuant to which stock options may be granted to
directors, officers, employees, and consultants of the Company. The Board of directors is authorized to grant the maximum number
of common shares reserved for issuance in any 12-month period to any one optionee other than a consultant may not exceed 5% of
the issued and outstanding common shares at the date of the grant. The maximum number of common shares reserved for issuance
in any 12-month period to any consultant may not exceed 2% of the issued and outstanding common shares at the date of the grant
and the maximum number of common shares reserved for issuance in any 12-month period to all persons engaged in investor
relations activities may not exceed 2% of the issued and outstanding number of common shares at the date of the grant.
 
The following table summarizes the continuity of the Company’s stock options:
 

  
Number

of options   

Weighted
average
exercise

price
$  

       
Outstanding, October 31, 2019 and 2020   –   – 
         



Granted   111,888   20.67 
         
Outstanding, October 31, 2021   111,888   20.67 
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8. Stock Options (continued)
 

Additional information regarding stock options outstanding as at October 31, 2021, is as follows:
 
   Outstanding   Exercisable  

Range of exercise
prices 

$   
Number of stock

options   

Weighted average
remaining

contractual life 
(years)   

Weighted average
exercise price 

$   
Number of stock

options   

Weighted average
exercise price 

$  
                 

 5.55   16,000   4.6   5.55   2,666   5.55 
 22.50 – 23.40   71,888   4.6   22.54   11,731   22.52 
 24.90 – 25.20   24,000   4.7   25.15   3,666   25.17 
                       
     111,888   4.6   20.67   18,063   20.55 

 
The fair value for stock options granted have been estimated using the Black-Scholes option pricing model assuming no expected
dividends or forfeitures and the following weighted average assumptions:

 
  2021   2020  
       
Risk-free interest rate   0.89%  – 
Expected life (in years)   5   – 
Expected volatility   98%  – 

 
The total fair value of stock options recognized during the year ended October 31, 2021 was $692,154 (2020 - $nil) which was
recorded as share-based payment reserve and charged to operations. The weighted average grant date fair value of stock options
granted during the year ended October 31, 2021 was $13.80 (2020 - $nil) per share

 
9. Restricted Share Units

 
On August 4, 2021, the Company approved an RSU plan, which is designed to provide certain directors, officers, employees, and
consultants of the Company with the opportunity to acquire RSU’s of the Company. Each unit is equivalent in value to a common
share and that upon vesting results in the holder thereof being issued, at the discretion of the Board, either (i) a common share, or
(ii) an amount of cash equal to the fair market value of a common share.

 
On October 19, 2021, the Company entered into an agreement with a consultant of the Company whereby the Company granted
6,666 RSU’s with a fair value of $154,000. The RSU’s were 100% vested upon issuance and are included in shares issuable.

 
The following table summarizes the continuity of RSUs:
 

  
Number of 

RSUs   

Weighted
average

issue price 
$  

       
Balance, October 31, 2019 and 2020   –   – 
         

Granted   6,666   23.10 
Vested   (6,666)   23.10 

         
Balance, October 30, 2021   –   – 
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10. Financial Instruments and Risk Management
 

(a) Fair Values
 

Fair value measurements are classified using a fair value hierarchy that reflects the significance of inputs used in making the
measurements. The fair value hierarchy has the following levels:
 

● Level 1 - valuation based on quoted prices (unadjusted) in active markets for identical assets or liabilities;
 

● Level 2 - valuation techniques based on inputs other than quoted prices included in Level 1 that are observable for
the asset or liability, either directly (i.e. as prices) or indirectly (i.e. derived from prices); and

 
● Level 3 - valuation techniques using inputs for the asset or liability that are not based on observable market data

(unobservable inputs).
 

The fair values financial instruments, which include cash, accounts payable and accrued liabilities, and amounts due to related
parties, approximate their carrying values due to the relatively short-term maturity of these instruments.
 

(b) Credit Risk
 

Financial instruments that potentially subject the Company to a concentration of credit risk consist primarily of cash. The
Company limits its exposure to credit loss by placing its cash with high credit quality financial institutions. The carrying
amount of financial assets represents the maximum credit exposure.
 

(c) Foreign Exchange Rate Risk
 
Foreign currency risk is the risk that the fair value of future cash flows of a financial instrument will fluctuate due to changes
in foreign exchange rates. The Company is exposed to foreign currency risk to the extent that monetary assets and liabilities
are denominated in a foreign currency. The Company’s subsidiary operates in Israel and has certain monetary financial
instruments denominated in New Israeli Shekel and U.S dollars. The Company has not entered into foreign exchange rate
contracts to mitigate this risk.
 
The following table indicates the impact of foreign currency exchange risk on net working capital as at October 31, 2021. The
table below also provides a sensitivity analysis of a 10% strengthening of the foreign currency against functional currencies
identified which would have increased (decreased) the Company’s net loss by the amounts shown in the table below. A 10%
weakening of the foreign currency against the functional currencies would have had the equal but opposite effect as at October
31, 2021.
 

  $  
    

Cash   1,216,837 
Accounts payable and accrued liabilities   (282,518)

     
Total foreign currency financial assets and liabilities   934,309 

     
Impact of a 10% strengthening or weakening of foreign exchange rate   93,431 

 
(c) Interest Rate Risk
 

Interest rate risk is the risk that the fair value of future cash flows of a financial instrument will fluctuate because of changes
in market interest rates. The Company is not exposed to significant interest rate risk as it does not have any liabilities with



variable rates.
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10. Financial Instruments and Risk Management (continued)
 

(d) Liquidity Risk
 
Liquidity risk is the risk that the Company will not be able to meet its financial obligations as they fall due. The Company's
objective to managing liquidity risk is to ensure that it has sufficient liquidity available to meet its liabilities when due. The
Company relies on raising debt or equity financing in a timely manner.
 
The following amounts are the contractual maturities of financial liabilities as at October 31, 2021 and 2020:
 

2021  
Total 

$   

Within 
1 year 

$   

Within 
2-5 years 

$  
          

Accounts payable and accrued liabilities   348,895   348,895   – 
Due to related parties   8,260   8,260   – 
   357,155   357,155   – 

 

2020  
Total 

$   

Within 
1 year 

$   

Within 
2-5 years 

$  
          

Accounts payable and accrued liabilities   5,298   5,298   – 
Due to related parties   8,065   8,065   – 
             
   13,363   13,363   – 

 
11. Capital Management
 

The Company manages its capital to maintain its ability to continue as a going concern and to provide returns to shareholders and
benefits to other stakeholders. The capital structure of the Company consists of cash and equity comprised of issued share capital,
shares issuable, warrants reserve, and options reserve.

 
The Company manages its capital structure and makes adjustments to it in light of economic conditions. The Company, upon
approval from its Board of Directors, will balance its overall capital structure through new share issuances or by undertaking other
activities as deemed appropriate under the specific circumstances.

 
The Company is not subject to externally imposed capital requirements and the Company’s overall strategy with respect to capital
risk management remains unchanged from the year ended October 31, 2020.

 
12. Commitments

 
(a) On November 1, 2020 (as amended on May 12, 2021), the Company entered into an agreement to acquire the rights, title, and

interest in certain patents and patent applications in exchange for entering into a consulting services agreement with the
vendor. The consultant will become the Company’s scientific consultant and will be compensated with a monthly fee of
$5,000 starting on February 1, 2021. The Company is to issue the consultant 16,000 common shares in equal instalments, at
the end of each quarter, commencing with the ending of the first complete quarter after the date on which the Canadian
Securities Exchange (“Listing Date”) has provided its final approval to the Company’s change of business, over a period of
three years. The Company is to also grant the consultant 16,000 stock options which will be exercisable at $5.55 per common
share (granted). The stock options will vest in equal parts at the end of each quarter commencing with the ending of the first
complete quarter after the Listing Date, over a period of three years.
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12. Commitments (continued)

 
(b) The Company has commitments for contracts supporting clinical trials. As at October 31, 2021, the Company is subject to

commitments totaling approximately NIS 130,000 ($50,992) due within one year and a further NIS 130,550 ($51,208) due in
the two years thereafter.

