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The information in this 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 prospectus is not an offer to sell these securities and it is not soliciting an offer to buy these securities in any state where the
offer or sale is not permitted.
 
SUBJECT TO COMPLETION, DATED APRIL 13, 2021
 

PRELIMINARY PROSPECTUS
 

               Shares
 

 
Pasithea Therapeutics Corp.

 
Common Stock

 
We are offering           shares of our common stock (“Common Stock”). This is our initial public offering. Prior to the offering, there has been no public market for our
Common Stock. We expect the initial public offering price to be between $            and $           per share. We intend to apply to list our Common Stock on The Nasdaq Capital
Market under the symbol “KTTA”.
 
We are an “emerging growth company” under the federal securities laws and, as such, we have elected to comply with certain reduced public company reporting requirements
for this prospectus and future filings. See “Prospectus Summary—Implications of Being an Emerging Growth Company and a Smaller Reporting Company.”
 
Investing in our Common Stock involves a high degree of risk. Before buying any shares, you should carefully read the discussion of the material risks of investing in
our Common Stock under the heading “Risk Factors” beginning on page 15 of this prospectus.
 
Neither the Securities and Exchange Commission nor any state securities commission has approved or disapproved of these securities or passed on the adequacy or
accuracy of this prospectus. Any representation to the contrary is a criminal offense.
 

  Per share   Total  
Public offering price  $    $   
Underwriting discounts and commissions (1)  $    $   
Proceeds, before expenses, to us  $    $   
 
(1) See “Underwriters” beginning on page 103 of this prospectus for additional information regarding the compensation payable to the underwriters.
 
We have granted a 45-day option to the underwriters to purchase up to          additional shares of Common Stock solely to cover over-allotments, if any. If the underwriters
exercise the option in full, the total underwriting discounts and commissions payable by us will be $          , and the total proceeds to us, before expenses, will be $        .
 
Delivery of the shares of Common Stock is expected to be made on or about          , 2021.
 

KINGSWOOD CAPITAL MARKETS
 

division of Benchmark Investments, Inc.
 

The date of this prospectus is          , 2021
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Neither we nor the underwriters have authorized anyone to provide any information or to make any representations other than those contained in this prospectus or in any free
writing prospectus prepared by or on behalf of us or to which we have referred you. We take no responsibility for, and can provide no assurance as to the reliability of, any other
information that others may give you. This prospectus is an offer to sell only the shares of Common Stock offered hereby, but only under circumstances and in jurisdictions
where it is lawful to do so. The information contained in this prospectus or in any applicable free writing prospectus is current only as of its date, regardless of its time of
delivery or any sale of shares of our Common Stock. Our business, financial condition, results of operations and prospects may have changed since that date.
 
For investors outside the United States: Neither we nor 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. Persons outside the United States who come into possession of this prospectus must
inform themselves about, and observe any restrictions relating to, the offering of the shares of Common Stock and the distribution of this prospectus outside the United States.
 

FINANCIAL STATEMENT PRESENTATION
 
The consolidated financial statements as of December 31, 2020 and for the period May 12, 2020 (inception) to December 31, 2020 represent the operations of Pasithea
Therapeutics Corp. and its wholly owned subsidiaries, Pasithea Therapeutics Limited (UK) and Pasithea Clinics Inc. All inter-company balances and transactions among the
companies have been eliminated upon consolidation.
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ABOUT THIS PROSPECTUS

 
Except where the context otherwise requires or where otherwise indicated throughout this registration statement, the terms “Pasithea,” “we,” “us,” our,” “our company,”
“Company” and “our business” refer to Pasithea Therapeutics Corp. and its wholly owned subsidiaries, Pasithea Therapeutics Limited (UK) and Pasithea Clinics Inc. 
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 PROSPECTUS SUMMARY

 
This summary highlights, and is qualified in its entirety by, the more detailed information and financial statements included elsewhere in this prospectus. This summary does
not contain all of the information that may be important to you in making your investment decision. You should read this entire prospectus carefully, especially the “Risk
Factors” section beginning on page 15 and our financial statements and the related notes included elsewhere in this prospectus, before making an investment decision.
 
Business Overview
 
We are a biotechnology company focused on the research and discovery of new and effective treatments for psychiatric and neurological disorders. Epidemiological data
indicate neuropsychiatric disorders as being some of the most prevalent, devastating, and yet poorly treated illnesses. We believe that the current treatments for these
disorders, such as depression, are inadequate and that conventional medicines have low success rates in long-term treatment. For example, current pharmacotherapies for
major depressive disorder (MDD) and bipolar depression (BDep) have a distinct lag of onset that can generate further distress and impairment in patients. Traditional
psychiatric drugs can also cause serious side effects. Furthermore, the approval of psychotropic drugs with novel mechanisms of action has been rare in recent years. Our
biotech operations will focus on developing drugs that target the pathophysiology underlying such disorders rather than symptomatic treatments, with the goal of developing
new pharmacological agents that display significant advantages over conventional therapies with respect to efficacy and tolerability. We will particularly focus on the cross-
talk between the immune system and brain disorders and how immune dysregulation affects central nervous system (CNS) function. Our drug discovery efforts will focus on
neuropsychiatric disorders that although phenotypically distinct are pathogenically related. We aim to focus on mechanism-based immune treatments for the treatment of
these disorders.
 
Our secondary operations are focused on establishing anti-depression clinics across the United Kingdom and providing business support services to similar entities in the
United States and using psychiatric assessment combined with physician/medical providers to administer intravenous infusions of ketamine. Operations will initially take
place across the United States and the United Kingdom through partnerships with healthcare companies, including with Zen Healthcare and The IV Doc Inc. (“The IV Doc”).
 
Ketamine was first introduced to the medical community as a surgical anesthetic more than 50 years ago. According to “Ketamine and other N-methyl-D-aspartate receptor
antagonists in the treatment of depression: a perspective review,” a 2015 article published by Therapeutic Advances in Chronic Disease, a peer-reviewed open access journal,
and “Ketamine for major depression: New tool, new questions,” a 2019 article published on the Harvard Medical School’s website, as of the date of this prospectus, ketamine
is gaining grounds as a promising treatment for some cases of major depression. It works differently than traditional antidepressants, which target the brain’s serotonin and
noradrenalin systems. Ketamine blocks N-methyl-D-aspartate (NMDA), a receptor in the brain that is activated by glutamate, a neurotransmitter. A single subanesthetic dose
infusion of the NMDA receptor antagonist ketamine has been shown to have potentially rapid and potent antidepressant effects in treatment-resistant MDD as well as for the
treatment of post-traumatic stress disorder. While not approved by the U.S. Food and Drug Administration (FDA) or the Medicines and Healthcare products Regulatory
Agency (MHRA) to treat depression, and while recreational use remains prohibited, subject to appropriate caution and review, doctors and pharmacists prescribe ketamine for
medical purposes, a practice endorsed by the American Psychiatric Association. Ketamine’s potential safety and effectiveness have been demonstrated in multiple research
studies. As many as 70% of those who get ketamine infusions show a response, typically after the first session. If a person responds to ketamine, it may rapidly reduce
suicidality and relieve other symptoms of depression.
 