 
13. Segmented Information
 

As at October 31, 2021, the Company has one operating segment, research and development of psychedelic medicine. The
Company’s head office and operations are in Vancouver, BC, Canada. As at October 31, 2021 operated in one industry and
geographical segment, the mineral resource industry, with all exploration activities conducted in Canada. As at October 31, 2021
and 2020, all non-current assets are located in Canada.

 
14. Income Taxes
 

The tax effect (computed by applying the Canadian federal and provincial statutory rate) of the significant temporary differences,
which comprise deferred income tax assets and liabilities, are as follows:
 

  
2021

$   
2020

$  
       
Canadian statutory income tax rate   27%  27%
         
Income tax recovery at statutory rate   (1,052,847)   (111,485)
         
Tax effect of:         

Permanent differences and other   (4,443)   (14,070)
Tax rate difference for foreign jurisdiction   54,848   – 
Change in unrecognized deferred income tax assets   1,002,443   125,555 

         
Income tax provision   –   – 

 
The significant components of deferred income tax assets and liabilities are as follows:

 

  
2021

$   
2020

$  
       
Deferred income tax assets (liability)       
       

Non-capital losses carried forward   923,988   123,499 
Share issuance costs   162,035   11,297 
Resource pools   23,124   20,424 
Unrecognized deferred income tax assets   (1,109,147)   (155,220)

         
Net deferred income tax asset   –   – 
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14. Income Taxes (continued)
 

As at October 31, 2021, the Company has Canadian non-capital losses carried forward of $2,254,108, which is available to offset
future years’ taxable income in Canada. These losses expire as follows:
 

  $  
    
2037   6,671 
2038   104,767 
2039   102,087 
2040   243,880 
2041   1,796,703 
     
   2,254,108 

 
As at October 31, 2021, the Company has a non-capital loss carried forward of $1,371,212 which is available to offset future
years’ taxable income in Israel.

 
The Company also has available mineral resource related expenditure pools totalling $85,645 which may be deducted against
future taxable income on a discretionary basis.

 
15. General and Administrative Expenses
 
  Year ended   Year ended  
  October 31,   October 31,  
  2021   2020  
  $   $  
       
Amortization  2,572  – 

Consulting fees (Note 5)   712,121   153,000 
Insurance   140,716   – 
Investor relations   156,562   – 
Office and miscellaneous   51,962   1,678 
Professional fees   656,012   41,800 
Rent and administrative fees (Note 5)   –   12,100 
Salaries and benefits (Note 5)   405,632   – 
Share-based compensation (Notes 5, 8 and 9)   846,155   – 
Transfer agent and regulatory fees   57,998   24,642 

         
Total general and administrative   3,029,730   233,220 

 
16. Subsequent Events

 
(a) On November 8, 2021, the Company entered into an agreement whereby the Company agreed to pay US$131,625 for research

services. US$65,813 is to be paid on the effective date of the agreement and US$65,812 is to be paid on March 1, 2022. The
Company may terminate the agreement at any time upon providing 45 days’ written notice.

 
(b) On November 26, 2021, the Company issued 1,333 common shares to a consultant as per the agreement described in Note

12(a).
 
(c) On December 1, 2021, the Company granted 3,000 stock options to a consultant at $23.40 per common share expiring on



December 1, 2026. The stock options vest in equal parts at the end of each quarter over a period of three years.
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16. Subsequent Events (continued)

 
(d) On December 1, 2021, the Company entered into an agreement whereby the Company agreed to fund a clinical research

program. The Company is to fund at least NIS 260,550. The Company was granted an option to receive an exclusive
worldwide royalty bearing license to the researcher’s interest in the research results and any related patents. The option may
be exercised at any time up to and including 120 days from the Company’s receipt of the scientific report from the researcher.
The Company and the researcher are to negotiate the terms and conditions of the license agreement upon exercise of the
option. The Company may terminate the agreement at any time upon providing 45 days’ written notice.

 
(e) On December 8, 2021, the Company granted 12,667 stock options exercisable of $20.40 per common share expiring on

December 8, 2031 to an officer of the Company. The stock options vest in equal parts at the end of each quarter over a period
of three years.

 
(f) On December 8, 2021, the Company granted 3,333 stock options exercisable of $30.00 per common share expiring on

December 8, 2031 to a consultant. The stock options vest in equal parts at the end of each quarter over a period of three years.
 

(g) Effective January 1, 2022, the Company entered into strategic advisory agreements with three consultants of the Company,
whereby the Company agreed to issue each consultant 666 RSU’s at the end of each month commencing January 31, 2022, for
an initial term of one year.

 
(h) On February 1, 2022, granted the following stock options: 29,333 exercisable at $16.80 per common share to officers,

directors, and consultants, 6,667 exercisable at $22.50 per common share to a consultant, and 31,333 exercisable at $24.00 per
common share to a director with all stock options expiring on February 1, 2032. The stock options vest in equal parts at the
end of each quarter over a period of three years.

 
(i) On February 14, 2022, the Company issued 1,334 common shares to a consultant as per the agreement described in Note

12(a).
 

(j) On February 14, 2022, the Company closed a share purchase agreement with Medigus, whereby the Company issued a total of
66,245 units to Medigus in consideration for $953,925 (US$750,000) (“Cash Financing”) and 416,667 common shares of
Medigus (“Share Exchange”). Each unit was comprised of one common share and one warrant, with each warrant exercisable
at $60.00 per common share for a period of 18 months.

 
Pursuant to the Cash Financing, the Company issued 39,747 units at $24.00 per unit for proceeds of $953,925 (US$750,000)
with $190,785 allocated to warrants reserve. In connection with the Cash Financing, the Company incurred a finder’s fee of
$95,393.
 
Pursuant to the Share Exchange, the Company issued 26,498 units with a fair value of $621,695, consisting of common shares
with a fair value of $508,760 and warrants with a fair value of $112,935. The fair value of the warrants was determined using
the Black-Scholes option pricing model with the following assumptions: risk-free rate of 1.43%, expected life of 1.5 years,
and volatility of 107%.
 
In connection with the Share Exchange, the Company incurred finder’s fees of $63,399, which were allocated to the base cost
of the shares in Medigus.
 
In addition, Medigus will be entitled to 10% of the initial equity of a potential venture in the area of psychedelics, in
connection with a research project currently conducted according to an agreement between the Company and the
commercialization arm of a leading Israeli academic institution.
 

(k) On March 1, 2022, the Company entered into a strategic advisory agreement with a consultant, whereby the Company agreed
to pay the consultant ILS20,000 and 666 RSU’s per month for a period of one year.

 
(l) On March 14, 2022 the Company entered an agreement with a consultant, whereby the Company agreed to issue the



consultant RSU’s equivalent to US$10,000 per month for a period of three months. The term is automatically renewed unless
terminated by the Company with three days’ written notice within the initial term or thirty days in a subsequent term.

 
(m) On September 30, 2022, the Company effected a 1-for-30 share consolidation of its issued and outstanding shares. All share

amounts have been retroactively restated for all periods presented.
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CLEARMIND MEDICINE INC.
Condensed Interim Consolidated Statements of Financial Position
(Expressed in Canadian Dollars)
 

  

July 31, 
2022 

$   

October 31, 
2021 

$  
  (Unaudited)     

Assets       
       
Current assets       
       

Cash   511,420   4,599,437 
Amounts receivable   47,790   160,866 
Prepaid expenses   21,176   160,063 
Short-term investment (Note 6)   306,172   – 

Total current assets   886,558   4,920,366 
         
Non-current assets         
         

Intangible assets (Note 3)   181,214   198,039 
Property and equipment (Note 4)   14,090   20,578 
Restricted cash   20,000   20,000 
Right-of-use asset (Note 5)   44,638   – 

         
Total non-current assets   259,942   238,617 
         
Total assets   1,146,500   5,158,983 

         
Liabilities         
         
Current liabilities         

         
Accounts payable and accrued liabilities   602,039   348,895 
Due to related parties (Note 7)   132,461   8,260 
Lease liability (Note 8)   48,634   – 

         
Total liabilities   783,134   357,155 
         
Shareholders’ equity         
         

Share capital (Note 9)   9,134,821   7,905,514 
Shares issuable (Notes 9, 12, and 15)   529,559   154,000 
Warrants reserve (Note 9)   645,720   342,000 
Share-based payment reserve (Note 11)   1,781,917   839,457 
Accumulated other comprehensive loss   (17,170)   – 
Deficit   (11,711,481)   (4,439,143)

         
Total shareholders’ equity   363,366   4,801,828 

         
Total liabilities and shareholders’ equity   1,146,500   5,158,983 

 
Nature of operations and continuance of business (Note 1)
Commitments (Note 15)
Subsequent event (Note 19)



 
Approved and authorized for issuance on behalf of the Board on October 5, 2022:
 
/s/ “Alan Rootenberg”  /s/ “Adi Zuloff-Shani”
Alan Rootenberg, Director, CFO  Adi Zuloff-Shani, Director, CEO
 

(The accompanying notes are an integral part of these condensed interim consolidated financial statements)
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Three
months
ended   

Three
months
ended   

Nine
months
ended   

Nine
months 
ended  

  July 31,   July 31,   July 31,   July 31,  
  2022   2021   2022   2021  
  $   $   $   $  
Operating expenses             

General and administrative (Note 17)   1,399,778   1,025,444   4,506,566   1,312,876 
Research and development (Note 18)   444,031   57,260   2,452,611   57,260 

Total operating expenses   1,843,809   1,082,704   6,959,177   1,370,136 
Loss before other income (expense)   (1,843,809)   (1,082,704)   (6,959,177)   (1,370,136)
                 
Other income (expense)                 
                 

Unrealized loss on short-term investment (Note 6)   (248,148)   –   (378,922)   – 
Foreign exchange gain   66,609   –   80,948   – 
Interest expense   (15,187)   –   (15,187)   – 

Total other income (expense)   (196,726)   –   (313,161)   – 
Net loss   (2,040,535)   (1,082,704)   (7,272,338)   (1,370,136)
Comprehensive income (loss)                 

Foreign currency translation gain (loss)   16,373   (15,122)   (17,170)   (15,122)
Net comprehensive loss   (2,024,162)   (1,097,826)   (7,289,508)   (1,385,258)
Loss per share, basic and diluted   (1.55)   (1.01)   (5.62)   (1.69)
Weighted average shares outstanding   1,319,770   1,067,391   1,293,423   810,223 

 
(The accompanying notes are an integral part of these condensed interim consolidated financial statements)
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Share-
based   

Accumulated 
other      Total  

  Share capital   Shares   Warrants  payment   comprehensive     shareholders’ 
  Number of  Amount   issuable   reserve   reserve   income   Deficit   equity  
  shares   $   $   $   $   $   $   $  

Balance, October 31, 2020   640,858   891,700   –   –   147,302   –   (539,710)  499,292 
                                 
Shares issued for cash   610,000   7,013,788   –   –   –   –   –   7,013,788 
                                 
Warrants issued for cash   –   –   –   494,206   –   –   –   494,206 
                                 
Other comprehensive loss   –   –   –   –   –   (15,122)  –   (15,122)
                                 
Net loss for the period   –   –   –   –   –   –   (1,370,136)  (1,370,136)
                                 
Balance, July 31, 2021   1,250,858   7,905,488   –   494,206   147,302   (15,122)  (1,909,845)  6,622,028 

                                 
Balance, October 31, 2021   1,250,858   7,905,514   154,000   342,000   839,457   –   (4,439,143)  4,801,828 
                                 
Shares issuable for vested

RSU’s 
(Note 12)   –   –   276,120   –   –   –   –   276,120 

                                 
Shares issuable for

services   –   –   126,647   –   –   –   –   126,647 
                                 
Shares issued for services

(Notes 9(a) and (b))   2,667   52,800   (27,208)  –   –   –   –   25,592 
                                 
Units issued for cash (Note

9(c))   39,747   763,140   –   190,785   –   –   –   953,925 
                                 
Issuance costs (Note 9(c))   –   (95,393)  –   –   –   –   –   (95,393)
                                 
Units issued for short-term

investment
(Note 9(c)   26,498   508,760   –   112,935   –   –   –   621,695 

                                 
Fair value of stock options

granted (Note 11)   –   –   –   –   942,460   –   –   942,460 
                                 
Foreign currency

translation loss   –   –   –   –   –   (17,170)  –   (17,170)
                                 
Net loss for the period   –   –   –   –   –   –   (7,272,338)  (7,272,338)
                                 
Balance, July 31, 2022   1,319,770   9,134,821   529,559   645,720   1,781,917   (17,170)  (11,711,481)  363,366 

 
(The accompanying notes are an integral part of these condensed interim consolidated financial statements)
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Nine months

ended   
Nine months

ended  
  July 31,   July 31,  
  2022   2021  
  $   $  
       
Operating activities       
       
Net loss   (7,272,338)   (1,370,136)
         
Items not involving cash:         

Amortization of intangible assets   16,825   – 
Depreciation of property and equipment   5,844   – 
Depreciation of right-of-use asset   54,853   – 
Interest on lease liability   15,207   – 
Share-based compensation   1,370,819   – 
Unrealized loss on short-term investment   378,922   – 

         
Changes in non-cash operating working capital:         

Amounts receivable   113,076   (66,620)
Prepaid expenses   138,887   – 
Accounts payable and accrued liabilities   253,144   271,205 
Due to related parties   124,201   92,700 

         
Net cash used in operating activities   (4,800,560)   (1,072,851)
         
Investing activities         
         

Exploration and evaluation asset expenditures   –   (10,000)
Finder’s fee on acquisition of short-term investment   (63,399)   – 

         
Net cash used in investing activities   (63,399)   (10,000)
         
Financing activities         
         

Proceeds from private placement   953,925   7,355,788 
Share issuance costs   (95,393)   – 
Lease payments   (65,905)   – 

         
Net cash provided by financing activities   792,627   7,355,788 
         
Effect of foreign exchange rate changes on cash   (16,685)   – 
         
Change in cash   (4,088,017)   6,272,937 
         
Cash, beginning of period   4,599,437   329,841 
         
Cash, end of period   511,420   6,602,778 

Non-cash investing and financing activities:         
Units issued for short-term investment   621,695   – 



 
(The accompanying notes are an integral part of these condensed interim consolidated financial statements)
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1. Nature of Operations and Continuance of Operations

 
Clearmind Medicine Inc. (the “Company”) was incorporated in the province of British Columbia on July 18, 2017. The Company
changed its name from Cyntar Ventures Inc. to Clearmind Medicine Inc. on March 24, 2021. The Company’s previous business
was carrying out mining exploration operations and was involved in the exploration of the Lorn mineral property located in the
Clinton and Lillooet Mining Divisions of British Columbia. Effective May 18, 2021, the Company is in the business of researching
and developing and marketing of proprietary formulations of psychedelic designer therapeutics with an initial focus of developing
products. The Company’s head office is located at Suite 101, 1220 West 6th Avenue, Vancouver, BC, V6H 1A5.
 
On March 11, 2020, the World Health Organization declared COVID-19 a global pandemic. This contagious disease outbreak and
any related adverse public health developments, has adversely affected workforces, economies, and financial markets globally,
leading to an economic downturn. The impact on the Company has not been significant, but management continues to monitor the
situation.
 
These condensed interim consolidated financial statements have been prepared on the going concern basis, which assumes that the
Company will be able to realize its assets and discharge its liabilities in the normal course of business. For the nine months ended
July 31, 2022, the Company has not generated any revenues and has negative cash flow from operations. As at July 31, 2022, the
Company has an accumulated deficit of $11,728,651. The continued operations of the Company are dependent on its ability to
generate future cash flows or obtain additional financing through debt or equity. Management is of the opinion that sufficient
working capital will be obtained from external financing to meet the Company’s liabilities and commitments as they become due,
although there is a risk that additional financing will not be available on a timely basis or on terms acceptable to the Company.
These factors may cast significant doubt on the Company’s ability to continue as a going concern. These condensed interim
consolidated financial statements do not reflect any adjustments that may be necessary if the Company is unable to continue as a
going concern.

 
2. Significant Accounting Policies
 

(a) Basis of Presentation
 

The accompanying condensed interim consolidated financial statements have been prepared in accordance with International
Financial Reporting Standards (“IFRS”), as issued by the International Accounting Standards Board (“IASB”) applicable to
the preparation of interim financial statements, including IAS 34, “Interim Financial Reporting”.
 