As of March 26, 2021, the Company had not commenced core operations. All activity for the period from May 12, 2020 (inception) through March 26, 2021 relates to the
Company’s formation and raising funds through issuing shares of the Company’s Common Stock. The Company has selected December 31 as its fiscal year end.
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Our Strategy
 
Our core strategy is to become a leader in solving psychiatric and neurological disorders, one of the world’s biggest clinical problems, through research, development, and
commercialization of novel CNS drugs. Key elements of our business strategy are as follows:
 
 ● Research new drugs with different mechanism of action to conventional psychiatric and neurological drugs, targeting the pathophysiology underlying the disease, for

the treatment of CNS disorders under the leadership of Professor Lawrence Steinman, a renowned neurologist and immunologist based at Stanford University, and Dr.
Tiago Reis Marques, a psychiatrist and neuroscientist at Imperial College and King’s College London;

   
 ● Partner with reputable and successful healthcare companies and clinics to provide and support the intravenous administration of ketamine to treat treatment-resistant

depression;
 
 ○ Create a capital efficient revenue stream with significant client bases across the United States and the United Kingdom, including in Los Angeles, New York

City, and London; and
   
 ○ Create a diversified revenue stream by establishing and supporting clinics to provide greater visibility of revenue and EBITDA.
 
Development Pipeline
 
Our current research plan, which is aimed at developing new molecular entities and/or novel biologic drugs in the 24 months following the closing of this offering, is as
follows:
 

1. Selection of Candidates. We plan to select and develop three lead candidate compounds focused on the neurobiology of psychiatric and neurological disorders that
can be developed into drugs and which have commercial potential as drug targets.

 
2. Hit to Lead Stage. Next, we plan to put the candidate compounds through a hit to lead stage, which is a stage in early drug discovery where small molecule hits

from a high throughput screen are evaluated and undergo limited optimization to identify promising lead compounds. The candidate compounds will undergo chemistry
characterization, compound metabolism, pharmacokinetics, in vitro pharmacology, in vivo pharmacology, and safety assays.

 
3. Disease Models. We plan to use preclinical models of psychiatric and neurological disorders, as the lead compounds are cleared. Our research will combine a

conservative approach, under which lead compounds will be sought on a well-defined target, and a moonshot approach, under which completely novel mechanisms of action
will be researched.

 
After 24 months, and after we develop one or more product candidates, subject to FDA and other similar regulatory approvals, we aim to begin one or more clinical



trials.
 

About Our Indications
 
According to the National Institute of Mental Health, mental illnesses are common in the United States. Mental illnesses include many different conditions that vary in degree
of severity, ranging from mild to moderate to severe. Two broad categories can be used to describe these conditions: Any Mental Illness (AMI) and Serious Mental Illness
(SMI). AMI encompasses all recognized mental illnesses, whereas SMI is a smaller and more severe subset of AMI.
 
In 2019, there were an estimated 51.5 million adults aged 18 or older in the United States with AMI. Among the 51.5 million adults with AMI, 23.0 million (44.8%) received
mental health services in the past year. In 2019, there were an estimated 13.1 million adults aged 18 or older in the United States with SMI, which represented 5.2% of all U.S.
adults. Out of the 13.1 million adults with SMI, 8.6 million (65.5%) received mental health treatment in the past year.
 
According to the Mayo Clinic, treatment for mental illness largely depends on the type of mental illness and its severity. Currently, treatment can include psychiatric
medication (such as anti-depressants, anti-anxiety medications, mood stabilizers, and antipsychotic drugs), psychotherapy, brain-stimulation treatments, hospitalization,
substance misuse treatment, or any combination of the foregoing.
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Clinical Services
 
Our secondary operations are focused on establishing anti-depression clinics across the United Kingdom and providing business support services to similar entities in the
United States, using psychiatric assessment combined with physician/medical providers to provide private intravenous infusions of ketamine to treat treatment-resistant
depression through partnerships with healthcare companies including with Zen Healthcare and The IV Doc.
 
United Kingdom. Pasithea’s United Kingdom branch has already partnered with Zen Healthcare, a general practice group with three locations: Marylebone, Knightsbridge,
and Holborn. Zen Healthcare has been operating for five years and has approximately 30,000 patients. Its practices give us immediate exposure in the United Kingdom. Other
advantages including gaining access to an existing management structure and qualified general practitioners, pharmacists, therapists, and psychotherapists. In the future, we
plan to open independent clinics in London and other top regional cities in the United Kingdom.
 
In the United Kingdom (UK), Pasithea Therapeutics Corp. has established a wholly owned subsidiary organized under United Kingdom Law to provide psychotherapy and to
administer IV ketamine in clinics. Under the laws of the UK, this entity may directly own and operate clinics, employ physicians, and provide management services to clinics
and providers. In order to do so, the UK entity must obtain approvals from the following agencies: MHRA, Care Quality Commission (CQC), General Medical Council
(GMC) and the General Pharmaceutical Council (GPC).
 
Specifically, in the UK, Pasithea will be responsible for obligations such as maintaining a CQC license, marketing ketamine and other treatments, booking and taking
payments from patients, providing licensed and qualified staff and all pharmaceuticals and equipment necessary for the assessment of patients and provision of the treatments,
assessing patients, and administering treatments. At the present, Pasithea has partnered with Purecare Limited and Portman Health Ltd that own Zen clinics to treat patients,
including providing psychiatric consultations, and that have pharmacies that will procure, handle, and administer ketamine in treatment rooms, providing all pharmaceuticals
and equipment necessary for the assessment of patients and the provision of the treatments.
 
In the UK, ketamine is a Schedule II controlled substance under the Misuse of Drugs Regulations 2010 and is controlled with regard to synthesis, storage and distribution
under the Misuse of Drugs Act 1971 as amended. Possession of ketamine requires Home Office licensing and may only be stored on premises complying with professional
strictures of the GPC. As a controlled substance, ketamine requires production and supply from a manufacturer possessing MHRA manufacturing authorization which ensures
the production of good manufacturing practice (GMP) quality ketamine. Additionally, like in the US, because IV ketamine has not yet been granted marketing authorization
for the psychotherapy indication in the UK, it must be regarded as an unlicensed medicine that is being used off label without its authorized indications for anesthesia and/or
chronic pain. The GMC code of good practice allows a physician to prescribe an unlicensed medicine under his own responsibility.
 
Specifically, in the UK, our operation process are as follows:
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United States (including New York and California). In the United States, Pasithea has partnered with The IV Doc. The IV Doc itself and through clinical affiliates has treated
over 50,000 patients over the past seven years. During that period, The IV Doc has established relationships with over 800 clinicians. Through these efforts, The IV Doc has
developed a national reputation for the provision of in-home infusion services, testing, and outpatient medical care. Pasithea’s operations in New York and Los Angeles can be
efficiently expanded to other locations utilizing The IV Doc patient service delivery model, including The IV Doc software and technology and clinical services management



resources.
 
In the United States, the FDA, the Drug Enforcement Agency (DEA) and state agencies regulate the use, maintenance and distribution of ketamine. At the federal level, FDA
has approved ketamine for use as an anesthetic but not for subanesthetic intravenous administration for psychotherapy. However, in general, physicians may prescribe FDA-
approved drugs for conditions other than what the drugs have been explicitly approved for (off-label use). Once a drug such as ketamine is approved for any use, physicians
may prescribe those drugs for off-label uses consistent with applicable state medical practice requirements (see below). Thus, no new or additional approvals are required
from the FDA for the off-label use of ketamine for proper medical use like in this instance. The DEA, under the federal Controlled Substance Act, oversees the maintenance
and distribution of all controlled substances, including ketamine. Depending on the specific clinical protocols and standards established by the independent professional
services company and the contracted or employed physicians prescribing and administering ketamine, the entity and/or the contracted or employed physicians will be required
to comply with all DEA requirements.
 