These condensed interim consolidated financial statements include the accounts of the Company and its 100% Israeli owned
subsidiary, Clearmindmed Ltd. All inter-company balances and transactions have been eliminated on consolidation.
 
These consolidated financial statements have been prepared on a historical cost basis and are presented in Canadian dollars,
which is the Company’s functional currency.
 

(b) Significant Accounting Estimates and Judgments
 

The preparation of consolidated financial statements in accordance with IFRS requires management to make judgments,
estimates, and assumptions that affect the application of policies and reported amounts of assets, liabilities, income, and
expenses. The estimates and associated assumptions are based on historical experience and various other factors that are
believed to be reasonable under the circumstances, the results of which form the basis of making the judgments about carrying
values of assets and liabilities that are not readily apparent from other sources. Actual results may differ from these estimates.
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2. Significant Accounting Policies (continued)
 

(b) Significant Accounting Estimates and Judgments (continued)
 

Significant Estimates
 
Share-based Compensation
 
Fair values are determined using the Black-Scholes option pricing model. Estimating fair value requires determining the most
appropriate valuation model for a grant of equity instruments, which is dependent on the terms and conditions of the grant.
Option-pricing models require the use of highly subjective estimates and assumptions including the expected stock price
volatility. Changes in the underlying assumptions can materially affect the fair value estimates and, therefore, existing models
do not necessarily provide reliable measurement of the fair value of the Company’s stock options.
 
Deferred Income Taxes
 
The determination of income tax expense and the composition of deferred income tax assets and liabilities involves judgment
and estimates as to the future taxable earnings, expected timing of reversals of deferred income tax assets and liabilities, and
interpretations of tax laws. The Company is subject to assessments by tax authorities who may interpret the tax law
differently. Changes in these interpretations, judgments, and estimates may materially affect the final amount of deferred
income tax provisions, deferred income tax assets and liabilities, and results of operations.
Significant Judgments
 
The critical judgments that the Company’s management has made in the process of applying the Company’s accounting
policies that have the most significant effect on the amounts recognized in the Company’s condensed interim consolidated
financial statements are as follows:
 
Going Concern
 
The application of the going concern assumption which requires management to take into account all available information
about the future, which is at least but not limited to, 12 months from the year end of the reporting period. The Company is
aware that material uncertainties related to events or conditions may cast significant doubt upon the Company’s ability to
continue as a going concern.
 

(c) Accounting Standards Issued But Not Yet Effective
 

A number of new standards, and amendments to standards and interpretations, are not yet effective for the nine months ended
July 31, 2022, and have not been early adopted in preparing these condensed interim consolidated financial statements. These
new standards, and amendments to standards and interpretations are either not applicable or are not expected to have a
significant impact on the Company’s condensed interim consolidated financial statements.
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3. Intangible Assets
 

Intangible assets are comprised of the following:
 

  Patents  
  $  
    
Cost:    
    
Balance, October 31, 2021, and July 31, 2022   198,039 

Accumulated amortization:     
     
Balance, October 31, 2021   – 
     

Addition   16,825 
     
Balance, July 31, 2022   16,825 

Carrying amounts:     
     
Balance, October 31, 2021   198,039 
     
Balance, July 31, 2022   181,214 

 
On May 4, 2021, the Company entered into an Assignment Agreement to acquire certain intellectual property including a patent
for “Binge Behavior Regulators,” which has been granted in the U.S., Europe, China and India, with pending divisional
applications in Europe and the U.S, and a patent for “Alcohol Beverage Substitute,” which has been approved for a European
patent, with pending applications in the U.S., China and India. In consideration for the acquired intellectual property, the Company
paid $198,039 (US$160,000). The patents will be amortized over their estimated remaining life of 14.6 years.
 

4. Property and Equipment
 

Property and equipment is comprised of the following:
 

  

Research
and 

development
equipment  

  $  
    
Cost    
Balance, October 31, 2021   23,150 
     

Foreign currency fluctuation   (607)
     
Balance, July 31, 2022   22,543 

Accumulated depreciation:     
     
Balance, October 31, 2021   2,572 
     



Addition   5,844 
Foreign currency fluctuation   37 

     
Balance, July 31, 2022   8,453 

Carrying amounts:     
     
Balance, October 31, 2021   20,578 
     
Balance, July 31, 2022   14,090 
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5. Right-of-use Asset
 

  
Right-of-use
office space  

  $  
    
Cost:    
Balance, October 31, 2021   – 
     

Addition   99,625 
Foreign currency fluctuation   (2,233)

     
Balance, July 31, 2022   97,392 

     
Accumulated depreciation:     
     
Balance, October 31, 2021   – 
     

Addition   54,853 
Foreign currency fluctuation   (2,099)

     
Balance, July 31, 2022   52,754 

     
Carrying amount:     
     
Balance, October 31, 2021   – 
     
Balance, July 31, 2022   44,638 

 
6. Short-term Investment
 

Pursuant to the Share Exchange (as defined in Note 9(d)), on February 14, 2022, the Company closed a share purchase agreement
with Medigus Ltd. (“Medigus”), a publicly quoted company, whereby the Company received 416,667 common shares of Medigus
as part of the Share Exchange.
 
As at July 31, 2022, the Company holds 416,667 common shares of Medigus with a total cost of $685,094 (being the fair value of
the units issued in the Share Exchange and the finder fee). The fair value of common shares held was determined by reference to
public price quotations in an active market.
 

  

October 31, 
2021

$   
Additions 

$   

Unrealized 
loss 

$   

July 31, 
2022

$  
                 
Medigus Ltd. – Shares               –   685,094   (378,922)   306,172 

 
7. Related Party Transactions
 

(a) As at July 31, 2022, the Company owed $56,884 (ILS151,400) (October 31, 2021 - $nil) to the Chief Executive Officer
(“CEO”) of the Company, which is non-interest bearing, unsecured, and due on demand. During the nine months ended July



31, 2022, the Company incurred professional of $195,908 (2021 - $338,788) to the CEO of the Company.
 

(b) As at July 31, 2022, the Company owed $10,513 (ILS27,980) (October 31, 2021 - $nil) to the former Chief Financial Officer
(“CFO”) of the Company, which is non-interest bearing, unsecured, and due on demand. During the nine months ended July
31, 2022, the Company incurred professional fees of $94,818 (2021 - $33,000) to the former CFO of the Company.
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7. Related Party Transactions (continued)
 

(c) As at July 31, 2022, the Company owed $17,493 (October 31, 2021 - $2,260) to a company controlled by a director of the
Company, which is non-interest bearing, unsecured, and due on demand. During the nine months ended July 31, 2022, the
Company incurred consulting fees of $31,753 (2021 - $16,462) to a company controlled by the director.

 
(d) As at July 31, 2022, the Company owed $4,000 (October 31, 2021 - $2,000) to a company controlled by a director of the

Company, which is non-interest bearing, unsecured, and due on demand. During the nine months ended July 31, 2022, the
Company incurred consulting fees of $18,000 (2021 - $8,462) to a company controlled by a director of the Company.

 
(e) As at July 31, 2022, the Company owed $41,571 (October 31, 2021 - $2,000) to a director of the Company, which is non-

interest bearing, unsecured, and due on demand. During the nine months ended July 31, 2022, the Company incurred director
fees of $18,000 (2021 - $18,000) and professional fees of $78,160 (2021 - $nil) to a director of the Company.

 
(f) As at July 31, 2022, the Company owed $2,000 (October 31, 2021 - $2,000) to a director of the Company, which is non-

interest bearing, unsecured, and due on demand. During the nine months ended July 31, 2022, the Company incurred director
fees of $18,000 (2021 - $16,462) to a director of the Company.

 
(g) During the nine months ended July 31, 2022, the Company incurred share-based compensation of $945,672 (2021 - $nil) to

key management personnel.
 
8. Lease Liability
 

On July 1, 2021, the Company entered into a lease agreement for office space which expires on June 30, 2023. The base rent is
ILS12,977 per month during the term of the lease. The lease liability was discounted using the Company’s estimated incremental
borrowing rate of 20%.
 

  

Lease
liability 

$  
    
Balance, October 31, 2021   – 
     

Addition   99,625 
Lease payments   (65,905)
Interest expense   15,207 
Foreign currency translation   (293)

     
Balance, July 31, 2022   48,634 

 
9. Share Capital
 

Authorized: unlimited common shares without par value
 
Share transactions during the nine months ended July 31, 2022:
 
(a) On November 26, 2021, the Company issued 1,333 common shares with a fair value of $28,800 to a consultant as per the

agreement described in Note 15(a).
 

(b) On February 14, 2022, the Company issued 1,334 common shares with a fair value of $24,000 to a consultant as per the
agreement described in Note 15(a).
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9. Share Capital (continued)
 
 (c) On February 14, 2022, the Company closed a share purchase agreement with Medigus, whereby the Company issued a total of

66,245 units to Medigus in consideration for $953,925 (US$750,000) (“Cash Financing”) and 416,667 common shares of
Medigus (“Share Exchange”). Each unit was comprised of one common share and one warrant, with each warrant exercisable
at $60.00 per common share for a period of 18 months.

 
Pursuant to the Cash Financing, the Company issued 39,747 units at $24.00 per unit for proceeds of $953,925 (US$750,000)
with $190,785 allocated to warrants reserve. In connection with the Cash Financing, the Company incurred a finder’s fee of
$95,393.
 
Pursuant to the Share Exchange, the Company issued 26,498 units with a fair value of $621,695, consisting of common shares
with a fair value of $508,760 and warrants with a fair value of $112,935. The fair value of the warrants was determined using
the Black-Scholes option pricing model with the following assumptions: risk-free rate of 1.43%, expected life of 1.5 years,
and volatility of 107%.
 
In connection with the Share Exchange, the Company incurred finder’s fees of $63,399, which were allocated to the base cost
of the shares in Medigus.
 
In addition, Medigus will be entitled to 10% of the initial equity of a potential venture in the area of psychedelics, in
connection with a research project currently conducted according to an agreement between the Company and the
commercialization arm of a leading Israeli academic institution.
 

(d) As at July 31, 2022, the Company has $25,592 in shares issuable to a consultant for services rendered.
 
10. Share Purchase Warrants
 

The following table summarizes the continuity of the Company’s share purchase warrants:
 

  
Number of 
warrants   

Weighted
average
exercise 

price
$  

       
Balance, October 31, 2021   526,666   21.90 
         

Issued   66,245   60.00 
         
Balance, July 31, 2022   592,911   26.10 

 
As at July 31, 2022, the following share purchase warrants were outstanding:
 

Number of
warrants

outstanding   

Exercise
price

$   Expiry date
       

 250,000   4.50   April 22, 2024
 276,666   37.50   December 22, 2022
 66,245   60.00   August 14, 2023
         



 592,911       
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11. Stock Options
 

On September 21, 2021, the Company implemented a stock option plan pursuant to which stock options may be granted to
directors, officers, employees, and consultants of the Company. The Board of directors is authorized to grant the maximum number
of common shares reserved for issuance in any 12-month period to any one optionee other than a consultant may not exceed 5% of
the issued and outstanding common shares at the date of the grant. The maximum number of common shares reserved for issuance
in any 12-month period to any consultant may not exceed 2% of the issued and outstanding common shares at the date of the grant
and the maximum number of common shares reserved for issuance in any 12-month period to all persons engaged in investor
relations activities may not exceed 2% of the issued and outstanding number of common shares at the date of the grant.
 
The following table summarizes the continuity of the Company’s stock options:
 

  
Number

of options   

Weighted
average
exercise

price
$  

       
Outstanding, October 31, 2021   111,889   20.70 
         

Granted   86,333   20.70 
Cancelled   (40,556)   21.60 

         
Outstanding, July 31, 2022   157,666   20.40 
         
Exercisable, July 31, 2022   60,000   20.40 

 
Additional information regarding stock options outstanding as at July 31, 2022, is as follows:
 

  Outstanding   Exercisable  

Range of
exercise prices 

$  

Number of 
stock

options   

Weighted 
average 

remaining
contractual

life 
(years)   

Weighted
average 
exercise
price 

$   

Number of 
stock

options   

Weighted
average 
exercise
price 

$  
                

5.55   16,000   3.8   5.55   5,333   5.55 
16.80   29,333   9.5   16.80   10,611   16.80 
20.40   12,667   9.4   20.40   12,667   20.40 

22.50 – 23.40   41,000   4.2   22.50   14,667   22.50 
24.00 – 25.20   53,333   7.1   24.60   15,889   24.60 

30.00   3,333   9.4   30.00   833   30.00 
                     
   157,666   6.7   20.40   60,000   20.40 

 
The fair value for stock options granted have been estimated using the Black-Scholes option pricing model assuming no expected
dividends or forfeitures and the following weighted average assumptions:
 

  2022   2021  



       
Risk-free interest rate   2.68%  – 
Expected life (in years)   5.88   – 
Expected volatility   95%  – 

 
The total fair value of stock options recognized during the nine months ended July 31, 2022, was $942,460 (2021 - $nil) which
was recorded as share-based payment reserve and charged to operations. The weighted average grant date fair value of stock
options granted during the nine months ended July 31, 2022, was $6.90 (2021 - $nil) per option.
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12. Restricted Share Units
 

On August 4, 2021, the Company approved an RSU plan, which is designed to provide certain directors, officers, employees, and
consultants of the Company with the opportunity to acquire RSU’s of the Company. Each unit is equivalent in value to a common
share and that upon vesting results in the holder thereof being issued, at the discretion of the Board, either (i) a common share, or
(ii) an amount of cash equal to the fair market value of a common share.
 
On October 19, 2021, the Company entered into an agreement with a consultant of the Company whereby the Company granted
6,666 RSU’s with a fair value of $154,000. The RSU’s were 100% vested upon issuance and was included in shares issuable as at
October 31, 2021.
 
As at July 31, 2022, the Company recognized shares issuable of $276,120 (October 31, 2021 – $154,000) related to vested RSU’s.
 
The following table summarizes the continuity of RSUs:
 

  
Number of 

RSUs   

Weighted 
average 

issue price 
$  

       
Balance, October 31, 2021   –   – 
         

Granted   664,729   0.40 
Vested   (664,729)   0.40 

         
Balance, July 31, 2022   –   – 

 
13. Financial Instruments and Risk Management
 

(a) Fair Values
 

Assets and liabilities measured at fair value on a recurring basis were presented on the Company’s statement of financial
position as at July 31, 2022, as follows:
 

  Fair Value Measurements Using     

  

Quoted prices 
in active markets

for  identical
instruments 

(Level 1) 
$   

Significant 
other

observable
inputs 

(Level 2) 
$   

Significant
unobservable

inputs 
(Level 3) 

$   

Balance 
July 31, 

2022 
$  

Short-term investment   306,172              –           –   306,172 

 
The fair values financial instruments, which include cash, accounts payable and accrued liabilities, and amounts due to related
parties, approximate their carrying values due to the relatively short-term maturity of these instruments.
 

(b) Credit Risk
 

Financial instruments that potentially subject the Company to a concentration of credit risk consist primarily of cash. The
Company limits its exposure to credit loss by placing its cash with high credit quality financial institutions. The carrying



amount of financial assets represents the maximum credit exposure.
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13. Financial Instruments and Risk Management (continued)
 

(c) Foreign Exchange Rate Risk
 

Foreign currency risk is the risk that the fair value of future cash flows of a financial instrument will fluctuate due to changes
in foreign exchange rates. The Company is exposed to foreign currency risk to the extent that monetary assets and liabilities
are denominated in a foreign currency. The Company’s subsidiary operates in Israel and has certain monetary financial
instruments denominated in New Israeli Shekel and U.S dollars. The Company has not entered into foreign exchange rate
contracts to mitigate this risk.
 
The following table indicates the impact of foreign currency exchange risk on net working capital as at July 31, 2022. The
table below also provides a sensitivity analysis of a 10% strengthening of the foreign currency against functional currencies
identified which would have increased (decreased) the Company’s net loss by the amounts shown in the table below. A 10%
weakening of the foreign currency against the functional currencies would have had the equal but opposite effect as at July 31,
2022.
 