In New York and California (the “Initial States”), Pasithea is in the process of establishing management agreements with independent professional services companies that are
in the process of formation that will be organized and established under the laws of the Initial States, including all laws related to the corporate practice of medicine, fee-
splitting, licensure, and fraud and abuse laws. The independent professional services companies, through their physicians and nurses, will perform the clinical operations
related to the business model. Individual clinicians, including psychiatrists, anesthesiologists, and nurses, all licensed and qualified to provide the clinical services required,
will contract with the independent professional services companies to provide the services (see below). The independent professional services companies will be owned by a
separate shareholder or shareholders from Pasithea. Through its management agreement, Pasithea, in conjunction with The IV Doc, will provide all of the non-clinical
management services necessary for the professional services companies to operate, including administrative services, information technology services and marketing services,
online advertising, and other channels. Pasithea has entered into a subcontract agreement with The IV Doc to provide for the subcontracting of certain administrative,
information technology, and billing services provided by The IV Doc to us.
 
In New York, licensed New York psychiatrists will perform the initial diagnostic services to patients. Thereafter, these patients will be evaluated and, where appropriate,
administered IV ketamine by licensed anesthesiologists. For further discussion, you should read the section titled “Business - Clinical Services” beginning on page 60.
 
In California, licensed psychiatrists will perform the initial diagnostic services to patients. Thereafter, these patients will be evaluated and, where appropriate, administered IV
ketamine by licensed anesthesiologists. For further discussion, you should read the section titled “Business - Clinical Services” beginning on page 60. 
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The process of ketamine infusion treatment entails first conducting a psychiatric assessment of the patient to determine the appropriateness of the treatment, then
administering infusion treatment, and finally conducting psychiatric follow-ups. Specifically, in the United States, our operation process are as follows (in the United States,
Pasithea will only provide business support services to other entities providing the relevant medical services):
 

 
Our Team
 
We are founded and led by a best-in-class management team:
 
 ● Professor Lawrence Steinman, Executive Chairman and Co-Founder. Professor Steinman has served on our board of directors since August 2020. Prior to joining

Pasithea, he served on the Board of Directors of Centocor from 1989 to 1998, the Board of Directors of Neurocine Biosciences from 1997 to 2005, the Board of
Directors of Atreca from 2010 to 2019, the Board of Directors of BioAtla from 2016 to the present, and the Board of Directors of Tolerion from 2013 to the present.
He is currently the George A. Zimmermann Endowed Chair in the Neurology Department at Stanford University and previously served as the Chair of the
Interdepartmental Program in Immunology at Stanford University Medical School from 2003 to 2011. He is a member of the National Academy of Medicine and the
National Academy of Sciences. He also founded the Steinman Laboratory at Stanford University, which is dedicated to understanding the pathogenesis of autoimmune
diseases, particularly multiple sclerosis and neuromyelitis optica. He received the Frederic Sasse Award from the Free University of Berlin in 1994, the Sen. Jacob
Javits Award from the U.S. Congress in 1988 and 2002, the John Dystel Prize in 2004 from the National MS Society in the U.S., the Charcot Prize for Lifetime
Achievement in Multiple Sclerosis Research in 2011 from the International Federation of MS Societies and the Anthony Cerami Award in Translational Medicine by
the Feinstein Institute of Molecular Medicine in 2015. He also received an honorary Ph.D. at the Hasselt University in 2008. He received his BA (physics) from
Dartmouth College in 1968 and his MD from Harvard University in 1973. He also completed a fellowship in chemical immunology at the Weizmann Institute (1974 –
1977) and was an intern and resident at Stanford University Medical School.

   
 ● Dr. Tiago Reis Marques, Chief Executive Officer and Director. Dr. Marques has served on our board of directors and as Chief Executive Officer since August 2020.

He is a senior clinical fellow at Imperial College London and a lecturer at the Institute of Psychiatry, Psychology & Neuroscience (IoPPN), King’s College London.
IoPPN is ranked second in the world for psychology and psychiatry by US News and Best Global Universities, and is home to one of the world’s largest centers for
neuroscience research. Dr. Marques is also a psychiatrist at Maudsley Hospital. His research focuses on topics including the mechanism of action of psychiatric
medication and novel treatment targets. During his career, he has obtained multiple awards for his research. Dr. Marques is an author or co-author of more than 100
scientific publications in peer-reviewed journals in psychiatry and neuroscience, has co-authored international treatment guidelines and written book chapters,
including in the leading book in the field, “Neurobiology of Mental Illness.”

   



 ● Stanley M. Gloss, Chief Financial Officer. Mr. Gloss has served as our Chief Financial Officer since April 2021. He has been self-employed for the past year doing
financial consulting in the areas of accounting and financial reporting. From 2017 to 2020, Mr. Gloss was Controller at Ace Universe, establishing and maintaining the
budgets and financial reporting systems and sourcing and maintaining the company insurance. From 2009 to 2016, Mr. Gloss was Controller and Vice President of
Finance of Wizard World Inc., where he established and maintained the budgets and financial reporting systems, sourced and maintained the company contracts and
insurance, and coordinated public filings. He received his Bachelor of Science in Accounting from Fairfield University.
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 ● Dr. Yassine Bendiabdallah, Chief Operating Officer, Head of UK Clinics and Director. Dr. Bendiabdallah has served on our board of directors and as Chief Operating

Officer since March 2021. He also co-founded Pasithea Therapeutics Corp. and is currently Head of UK Clinics. Dr. Bendiabdallah is an expert in functional medicine
and bio-identical hormone therapy. He completed a Masters in Pharmacy at King’s College London in 2006. He was then awarded a PhD scholarship within Cancer
Research UK group at University Colleges London which was completed with honours in 2010. He then went on to work for a number of pharmaceutical companies
and held research position at University College London. He has been involved in several startups including HelloDr (HelloDr Ltd, Proximal Health Ltd) an online
tech in healthcare, Androgenix Pharmaceuticals Ltd, and Purecare Ltd (Zen Healthcare) which he is the co-founder and current managing director. Zen Healthcare
now comprises several clinics and pharmacies in the UK. He holds a number of scientific publications in peer-reviewed literature the anticancer research industry. Dr.
Bendiabdallah has also attended and presented at several seminars and conferences globally. His current clinical expertise includes age reversal therapies, functional
approaches to medicines and intravenous micronutrient therapies.

 
 ● Simon Dumesnil, Director. Mr. Dumesnil has served on our board of directors since April 2021. He is currently a Managing Partner and Director of Dunraven Capital

Partners Limited, an investment management advisory company incorporated in the UK whose investments are predominately in Eastern European corporate distressed
credits and structured products. From 2013 to 2018, Mr. Dumesnil was Managing Director and Head of Structured Financing Group Americas of UBS Securities LLC,
where he was responsible for the structured financing trading book in the USA and LATAM and managed a book of financing positions across fixed income products
(corporate syndicated and middle-market loans, corporate bonds, real estate loans, CMBS/RMBS/CLO/ABS, LATAM Sovereign). From 2010 to 2013, he was
Managing Director and Co-Head Private-Side Structuring Group EMEA of UBS AG., where he was responsible for arranging structured solution transactions and
acquisitions for FIG and Special Situation Group (SSG) and also co-headed the illiquid financing business. From 2009 to 2010, Mr. Dumesnil was the Chief
Investment Officer Bluestone Capital Management and responsible for investments in distressed assets across Europe. From 2008 to 2009, Mr. Dumesnil was Director
of Lehman Brother Holding Inc. and responsible for restructuring and unwinding Lehman Brothers Special Financing Inc. derivative book post-bankruptcy. From 2003
to 2008, Mr. Dumesnil was Director of Lehman Brothers International (Europe). Throughout his career at Dunraven Capital Management, UBS Securities, UBS AG,
Bluestone Capital Management and Lehman Brothers, Mr. Dumesnil advised and underwritten corporate risk related to companies across industries or jurisdictions.
He has an in-depth knowledge on corporate restructuring and capital structure optimization for companies across their business life cycle. His experience as Chief
Investment Officer during the launch and growth phases of a financial services and technology company represents valuable insights for our Company. Mr. Dumesnil
attended Cass Business School, where he received his Master of Science in Banking and International Finance and École des Hautes-Études-Commerciales HEC,
where he received his Bachelor in Business and Administration, Finance.