  $  
    

Cash   418,153 
Accounts payable and accrued liabilities   (591,623)
Due to related parties   (104,969)

     
Total foreign currency financial assets and liabilities   (278,439)

     
Impact of a 10% strengthening or weakening of foreign exchange rate   (27,844)

 
(d) Interest Rate Risk

 
Interest rate risk is the risk that the fair value of future cash flows of a financial instrument will fluctuate because of changes
in market interest rates. The Company is not exposed to significant interest rate risk as it does not have any liabilities with
variable rates.
 

(e) Liquidity Risk
 

Liquidity risk is the risk that the Company will not be able to meet its financial obligations as they fall due. The Company’s
objective to managing liquidity risk is to ensure that it has sufficient liquidity available to meet its liabilities when due. The
Company relies on raising debt or equity financing in a timely manner.
 
The following amounts are the contractual maturities of financial liabilities as at July 31, 2022, and October 31, 2021:
 

July 31, 2022  
Total 

$   

Within 
1 year 

$   

Within 
2-5 years 

$  
          

Accounts payable and accrued liabilities   602,039   602,039   – 
Due to related parties   132,461   132,461   – 
             
   734,500   734,500   – 

 
October 31, 2021  Total   Within   Within  



$ 1 year 
$

2-5 years 
$

          
Accounts payable and accrued liabilities   348,895   348,895   – 
Due to related parties   8,260   8,260   – 
             
   357,155   357,155   – 
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14. Capital Management
 

The Company manages its capital to maintain its ability to continue as a going concern and to provide returns to shareholders and
benefits to other stakeholders. The capital structure of the Company consists of cash and equity comprised of issued share capital,
shares issuable, warrants reserve, and share-based payment reserve.
 
The Company manages its capital structure and makes adjustments to it in light of economic conditions. The Company, upon
approval from its Board of Directors, will balance its overall capital structure through new share issuances or by undertaking other
activities as deemed appropriate under the specific circumstances.
 
The Company is not subject to externally imposed capital requirements and the Company’s overall strategy with respect to capital
risk management remains unchanged from the year ended October 31, 2021.

 
15. Commitments
 

(a) On November 1, 2020 (as amended on May 12, 2021), the Company entered into an agreement to acquire the rights, title, and
interest in certain patents and patent applications in exchange for entering into a consulting services agreement with the
vendor. and will be compensated with a monthly fee of $5,000 starting on February 1, 2021. The Company is to issue the
consultant 16,000 common shares in equal instalments, at the end of each quarter, commencing with the ending of the first
complete quarter after the date on which the Canadian Securities Exchange (“Listing Date”) has provided its final approval to
the Company’s change of business, over a period of three years. The Company also granted the consultant 16,000 stock
options exercisable at $5.55 per common share. The stock options vest in equal parts at the end of each quarter commencing
with the ending of the first complete quarter after the Listing Date, over a period of three years. During the nine months ended
July 31, 2022, the Company recognized share-based compensation of $126,647 (2021 – $nil) related to the shares issuable
pursuant to the agreement. As at July 31, 2022, the Company has issued 2,667 (October 31, 2021 – nil) common shares
pursuant to the agreement (Note 9).

   
(b) Effective January 1, 2022, the Company entered into strategic advisory agreements with three consultants of the Company,

whereby the Company agreed to issue each consultant 666 RSU’s at the end of each month commencing January 31, 2022, for
an initial term of one year. During the nine months ended July 31, 2022, the Company recognized share-based compensation
of $188,400 related to 14,000 vested RSU’s which was recorded as shares issuable as at July 31, 2022.

   
(c) On March 1, 2022, the Company entered into a strategic advisory agreement with a consultant, whereby the Company agreed

to pay the consultant ILS20,000 and 666 RSU’s per month for a period of one year. During the nine months ended July 31,
2022, the Company recognized share-based compensation of $36,600 related to vested RSU’s which was recorded as shares
issuable as at July 31, 2022.

   
(d) On March 14, 2022 the Company entered an agreement with a consultant, whereby the Company agreed to issue the

consultant RSU’s equivalent to US$10,000 per month for a period of three months. The term is automatically renewed unless
terminated by the Company with three days’ written notice within the initial term or thirty days in a subsequent term. During
the nine months ended July 31, 2022, the Company recognized share-based compensation of $51,120 related to vested RSU’s
which was recorded as shares issuable as at July 31, 2022.
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16. Segmented Information
 

As at July 31, 2022, the Company has one operating segment: research and development of psychedelic medicine. The Company’s
head office and operations are in Vancouver, BC, Canada.
 
The Company’s non-current assets by geographical location are as follows:

 

July 31, 2022  
Canada 

$   

United 
States 

$   
Europe 

$   
Asia 

$   
Total 

$  
                
Intangible assets   –   54,364   54,364   72,486   181,214 
Property and equipment   –   –   –   14,090   14,090 
Restricted cash   20,000   –   –   –   20,000 
Right-of-use asset   –   –   –   44,638   44,638 
                     
   20,000   54,364   54,364   131,214   259,942 
 

October 31, 2021  
Canada 

$   

United 
States 

$   
Europe 

$   
Asia 

$   
Total 

$  
                
Intangible assets   –   59,412   59,412   79,215   198,039 
Property and equipment   –   –   –   20,578   20,578 
Restricted cash   20,000   –   –   –   20,000 
                     
   20,000   59,412   59,412   99,793   238,617 
 
17. General and Administrative Expenses
 

  

Three
months
ended   

Three
months
ended   

Nine
months 
ended   

Nine
months 
ended  

  July 31,   July 31,   July 31,   July 31,  
  2022   2021   2022   2021  
  $   $   $   $  
             
Amortization of intangible assets  3,417  –  16,825  – 
Consulting fees (Note 7)   156,771   767,356   873,545   1,021,431 
Depreciation of property and equipment   1,892   –   5,844   – 
Depreciation of right-of-use asset   54,853   –   54,853   – 
Insurance   –   –   126,432   – 
Investor relations   87,188   –   383,034   – 
Office and miscellaneous   21,542   10,950   154,585   17,415 
Professional fees (Note 7)   454,347   –   1,123,393   – 
Rent   (58,843)   –   (16,838)   – 
Salaries and benefits   59,488   234,852   325,281   234,852 
Share-based compensation (Notes 7, 11 and 15)   532,698   –   1,345,227   – 
Transfer agent and regulatory fees   86,425   12,286   114,385   39,178 
                 



Total general and administrative   1,399,778   1,025,444   4,506,566   1,312,876 
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18. Research and Development
 

  

Three
months
ended   

Three
months
ended   

Nine
months
ended   

Nine
months
ended  

  July 31,   July 31,   July 31,   July 31,  
  2022   2021   2022   2021  
  $   $   $   $  
             
Research and preclinical studies   151,306   –   1,353,541   – 
Regulatory, professional, and other expenses   292,725   57,260   1,099,070   57,260 
                 
Total research and development   444,031   57,260   2,452,611   57,260 

 
19. Subsequent Event
 

On September 30, 2022, the Company effected a 1-for-30 share consolidation of its issued and outstanding shares. All share
amounts have been retroactively restated for all periods presented.
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PART II

 
INFORMATION NOT REQUIRED IN PROSPECTUS

 
Item 6. Indemnification of Directors, Officers and Employees.
 
Indemnification
 

Our articles of association provide that we may indemnify our directors, former directors, officers or former officers, any other
person and his or her heirs and legal personal representatives against all eligible penalties to which such person is or may be liable, and
we may, after the final disposition of an eligible proceeding, pay the expenses actually and reasonably incurred by such person in
respect of that proceeding. Each of our directors and officers is deemed to have contracted with us on terms of the indemnity contained
in our articles of association. In addition, the Registrant may indemnify any other person in accordance with the BCBCA.

 
We also have entered and intend to enter into separate indemnification agreements with our directors and executive officers, in

addition to indemnification provided for in our articles of association. These agreements, among other things, to provide for
indemnification of our directors and executive officers for expenses, judgments, fines and settlement amounts incurred by such persons
in any action or proceeding arising out of this person’s services as a director or executive officer or at our request. We believe that these
provisions in our articles of association and indemnification agreements are necessary to attract and retain qualified persons as directors
and executive officers.