 
Other Partnerships
 
In addition to our clinic partnerships described above, we anticipate partnering both with contract research organizations and educational institutions to help develop our
product candidates and, eventually, to support our clinical trials.
 
Manufacturing
 
We anticipate devoting significant resources to process development and manufacturing to optimize process robustness and success rates in developing potential product
candidates with financially viable per-unit manufacturing costs and enable us to quickly achieve regional and global scale production upon regulatory approval for our future
product candidates.
 
Financial Overview
 
We have experienced losses since inception and, at December 31, 2020, had an accumulated deficit of approximately $40,984. We expect to incur additional losses in the
future and expect cumulative losses to increase. Since May 2020, we have received approximately $1.47 million in equity financing in connection with which we issued
8,307,327 shares of Common Stock to approximately 46 accredited investors through a series of financings conducted pursuant to the Rule 506(b) Regulation D “safe harbor”
for the private offering exemption of Section 4(a)(2) of the Securities Act completed in January 2021.
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Summary of Risk Factors
 

Our business and operations are subject to a number of risks, which you should be aware of prior to making a decision to invest in our Common Stock. These risks are
discussed more fully in the “Risk Factors” section of this prospectus immediately following this prospectus summary. Below is a summary of these risks.
 

Risks Relating to our Business
 
 ● We have a limited operating history and have no products or services approved for commercial sale, which may make it difficult for you to evaluate our current

business and predict our future success and viability.
 ● If the potential of our future product candidates to treat diseases is not realized, the value of our technology and our development programs could be significantly

reduced.
 ● Our future product candidates may cause side effects that could delay or prevent their regulatory approval or have other significant adverse implications on our

business, financial condition and results of operations.
 ● If we are not able to recruit and retain qualified management and scientific personnel, we may fail in developing our technologies and product candidates.
 ● Our future product candidates will represent new classes of therapy that the marketplace may not understand or accept.
 ● If we fail to comply with any of the privacy and data security requirements of being a HIPAA “business associate”, we could be subject to significant liability, which

can adversely affect our business.



 ● We may eventually compete for product sales with other companies, many of which will have greater resources or capabilities than we have, or may succeed in
developing better products or in developing products more quickly than we do, and we may not compete successfully with them.

 ● We have ongoing challenges with respect to our liquidity and access to capital.
 ● We have a history of losses and may not be able to achieve profitability going forward.
 ● Public health threats including those related to the novel strain of coronavirus, SARS-CoV-2 (which causes the disease now called COVID-19), could have an adverse

effect on our operations.
 ● If we are unable to effectively adopt to changes in the health care industry, our revenue, profitability or liquidity could be adversely affected.
 ● If our labor costs continue to rise, we may experience disruptions in our business operations and increases in operating expenses, among other things, which could have

a material adverse effect on our business, results of operations, financial condition and cash flows.
 ● Our internal computer systems, or those of our future CROs, manufacturers, contractors, consultants, or collaborators, may fail or suffer security or data privacy

breaches or other unauthorized access to, use of, or destruction of our proprietary or confidential data, employee data, or personal data, which could result in additional
costs, loss of revenue, significant liabilities, harm to our brand and material disruption of our operations.

 ● A variety of risks associated with marketing our future product candidates internationally could materially adversely affect our business.
 ● We may face limitations on ownership of controlled substances licenses.
 ● We plan to operate in a highly regulated sector and may not always succeed in complying fully with applicable regulatory requirements in all jurisdictions where we

carry on business.
 ● We may not be able to successfully engage physicians and other healthcare professionals in need of our services.
 
Risks Relating to Intellectual Property
 

 ● If our trade secret and patent position does not adequately protect our future product candidates and uses, others could compete against us more directly, which could
harm our business and have a material adverse effect on our business, financial condition and results of operations.

 ● If we are unable to protect the confidentiality of our proprietary information, trade secrets, and know-how, our competitive position could be impaired and our
business, financial condition, results of operations, and prospects could be adversely affected.

 ● Third-party claims of intellectual property infringement may prevent or delay our product development efforts.
 ● We may become involved in lawsuits to protect or enforce our future patents or the patents of our collaborators or licensors, which could be expensive and time

consuming.
 ● Intellectual property litigation may lead to unfavorable publicity that harms our reputation and causes the market price of our common shares to decline.
 ● Patent reform legislation could increase the uncertainties and costs surrounding the prosecution of any future patents applications and the enforcement or defense of

any future patents.
 ● Changes in U.S. patent law, or laws in other countries, could diminish the value of patents in general, thereby impairing our ability to protect our future product

candidates.
 ● Patent terms may be inadequate to protect our competitive position on our future product candidates for an adequate amount of time.
 ● If we or our licensors do not obtain patent term extension for our future product candidates and/or methods of their use, our business may be materially harmed.
 

Risks Related to Regulatory Approval and Other Governmental Regulations
 

 ● If we are not able to successfully develop and commercialize our product candidates and obtain the necessary regulatory approvals, we may not generate sufficient
revenues to continue our business operations.

 ● Any product candidates we may develop in the future may be subject to controlled substance laws and regulations in the territories where the product may be marketed
and failure to comply with these laws and regulations, or the cost of compliance, may adversely affect the results of our business operations.

 ● The potential reclassification of certain substances in the United States could create additional regulatory burdens on our operations and negatively affect our results
of operations.

 ● We cannot market and sell our future product candidates in the U.S. or in other countries if we fail to obtain the necessary regulatory approvals.
 ●

 
Even if our future product candidates receive regulatory approval in the U.S., we may never receive approval or commercialize our future product candidates outside
of the U.S.

 ●
 

Final marketing approval of our future product candidates by regulatory authorities for commercial use may be delayed, limited, or denied, any of which could
adversely affect our ability to generate operating revenues.

 ● We may not be able to secure and maintain research institutions to conduct our clinical trials.
 ● Producing and marketing an approved drug or other medical product is subject to significant and costly post-approval regulation.
 ● We face exposure to fraudulent or illegal activity.
 ● If current or future laws or regulations force us to restructure our arrangements with physician practices, we may incur additional costs, lose contracts and suffer a

reduction in net revenue under existing contracts.
 

7

 

 

 
Risks Related to Our Dependence on Third Parties
 

 ● We have not yet entered into agreements with independent professional services companies or other potential counterparties relating to our ketamine infusion business
in the United States.

 ● We may rely on third parties to provide us with supplies to produce our future product candidates. Any problems experienced by these third parties could have a
material negative effect on our business.

 ● Use of third-party manufacturers may increase the risk that we will not have adequate quantities of our future product candidates.
 ● If we decide to use third-party manufacturers in the future, they will likely be dependent upon their own third-party suppliers, making us vulnerable to supply

shortages and price fluctuations, which could harm our business.
 ● We are subject to a multitude of manufacturing risks, any of which could substantially increase our costs and limit supply of our future product candidates.
 ● We will depend on third-party distributors in the future to market and sell our future product candidates which will subject us to a number of risks.
 ● The successful commercialization of our future product candidates will depend on obtaining reimbursement from government and third-party payors.
 ● We may enter into arrangements with third-party collaborators to help us develop our product candidates and commercialize our products, and our ability to

commercialize such products may be impaired or delayed if collaborations are unsuccessful.
 ● If we engage in future acquisitions or strategic partnerships, this may increase our capital requirements, dilute our stockholders, cause us to incur debt or assume

contingent liabilities, and subject us to other risks.
 ● A shortage of qualified registered nursing staff and other caregivers could adversely affect our partners’ ability to attract, train and retain qualified personnel and

could increase operating costs.
 ● We anticipate generating revenue and profit margin under contracts with medical professional entities, and will face risks related to entering and retaining such

contracts.
 ● Any non-compete agreements and other restrictive covenants involving physicians may not be enforceable.
 ● Failure of our affiliated physicians and other medical practitioners to comply with laws and regulations could result in suspension or revocation of our affiliated

physicians’ licenses and termination of our service agreements.
 

Risks Related to the Discovery, Development and Commercialization of Our Future Product Candidates
 



 ● Interim, “topline” and preliminary data from our future clinical trials that we announce or publish may change as more data become available and are subject to audit
and verification procedures that could result in material changes in the final data.

 ● We may expend our limited resources to pursue a particular product candidate or indication and fail to capitalize on other product candidates or indications that may be
more profitable or for which there is a greater likelihood of success.

 ● The FDA and other comparable foreign regulatory authorities may not accept data from trials conducted in locations outside of their jurisdiction.
 ● Obtaining and maintaining regulatory approval of a product in one jurisdiction does not mean that we will be successful in obtaining or maintaining regulatory

approval in other jurisdictions.
 ● The FDA and other regulatory agencies actively enforce the laws and regulations prohibiting the promotion of off-label uses.
 ● We may attempt to secure approval from the FDA or comparable foreign regulatory authorities through an expedited review program, and if we are unable to do so,

then we could face increased expense to obtain, and delays in the receipt of, necessary marketing approvals.
 ● We may face difficulties from changes to current regulations and future legislation, both in the U.S. as well as in other foreign jurisdictions where we may be

operating.
 ● Our relationships with healthcare professionals, clinical investigators, clinical research organizations (CROs) and third-party payors in connection with our current and

future business activities may be subject to federal and state healthcare fraud and abuse laws, false claims laws, transparency laws, government price reporting, and
health information privacy and security laws, which could expose us to criminal sanctions, civil penalties, contractual damages, exclusion from governmental
healthcare programs, reputational harm, administrative burdens and diminished profits and future earnings.

 ● Inadequate funding for the FDA and other government agencies, future government shutdown, furlough of government employees, or public health emergencies could
hinder their ability to hire and retain key  personnel, prevent new products and services from being reviewed or approved in a timely manner or otherwise prevent those
agencies from performing normal business functions on which the operation of our business may rely, which could negatively impact our business.

 ● 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 our business, financial condition, and results of operations.

 ● Our research and development activities could be affected or delayed as a result of possible restrictions on animal testing.
 ● Our business activities may be subject to the U.S. Foreign Corrupt Practices Act (FCPA) and similar anti-bribery and anti-corruption laws of other countries in which

we operate, as well as U.S. and certain foreign export controls, trade sanctions, and import laws and regulations. Compliance with these legal requirements could limit
our ability to compete in foreign markets and subject us to liability if we violate them.

 

Risks Related to Employee Matters, Managing Our Growth and Other Risks Related to Our Business
 

 ● We have never commercialized a product candidate before and may lack the necessary expertise, personnel and resources to successfully commercialize any products
on our own or together with suitable collaborators.

 ● In order to successfully implement our plans and strategies, we will need to grow our organization, and we may experience difficulties in managing this growth.
 ● We cannot assure you that our plans to raise capital will be successful.
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Risks Related to this Offering and Ownership of Our Common Stock
 

 ● There has been no prior public market for our Common Stock. We do not know whether an active, liquid and orderly trading market will develop for our Common
Stock or what the market price of our Common Stock will be and as a result it may be difficult for you to sell your shares of our Common Stock.

 ● The price of our stock may be volatile, and you could lose all or part of your investment.
 ● Raising additional capital may cause dilution to our existing stockholders, restrict our operations or require us to relinquish rights to our future product candidates on

unfavorable terms to us.
 ● If securities or industry analysts do not publish research or reports, or if they publish adverse or misleading research or reports, regarding us, our business or our

market, our stock price and trading volume could decline.
 ● Our quarterly operating results may fluctuate significantly or may fall below the expectations of investors or securities analysts, each of which may cause our stock

price to fluctuate or decline.
 ● If we fail to maintain an effective system of internal control over financial reporting, we may not be able to accurately report our financial results or prevent fraud.

As a result, stockholders could lose confidence in our financial and other public reporting, which would harm our business and the trading price of our Common
Stock.

 ● If you purchase shares of our Common Stock in our initial public offering, you will experience substantial and immediate dilution.
 ● Sales of a substantial number of shares of our Common Stock in the public market could cause our stock price to fall.
 ● We are an “emerging growth company,” and we cannot be certain if the reduced reporting requirements applicable to emerging growth companies will make our

Common Stock less attractive to investors.
 ● The requirements of being a public company may strain our resources, result in more litigation and divert management’s attention.
 ● We may be subject to securities litigation, which is expensive and could divert management attention.
 ● We do not currently intend to pay dividends on our Common Stock and, consequently, your ability to achieve a return on your investment will depend on

appreciation of the value of our Common Stock.
 ● Provisions in our certificate of incorporation and bylaws and Delaware law might discourage, delay or prevent a change in control of our company or changes in our

management and, therefore, depress the market price of our Common Stock.
 ● There is no guarantee that our Common Stock will be listed on Nasdaq.
 

Implications of Being an Emerging Growth Company and a Smaller Reporting Company
 

We qualify as an “emerging growth company,” as defined in the Jumpstart Our Business Startups Act of 2012, as amended, or JOBS Act. As an “emerging growth company”
we may take advantage of reduced reporting requirements that are otherwise applicable to public companies. These provisions include, but are not limited to: 
 

 ● the option to 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” in this prospectus;

 ● not being required to comply with the auditor attestation requirements of Section 404 of the Sarbanes-Oxley Act of 2002, as amended, or the Sarbanes-Oxley Act;

 ● not being required to comply with any requirements 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 (i.e., an auditor discussion and analysis);

 ● reduced disclosure obligations regarding executive compensation in our periodic reports, proxy statements and registration statements; and

 ● exemptions from the requirements of holding a nonbinding advisory vote on executive compensation and stockholder approval of any golden parachute payments not
previously approved.

 

We may take advantage of these provisions until the last day of our fiscal year following the fifth anniversary of the completion of this offering. However, if any of the
following events occur prior to the end of such five-year period, (i) our annual gross revenue exceeds $1.07 billion, (ii) we issue more than $1.0 billion of non-convertible
debt in any three-year period, or (iii) we become a “large accelerated filer,” (as defined in Rule 12b-2 under the Securities Exchange Act of 1934, as amended (the “Exchange
Act”)), we will cease to be an emerging growth company prior to the end of such five-year period. We will be deemed to be a “large accelerated filer” at such time that we (a)
have an aggregate worldwide market value of common equity securities held by non-affiliates of $700 million or more as of the last business day of our most recently
completed second fiscal quarter, (b) have been required to file annual and quarterly reports under the Exchange Act for a period of at least 12 months and (c) have filed at least
one annual report pursuant to the Exchange Act. Even after we no longer qualify as an emerging growth company, we may still qualify as a “smaller reporting company,”



which would allow us to take advantage of many of the same exemptions from disclosure requirements including reduced disclosure obligations regarding executive
compensation in this prospectus and our periodic reports and proxy statements.
 

We have elected to take advantage of certain of the reduced disclosure obligations in the registration statement of which this prospectus is a part and may elect to take
advantage of other reduced reporting requirements in future filings. As a result, the information that we provide to our stockholders may be different than you might receive
from other public reporting companies in which you hold equity interests.
 

In addition, the JOBS Act provides that an emerging growth company can take advantage of an extended transition period for complying with new or revised accounting
standards. We have elected to take advantage of this extended transition period.
 