 
The above description of the limitation of liability and indemnification provisions of our articles of association of

incorporation, our articles of association and our indemnification agreements is not complete and is qualified in its entirety by reference
to these documents, each of which will be filed as an exhibit to this registration statement to which this prospectus forms a part.
 

The limitation of liability and indemnification provisions in our articles of association may discourage shareholders from
bringing a lawsuit against our directors for breach of their fiduciary duties. They may also reduce the likelihood of derivative litigation
against directors and officers, even though an action, if successful, might benefit us and our shareholders. A shareholder’s investment
may be harmed to the extent we pay the costs of settlement and damage awards against directors and officers pursuant to these
indemnification provisions.
 

We maintain a general liability insurance policy that covers certain liabilities of directors and officers of our corporation
arising out of claims based on acts or omissions in their capacities as directors or officers.
 

In any underwriting agreement we enter into in connection with the sale of Common Shares being registered hereby, the
underwriters will agree to indemnify, under certain conditions, us, our directors, our officers and persons who control us within the
meaning of the Securities Act, against certain liabilities.
 
Item 7. Recent Sales of Unregistered Securities.
 

Set forth below are all of the sales of our securities since our incorporation in July 2017, which were not registered under the
Securities Act. We believe that each of such issuances was exempt from registration under the Securities Act in reliance on Section 4(a)
(2) of the Securities Act, Rule 701 and/or Regulation S under the Securities Act.
 

On March 12, 2020, we closed a non-brokered private placement, or the March 2020 Private Placement, for gross proceeds of
CAD$650,000. We issued 270,833 Common Shares at a price of CAD$2.40 per Common Share.
 

On April 9, 2021, we closing a private placement offering, or the April 2021 Offering, with certain investors, including one of
our directors and our former Chief Financial Officer, for gross proceeds of CAD$1,500,000. We issued 333,333 Common Shares at a
price of CAD$4.50 per Common Share.

 
On April 22, 2021, we closed a private placement warrant offering, or the Warrant Offering, with certain investors, including

one of our directors and our former Chief Financial Officer, for gross proceeds of CAD$375,000. We issued 250,000 Warrants at a
price of CAD$1.50 per Warrant. Each Warrant is exercisable into one Common Share of the Company at CAD$4.50 per Common
Share until April 22, 2024.

 
On June 22, 2021, we closed a private placement for gross proceeds of CAD$6,225,000, with certain investors, including one

of our 5% holders. We issued 276,666 units of the Company at a price of CAD$22.50 per unit for gross proceeds of CAD$6,225,000.



Each unit consisted of one common share and one Common Share purchase warrant, with each such warrant entitling its holder to
acquire one additional Common Share at an exercise price of CAD$37.50 per Warrant Share until December 22, 2022.

 
On February 8, 2022, we entered into a private placement agreement with Medigus Ltd., or Medigus, pursuant to which we

will raise approximately CAD$1.6 million (approximately $1.25 million). As consideration for the agreement, we agreed to issue
Medigus 63,245 units, or the Medigus Units at a subscription price of CAD$24.00 (approximately $19.00) per Medigus Unit. Each
Medigus Unit is comprised of one Common Share and one warrant to purchase one Common Share. Each warrant will be exercisable
for a period of 18 months into one additional Common Share at a price per share of CAD$60.00. The transaction closed in April 2022.
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Additionally, since December 2018, we have granted share options to employees, directors, consultants and service providers

under our Executive Stock Option and Restricted Share Unit Plans. There are currently an aggregate of 186,490 stock options and
RSU’s outstanding, with exercise prices ranging from CAD$5.55 to CAD$30.00 per share.
 
Item 8. Exhibits and Financial Statement Schedules.
 
(a) Exhibits. See the Exhibit Index attached to this registration statement, which is incorporated by reference herein.
 
(b) Financial Statement Schedules. Schedules not listed above have been omitted because the information required to be set forth
therein is not applicable or is shown in the financial statements or notes thereto.
 
Item 9. Undertakings.
 

(a) The undersigned Registrant hereby undertakes:
 

(1) To file, during any period in which offers or sales are being made, a post-effective amendment to this registration
statement:

 
i. To include any prospectus required by section 10(a)(3) of the Securities Act;

 
ii. To reflect in the prospectus any facts or events arising after the effective date of the registration statement (or the

most recent post-effective amendment thereof) which, individually or in the aggregate, represent a fundamental
change in the information set forth in the registration statement. Notwithstanding the foregoing, any increase or
decrease in volume of securities offered (if the total dollar value of securities offered would not exceed that
which was registered) and any deviation from the low or high end of the estimated maximum offering range may
be reflected in the form of prospectus filed with the Commission pursuant to Rule 424(b) if, in the aggregate, the
changes in volume and price represent no more than 20% change in the maximum aggregate offering price set
forth in the “Calculation of Registration Fee” table in the effective registration statement;

 
iii. To include any material information with respect to the plan of distribution not previously disclosed in the

registration statement or any material change to such information in the registration statement.
 

(2) That, for the purpose of determining any liability under the Securities Act, each such post-effective amendment shall
be deemed to be a new registration statement relating to the securities offered therein, and the offering of such
securities at that time shall be deemed to be the initial bona fide offering thereof.

 
(3) To remove from registration by means of a post-effective amendment any of the securities being registered which

remain unsold at the termination of the offering.
 

(4) To file a post-effective amendment to the registration statement to include any financial statements required by Item
8.A. of Form 20-F at the start of any delayed offering or throughout a continuous offering. Financial statements and
information otherwise required by Section 10(a)(3) of the Act need not be furnished, provided that the registrant
includes in the prospectus, by means of a post-effective amendment, financial statements required pursuant to this
paragraph (a)(4) and other information necessary to ensure that all other information in the prospectus is at least as
current as the date of those financial statements. Notwithstanding the foregoing, with respect to registration
statements on Form F-3, a post-effective amendment need not be filed to include financial statements and
information required by Section 10(a)(3) of the Act or Rule 3-19 of this chapter if such financial statements and
information are contained in periodic reports filed with or furnished to the Commission by the registrant pursuant to
section 13 or section 15(d) of the Securities Exchange Act of 1934 that are incorporated by reference in the Form F-
3.

 
(5) That, for the purpose of determining liability under the Securities Act to any purchaser:

 
i. If the registrant is relying on Rule 430B:

 
A. Each prospectus filed by the registrant pursuant to Rule 424(b)(3) shall be deemed to be part of the

registration statement as of the date the filed prospectus was deemed part of and included in the registration
statement; and
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B. Each prospectus required to be filed pursuant to Rule 424(b)(2), (b)(5), or (b)(7) as part of a registration

statement in reliance on Rule 430B relating to an offering made pursuant to Rule 415(a)(1)(i), (vii), or (x)
for the purpose of providing the information required by section 10(a) of the Securities Act shall be deemed
to be part of and included in the registration statement as of the earlier of the date such form of prospectus is
first used after effectiveness of the date of the first contract or sale of securities in the offering described in
the prospectus. As provided in Rule 430B, for liability purposes of the issuer and any person that is at that
date and underwriter, such date shall be deemed to be a new effective date of the registration statement
relating to the securities in the registration statement to which that prospectus relates, and the offering of
such securities at that time shall be deemed to be the initial bona fide offering thereof. Provided, however,
that no statement made in a registration statement or prospectus that is part of the registration statement or
made in a document incorporated or deemed incorporated by reference into the registration statement or
prospectus that is part of the registration statement will, as to a purchaser with a time of contract sale prior
to such effective date, supersede or modify any statement that was made in the registration statement or
prospectus that was part of the registration statement or made in any such document immediately prior to
such effective date; or

 
ii. If the registrant is subject to Rule 430C, each prospectus filed pursuant to Rule 424(b) as part of a registration

statement relating to an offering, other than registration statements relying on Rule 430B or other prospectuses
filed in reliance on Rule 430A, shall be deemed to be part of and included in the registration statement as of the
date it is first used after effectiveness. Provided, however, that no statement made in a registration statement or
prospectus that is part of the registration statement or made in a document incorporated or deemed incorporated
by reference into the registration statement or prospectus that is part of the registration statement will, as to a
purchaser with a time of contract of sale prior to such first use, supersede or modify any statement that was made
in the registration statement or prospectus that was part of the registration statement or made in any such
document immediately prior to such date of first use.

 
(6) That, for the purpose of determining liability of the registrant under the Securities Act to any purchaser in the initial

distribution of the securities, the undersigned registrant undertakes that in a primary offering of securities of the
undersigned registrant pursuant to this registration statement, regardless of the underwriting method used to sell the
securities to the purchaser, if the securities are offered or sold to such purchaser by means of any of the following
communications, the undersigned registrant will be a seller to the purchaser and will be considered to offer or sell
securities to such purchaser:

 
i. Any preliminary prospectus or prospectus of the undersigned registrant relating to the offering required to be

filed pursuant to Rule 424;
 

ii. Any free writing prospectus relating to the offering prepared by or on behalf of the undersigned registrant or
used or referred to by the undersigned registrant;

 
iii. The portion of any other free writing prospectus relating to the offering containing material information about

the undersigned registrant or its securities provided by or on behalf of the undersigned registrant; and
 

iv. Any other communication that is an offer in the offering made by the undersigned registrant to the purchaser.
 

(b) The undersigned registrant hereby undertakes to provide to the underwriters at the closing specified in the
underwriting agreements, certificates in such denominations and registered in such names as required by the
underwriter to permit prompt delivery to each purchaser.

 
(c) Insofar as indemnification for liabilities arising under the Securities Act may be permitted to directors,

officers and controlling persons of the registrant pursuant to the provisions described in Item 6 hereof, or
otherwise, the registrant has been advised that in the opinion of the SEC such indemnification is against
public policy as expressed in the Act and is, therefore, unenforceable. In the event that a claim for
indemnification against such liabilities (other than the payment by the registrant of expenses incurred or
paid by a director, officer or controlling person of the registrant in the successful defense of any action, suit
or proceeding) is asserted by such director, officer or controlling person in connection with the securities
being registered, the registrant will, unless in the opinion of its counsel the matter has been settled by
controlling precedent, submit to a court of appropriate jurisdiction the question whether such



indemnification by it is against public policy as expressed in the Act and will be governed by the final
adjudication of such issue.

 
(d) The undersigned registrant hereby undertakes that:

 
(1) That for purposes of determining any liability under the Securities Act, the information omitted from the form of

prospectus filed as part of this registration statement in reliance upon Rule 430A and contained in a form of
prospectus filed by the registrant pursuant to Rule 424(b)(1) or (4), or 497(h) under the Securities Act shall be
deemed to be part of this registration statement as of the time it was declared effective.

 
(2) That for the purpose of determining any liability under the Securities Act, each post-effective amendment that

contains a form of prospectus shall be deemed to be a new registration statement relating to the securities offered
therein, and the offering of such securities at that time shall be deemed to be the initial bona fide offering thereof.
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EXHIBIT INDEX

 
EXHIBIT
NUMBER  EXHIBIT DESCRIPTION

1.1**  Form of Underwriting Agreement
   

3.1**  Articles of Association of the Registrant, as currently in effect
   

4.1**  Form of Underwriter’s Warrant
   

5.1**  Opinion of Daniel Bloch, Canadian counsel to the Registrant, as to the validity of the Common Shares
   

10.1**  Form of Indemnification Agreement
   

10.2**  Stock Option Plan
   

10.3**  Framework Research and Option Agreement with Yissum Research Development Company of the Hebrew University of
Jerusalem Ltd., dated October 1, 2021.

   
10.4**  Framework Agreement for the Conduct of Research with Yissum Research Development Company of the Hebrew

University of Jerusalem Ltd., dated November 8, 2021.
   

10.5**  Sponsored Research Agreement with BIRAD Research and Development Company, dated November 8, 2021.
   

10.6**  Subscription Agreement with Medigus Ltd.
   

10.7**  SciSparc Cooperation Agreement
   

10.8**  Amendment to Subscription Agreement with Medigus Ltd.
   

23.1**  Consent of Saturna Group Chartered Professional Accountants LLP
   

23.2**  Consent of Daniel Bloch (included in Exhibit 5.1)
   

24.1**  Power of Attorney (included in signature pages of Registration Statement)
   

107**  Filing Fee Table
 
* Filed herewith
** Previously Filed
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https://www.sec.gov/Archives/edgar/data/1892500/000121390022068347/ea167851ex1-1_clearmind.htm
https://www.sec.gov/Archives/edgar/data/1892500/000121390022049331/ea163000ex3-1_clearmind.htm
https://www.sec.gov/Archives/edgar/data/1892500/000121390022066551/ea167556ex4-1_clearmind.htm
http://www.sec.gov/Archives/edgar/data/1892500/000121390022062505/ea166639ex5-1_clearmind.htm
http://www.sec.gov/Archives/edgar/data/1892500/000121390022057529/ea165399ex10-1_clearmind.htm
http://www.sec.gov/Archives/edgar/data/1892500/000121390022049331/ea163000ex10-2_clearmind.htm
http://www.sec.gov/Archives/edgar/data/1892500/000121390022049331/ea163000ex10-3_clearmind.htm
http://www.sec.gov/Archives/edgar/data/1892500/000121390022049331/ea163000ex10-4_clearmind.htm
http://www.sec.gov/Archives/edgar/data/1892500/000121390022049331/ea163000ex10-5_clearmind.htm
http://www.sec.gov/Archives/edgar/data/1892500/000121390022049331/ea163000ex10-9_clearmind.htm
http://www.sec.gov/Archives/edgar/data/1892500/000121390022057529/ea165399ex10-7_clearmind.htm
http://www.sec.gov/Archives/edgar/data/1892500/000121390022057529/ea165399ex10-8_clearmind.htm
https://www.sec.gov/Archives/edgar/data/1892500/000121390022068347/ea167851ex23-1_clearmind.htm
http://www.sec.gov/Archives/edgar/data/1892500/000121390022062505/ea166639ex5-1_clearmind.htm
http://www.sec.gov/Archives/edgar/data/1892500/000121390022035917/ea162124-f1_clearmind.htm#a_024
http://www.sec.gov/Archives/edgar/data/1892500/000121390022062505/ea166639ex-fee_clearmind.htm


 

 
SIGNATURES

 
Pursuant to the requirements of the Securities Act of 1933, as amended, the Registrant certifies that it has reasonable grounds

to believe that it meets all of the requirements for filing on Form F-1 and has duly caused this Registration Statement to be signed on
its behalf by the undersigned, thereunto duly authorized, in British Columbia, Canada on this 14th day of November, 2022.

 
 CLEARMIND MEDICINE INC.

   
 By: /s/ Dr. Adi Zuloff-Shani

  Dr. Adi Zuloff-Shani, Chief Executive Officer
 

Pursuant to the requirements of the Securities Act, this Registration Statement has been signed by the following persons in the
capacities and on the dates indicated.

 
Signature  Title  Date

     
/s/ Dr. Adi Zuloff-Shani  Chief Executive Officer  November 14, 2022
Dr. Adi Zuloff-Shani  (Principal Executive Officer)   
     
/s/ Alan Rootenberg  Chief Financial Officer and Director  November 14, 2022
Alan Rootenberg  (Principal Financial and Accounting Officer)   
     
/s/ *  Vice President of Business Development  November 14, 2022
Prof. Mark Haden     
     
/s/ *  Chairman of the Board of Directors  November 14, 2022
Amitay Weiss     
     
/s/ *  Director  November 14, 2022
Oz Adler     
     
/s/ *  Director  November 14, 2022
Yehonatan Shachar     

 
* /s/ Adi-Zuloff Shani  
Adi-Zuloff Shani  
Attorney-in-fact  
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SIGNATURE OF AUTHORIZED REPRESENTATIVE IN THE UNITED STATES

 
Pursuant to the requirements of the Securities Act of 1933, as amended, the undersigned, the duly authorized representative in

the United States of Clearmind Medicine Inc., has signed this Registration Statement on this 14th day of November, 2022.
 

 Puglisi & Associates
 
Authorized U.S. Representative

  
 /s/ Donald J. Puglisi 
 Name: Donald J. Puglisi
 Title:  Managing Director
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