Corporate Information
 

We were formed as a Delaware corporation in May 2020. Our principal executive offices are located at 1111 Lincoln Road, Suite 500, Miami Beach, FL 33139 and our
telephone number is (702) 514-4174. Our website address is www.pasithea.com. The information contained in, or accessible through, our website does not constitute a part of
this prospectus. We have included our website address in this prospectus solely as an inactive textual reference.
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The Offering

 
Common stock offered by us           shares.
  
Option to purchase additional shares

 
We have granted the underwriters an option for a period of 45 days to purchase up to          additional shares of Common
Stock.

  
Common stock to be outstanding after this

offering  
         shares (or          shares if the underwriters exercise their option to purchase additional shares in full).

   
Use of proceeds

 

We estimate that the net proceeds from this offering will be approximately $          million (or approximately $         
million if the underwriters exercise their option to purchase additional shares              in full), based on an assumed initial
public offering price of $            per share, which is the midpoint of the price range set forth on the cover page of this
prospectus, after deducting estimated underwriting discounts and commissions and estimated offering expenses payable
by us. We intend to use the net proceeds of this offering for research and development (including clinical trials and
product development), to develop our U.S. clinic and UK clinic business, and for working capital and other general
corporate purposes. For a more complete description of our intended use of the proceeds from this offering, see “Use of
Proceeds.”

   
Underwriters’ warrants

 

Upon the closing of this offering, we have agreed to issue to Kingswood Capital Markets, division of Benchmark
Investments, Inc., as representative of the underwriters, warrants that will be exercisable for the period commencing six
months from the effective date of this offering and expiring five years from the effective date of the offering, entitling the
representative to purchase 5% of the number of shares of Common Stock sold in this offering. The registration statement of
which this prospectus is a part also covers the underwriters’ warrants and the Common Stock issuable upon the exercise
thereof. For additional information regarding our arrangement with the underwriters, please see “Underwriting.”

   

Lock-up agreements

 

We and our executive officers, directors and certain of our stockholders have agreed with the underwriters not to sell,
transfer or dispose of any shares or similar securities for certain periods of time after the date of this prospectus. For
additional information regarding our arrangement with the underwriters, please see “Underwriting.”

  
Risk factors

 
You should read the section titled “Risk Factors” beginning on page 15 and the other information included in this
prospectus for a discussion of factors you should consider carefully before deciding to invest in our Common Stock.

  
Proposed Nasdaq Capital Market symbol  “KTTA.”
 
The number of shares of our Common Stock to be outstanding after this offering is based on 8,307,327 shares of our Common Stock outstanding as of April 13, 2021 and
excludes:
 
 ●              shares of Common Stock issuable upon exercise of warrants to be issued to the representative of the underwriters as part of this offering at an exercise price of

$             (assuming an initial public offering price of $               per share (the midpoint of the price range set forth on the cover page of this prospectus)).
 
Except as otherwise indicated herein, all information in this prospectus assumes or gives effect to:
 
 ● Effective April 8, 2021, we amended our certificate of incorporation to effect a 1-for-20 reverse stock split of our outstanding shares of Common Stock. No

fractional shares will be issued as a result of the reverse stock split. Any fractional shares resulting from the reverse stock split shall be paid in cash. The reverse
stock split does not otherwise affect any of the rights currently accruing to holders of our Common Stock. All share information presented in this prospectus has
been retroactively adjusted to reflect the reduced number of shares outstanding.

   
 ● no exercise by the underwriters of their option to purchase            additional shares of our Common Stock in this offering.
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SUMMARY FINANCIAL DATA

 
The following tables set forth our summary financial data for the periods indicated. We have derived the statements of operations data for the period from May 12, 2020



(inception) to December 31, 2020, and the balance sheet data as of December 31, 2020, from our audited financial statements included elsewhere in this prospectus. We have
prepared the unaudited financial statements on the same basis as the audited financial statements and have included all adjustments, consisting only of normal recurring
adjustments that, in our opinion, are necessary to state fairly the financial information set forth in those statements. Our historical results are not necessarily indicative of the
results that should be expected for any future period. You should read the following summary financial data together with the more detailed information contained in
“Management’s Discussion and Analysis of Financial Condition and Results of Operations” and our financial statements and the related notes included elsewhere in this
prospectus.
 

  

Year Ended 
December 31,

2020  
Operating expenses:     

Selling, general and administrative  $ 40,984 
Loss from operations   (40,984)

     
Loss before income taxes   (40,984)
Benefit from (provision for) income taxes   - 
     
Net income (loss)   (40,984)
     
Weighted-average common shares outstanding, basic and diluted   7,364,166 
Basic and diluted net loss per common share   (0.00)
 
 

  

As of 
December 31, 

2020  

  Actual   
As

Adjusted(1)(2)  
Balance Sheet Data:         
Cash and cash equivalents  $ 243,650           
Working capital(3)  $ 241,355     
Total assets  $ 247,958     
Total liabilities  $ 6,603     
Accumulated deficit  $ (40,984)     
Total equity  $ 241,355     
 
(1) The as adjusted balance sheet data gives effect to the issuance and sale of shares of Common Stock in this offering at an assumed initial public offering price of $          per

share, which is the midpoint of the price range set forth on the cover page of this prospectus, after deducting estimated underwriting discounts and commissions and
estimated offering expenses payable by us.

(2) Each $1.00 increase (decrease) in the assumed initial public offering price of $          per share, which is the midpoint of the price range set forth on the cover page of this
prospectus, would increase (decrease) as adjusted cash and cash equivalents, working capital, total assets, and total equity by $         million, assuming that the number of
shares offered by us, as set forth on the cover page of this prospectus, remains the same and after deducting estimated underwriting discounts and commissions and
estimated offering expenses payable by us. Similarly, each increase (decrease) of 100,000 shares in the number of shares offered by us at the assumed initial public
offering price, and after deducting estimated underwriting discounts and commissions and estimated offering expenses payable by us would increase (decrease) as adjusted
cash and cash equivalents, working capital, total assets, and total equity by $         million. 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.

(3) We define working capital as current assets less current liabilities.
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 RISK FACTORS

 
You should carefully consider the risks and uncertainties described below and the other information in this prospectus, including our financial statements and related notes
appearing elsewhere in this prospectus and in the section titled “Management’s Discussion and Analysis of Financial Condition and Results of Operations,” before deciding
whether to invest in our Common Stock. Our business, financial condition, results of operations or prospects could be materially and adversely affected if any of these risks
occurs, and as a result, the market price of our Common Stock could decline and you could lose all or part of your investment. This prospectus also contains forward-looking
statements that involve risks and uncertainties. See “Special Note Regarding Forward-Looking Statements.” Our actual results could differ materially and adversely from
those anticipated in these forward-looking statements as a result of certain factors, including those set forth below. For a summary of these risk factors, please see “Summary
of Risk Factors” in the section titled “Prospectus Summary” beginning on page 1 of this prospectus.
 
Risks Relating to our Business
 
We have a limited operating history and have no products or services approved for commercial sale, which may make it difficult for you to evaluate our current business
and predict our future success and viability.
 
We are a clinical stage biotechnology company with a limited operating history upon which you can evaluate our business and prospects. We have no products or services
approved for commercial sale and have not generated any material revenue from product sales. To date, we have devoted substantially all of our resources and efforts to
organizing and staffing our company, business planning, building and equipping our research and development laboratories, building and equipping our manufacturing suites,
raising capital, acquiring raw materials for manufacturing, product candidate development and manufacturing, and securing related intellectual property rights. We have not yet
demonstrated our ability to obtain marketing approvals, manufacture a commercial-scale product or arrange for a third party to do so on our behalf, or conduct sales and
marketing activities necessary for successful product commercialization. As a result, it may be more difficult for you to accurately predict our future success or viability than it
could be if we had a longer operating history.
 
In addition, we may encounter unforeseen expenses, difficulties, complications, delays and other known and unknown factors and risks frequently experienced by clinical stage
biotechnology companies in rapidly evolving fields, including, but not limited to, changes in FDA or foreign body regulatory oversight of such products. We also may need to
transition from a company with a research focus to a company capable of supporting commercial activities. Such a transition may involve substantial additional capital
requirements in order to launch and market a product, changes in the use of proceeds, and significant adjustment to personnel, compared to a clinical-stage development
company. If we do not adequately address these risks and difficulties or successfully make such a transition, our business will suffer.



 
If the potential of our future product candidates to treat diseases is not realized, the value of our technology and our development programs could be significantly reduced.
 
Our team is currently exploring the potential of our future product candidates to treat psychiatric and neurological disorders. We have not yet proven in clinical trials that our
future product candidates will be a safe and effective treatment for any disease or condition. Our future product candidates are susceptible to various risks, including undesirable
and unintended side effects, unintended immune system responses, inadequate therapeutic efficacy, or other characteristics that may prevent or limit their marketing approval or
commercial use. We have not yet completed all of the testing necessary to allow us to make a determination that serious unintended consequences will not occur. If the potential
of our future product candidates to treat disease is not realized, the value of our technology and our development programs could be significantly reduced.
 
Our future product candidates may cause undesirable side effects that could delay or prevent their regulatory approval or commercialization or have other significant
adverse implications on our business, financial condition and results of operations.
 
Undesirable side effects observed in clinical trials or in supportive preclinical studies with our future product candidates could interrupt, delay or halt their development and
could result in the denial of regulatory approval by the FDA or comparable foreign authorities for any or all targeted indications or adversely affect the marketability of any such
product candidates that receive regulatory approval. In turn, this could eliminate or limit our ability to commercialize our future product candidates.
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Our future product candidates may exhibit adverse effects in preclinical toxicology studies and adverse interactions with other drugs. There are also risks associated with
additional requirements the FDA or comparable foreign authorities may impose for marketing approval with regard to a particular disease.
 
Our future product candidates may require a risk management program that could include patient and healthcare provider education, usage guidelines, appropriate promotional
activities, a post-marketing observational study, and ongoing safety and reporting mechanisms, among other requirements. Prescribing could be limited to physician specialists
or physicians trained in the use of the drug, or could be limited to a more restricted patient population. Any risk management program required for approval of our future
product candidates could potentially have an adverse effect on our business, financial condition and results of operations.
 
Undesirable side effects involving our future product candidates may have other significant adverse implications on our business, financial condition and results of operations.
For example:
 

● we may be unable to obtain additional financing on acceptable terms, if at all;
 

● our collaborators may terminate any development agreements covering these product candidates;
 

● if any development agreements are terminated, we may determine not to further develop the affected product candidates due to resource constraints and may not be able
to establish additional collaborations for their further development on acceptable terms, if at all;

 
● if we were to later continue the development of these product candidates and receive regulatory approval, earlier findings may significantly limit their marketability and

thus significantly lower our potential future revenues from their commercialization;
 

● we may be subject to product liability or stockholder litigation; and
 

● we may be unable to attract and retain key employees.
 
In addition, if any of our future product candidates receive marketing approval and we or others later identify undesirable side effects caused by the product:
 

● regulatory authorities may withdraw their approval of the product, or we or our partners may decide to cease marketing and sale of the product voluntarily;
 

● we may be required to change the way the product is administered, conduct additional clinical trials or preclinical studies regarding the product, change the labeling of
the product, or change the product’s manufacturing facilities; and

 
● our reputation may suffer.

 
Any of these events could prevent us from achieving or maintaining market acceptance of the affected product and could substantially increase the costs and expenses of
commercializing the product, which in turn could delay or prevent us from generating significant revenues from the sale of the product.
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If we are not able to recruit and retain qualified management and scientific personnel, we may fail in developing our technologies and our future product candidates.
 
Our future success depends to a significant extent on the skills, experience, and efforts of the principal members of our scientific and management personnel. These members
include Professor Lawrence Steinman, Dr. Tiago Reis Marques and our staff of scientific consultants. The loss of any or all of these individuals could harm our business and
might significantly delay or prevent the achievement of research, development or business objectives. Competition for regulatory, clinical manufacturing and management
personnel in the pharmaceutical industry is intense. We may be unable to recruit or retain personnel with sufficient management skills or attract or integrate other qualified
management and scientific personnel in the future.
 
Our future product candidates will represent new classes of therapy that the marketplace may not understand or accept.
 
Even if we successfully develop and obtain regulatory approval for our product candidates, the market may not understand or accept them. We anticipate developing product
candidates that represent novel treatment approaches and will compete with a number of more conventional products and therapies manufactured and marketed by others,
including major pharmaceutical companies. The degree of market acceptance of any of our developed and potential products will depend on a number of factors, including:
 
 ● the clinical safety and effectiveness of our products and their perceived advantage over alternative treatment methods;
 
 ● our ability to demonstrate that our products can have a clinically significant effect in the treatment of depression and mental illness for which we may seek marketing

approval;
 
 ● our ability to develop drugs that show efficacy for the treatment of psychiatric and neurological disorders;



 
 ● our ability to supply a sufficient amount of our products to meet regular and repeated demand in order to develop a core group of medical professionals familiar with and

committed to the use of our products; and
 
 ● the cost of our products and the reimbursement policies of government and third-party payors.
 
If the health care community does not accept our future product candidates or future approved products for any of the foregoing reasons, or for any other reason, it could affect
our sales or have a material adverse effect on our business, financial condition, results of operations, and prospects.
 
We expect to function as a HIPAA “business associate” as defined under HIPAA and, as such, we expect to be subject to strict privacy and data security requirements. If
we fail to comply with any of these requirements, we could be subject to significant liability, all of which can adversely affect our business.
 
The Health Insurance Portability Act of 1996, as amended by the Health Information Technology for Economic and Clinical Health Act (“HITECH”), and their respective
implementing regulations (“HIPAA”), imposes specified requirements relating to the privacy, security and transmission of individually identifiable health information. Among
other things, HITECH makes HIPAA’s security standards directly applicable to “business associates.” We expect to function as a business associate of HIPAA covered entities
and service providers, and in that context we are regulated as a business associate for the purposes of HIPAA. If we are unable to comply with our obligations as a HIPAA
business associate, we could face substantial civil and even criminal liability. Modifying the already stringent penalty structure that was present under HIPAA prior to HITECH,
HITECH created four new tiers of civil monetary penalties and gave state attorneys general new authority to file civil actions for damages or injunctions in federal courts to
enforce the federal HIPAA laws and seek attorneys’ fees and costs associated with pursuing federal civil actions. In addition, many state laws govern the privacy and security of
health information in certain circumstances, many of which differ from HIPAA and each other in significant ways and may not have the same effect.
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The HIPAA covered entities and service providers to which we provide services require us to enter into HIPAA-compliant business associate agreements with them. These
agreements impose stringent data security obligations on us. If we are unable to meet the requirements of any of these business associate agreements, we could face contractual
liability under the applicable business associate agreement as well as possible civil and criminal liability under HIPAA, all of which can have an adverse impact on our business
and generate negative publicity.
 
We may eventually compete for product sales with other companies, many of which will have greater resources or capabilities than we have, or may succeed in developing
better products or in developing products more quickly than we do, and we may not compete successfully with them. Other companies and research institutions may obtain
licenses or authorizations for drugs or for drugs with similar pharmacologies before we do which may affect our commercialization.
 
We compete or may eventually compete with other companies and organizations that are marketing or developing therapies for our targeted disease indications, based on
traditional pharmaceutical, medical device, or other technologies. In addition, we have other potential competitors developing a variety of therapeutics, and in some cases, there
may be tens or hundreds of companies seeking to commercialize therapeutics. The pharmaceutical market for the treatment of major depressive disorder includes selective
serotonin reuptake inhibitors, serotonin and norepinephrine reuptake inhibitors and atypical antipsychotics. A number of these marketed antidepressants will be generic, and
would be key competitors to our ketamine drug candidate. These products include Janssen Pharmaceuticals, Inc.’s Spravato (esketamine), Forest Laboratory’s Lexapro/Cipralex
(escitalopram) and Viibryd (vilazodone), Pfizer, Inc.’s Zoloft (sertraline), Effexor (venlafaxine) and Pristiq (desvenlafaxine), GlaxoSmithKline plc’s Paxil/Seroxat (paroxetine),
Eli Lilly and Company’s Prozac (fluoxetine) and Cymbalta (duloxetine), AstraZeneca plc’s Seroquel (quetiapine) and Bristol-Myers Squibb Company’s Abilify (aripiprazole),
among others.
 
We anticipate that competition in our industry will increase. In addition, the health care industry is characterized by rapid technological change, resulting in new product
introductions and other technological advancements. Our competitors may develop and market products that render future product candidates, or any products manufactured or
marketed by us, non-competitive or otherwise obsolete.
 
We have ongoing challenges with respect to our liquidity and access to capital.
 
As we advance the development of our programs, we expect to continue to incur significant expenses and operating losses, for which we do not have offsetting revenue. We
expect that our sales, research and development and general and administrative costs will increase in connection with conducting preclinical studies and clinical trials for our
future programs and product candidates, contracting with contract research organizations (CROs) to support preclinical studies and clinical trials, establishing, and providing
general and administrative support for our operations. As a result, we will need additional capital to fund our operations, which we may obtain from additional equity or debt
financings, collaborations, licensing arrangements, or other sources.
 
Since May 2020, we have received approximately $1.47 million in equity financing. As of December 31, 2020, we had $243,650 in cash and cash equivalents and working
capital of approximately $241,355. There are no assurances that we will be able to continue to finance operations through these means, and our inability to generate sufficient
revenue in the near term may have an adverse impact on our business, operations and prospects.
 
We have a history of losses and may not be able to achieve profitability going forward.
 
We have experienced losses since inception and, at December 31, 2020, had an accumulated deficit of approximately $40,984. We expect to incur additional losses in the future
and expect the cumulative losses to increase. There is no assurance that operating expenses will remain at current levels, nor that any potential grant revenue will fund our
clinical programs. In such event, we will not have sufficient cash flow to meet our obligations or make progress in our clinical programs, and will need to raise additional capital
to provide sufficient funding.
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Public health threats, including those related to the novel strain of coronavirus, SARS-CoV-2 (which causes the disease now called COVID-19), could have an adverse
effect on our operations.
 
Public health threats could adversely affect our planned research and development activities. In particular, SARS-CoV-2, which causes the disease now called COVID-19, was
first reported to have surfaced in Wuhan, China in December 2019, and has since spread globally, including to every state in the United States. On January 31, 2020, the
Secretary of Health and Human Services (HHS) issued a Public Health Emergency determination in response to the spread of COVID-19. Numerous state and local jurisdictions
have imposed, and others in the future may impose, “shelter-in-place” orders, quarantines, executive orders and similar government orders and restrictions for their residents to
control the spread of COVID-19. Starting in mid-March 2020, the governor of New York issued “shelter-in-place” or “stay at home” orders restricting non-essential activities,
travel and business operations for an indefinite period of time, subject to certain exceptions for necessary activities. Similar orders and restrictions have been imposed in
California and Massachusetts. Even after the “shelter-in-place” orders, quarantines, executive orders and similar government orders and restrictions for their residents to control
the spread of COVID-19 are lifted, we may continue to experience disruptions to our business. The outbreak of COVID-19 has severely impacted global economic activity and



caused significant volatility and negative pressure in financial markets. The global impact of the outbreak has been rapidly evolving and many countries, including the United
States, have reacted by instituting quarantines, mandating business and school closures and restricting travel. As a result, the COVID-19 pandemic is negatively impacting
almost every industry directly or indirectly.
 
We cannot presently predict the scope and severity of any potential business shutdowns or disruptions, but if we or any of the third parties with whom we engage, including the
suppliers, clinical trial sites, regulators and other third parties with whom we conduct business, were to experience shutdowns or other business disruptions, our ability to
conduct our business in the manner and on the timelines presently planned could be materially and negatively impacted.
 
The spread of an infectious disease, including COVID-19, may also result in the inability of our suppliers to deliver components or raw materials on a timely basis. Such events
may result in a period of business and manufacturing disruption, and in reduced operations, any of which could materially affect our business, financial condition and results of
operations. The extent to which the coronavirus impacts our business will depend on future developments, which are highly uncertain and cannot be predicted, including new
information which may emerge concerning the severity of COVID-19 and the actions to contain the coronavirus or treat its impact, among others.
 
If we are unable to effectively adapt to changes in the health care industry, our revenue, profitability or liquidity could be adversely affected.
 
The health care industry continues to experience significant change driven by efforts to reduce costs and improve standards of care. In addition to reduction in Medicare,
Medicaid and third-party reimbursement, these efforts include potential national health care reform, increased and restrictive pharmacy benefit management and horizontal and
vertical consolidation within the health care industry. The results of these efforts may put additional downward pressure on pricing for our products and services, which may
adversely affect our revenue, profitability or liquidity. Our inability to react effectively to these and other changes in the health care industry could adversely affect our
business.
 
If our labor costs continue to rise, including due to shortages, changes in certification requirements and/or higher than normal turnover rates in skilled clinical personnel;
or currently pending or future governmental laws, rules, regulations or initiatives impose additional requirements or limitations on our operations or profitability; or, if we
are unable to attract and retain key leadership talent, we may experience disruptions in our business operations and increases in operating expenses, among other things,
which could have a material adverse effect on our business, results of operations, financial condition and cash flows.
 
We face increasing labor costs generally, and in particular, we continue to face increased labor costs and difficulties in hiring nurses due to a nationwide shortage of skilled
clinical personnel that has been exacerbated by the ongoing COVID-19 pandemic. We have incurred and expect to continue to incur increased labor costs and experience
staffing challenges related to COVID-19 while the pandemic persists, the extent of which will depend on the severity and duration of the pandemic, among other things. We
compete for nurses with hospitals and other healthcare providers. This nursing shortage may limit our ability to expand our operations. Furthermore, changes in certification
requirements can impact our ability to maintain sufficient staff levels, including to the extent our teammates are not able to meet new requirements, among other things. In
addition, if we experience a higher than normal turnover rate for our skilled clinical personnel, our operations and treatment growth may be negatively impacted, which could
adversely affect our business, results of operations, financial condition and cash flows. We also face competition in attracting and retaining talent for key leadership positions. If
we are unable to attract and retain qualified individuals, we may experience disruptions in our business operations, including, without limitation, our ability to achieve strategic
goals, which could have a material adverse effect on our business, results of operations, financial condition and cash flows.
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Our internal computer systems, or those of any of our future CROs, manufacturers, other contractors, consultants, or collaborators, may fail or suffer security or data
privacy breaches or other unauthorized or improper access to, use of, or destruction of our proprietary or confidential data, employee data, or personal data, which could
result in additional costs, loss of revenue, significant liabilities, harm to our brand and material disruption of our operations.
 
Despite the implementation of security measures, our internal computer systems and those of our current and any future CROs and other contractors, consultants, collaborators
and third-party service providers, are vulnerable to damage from computer viruses, cybersecurity threats, unauthorized access, natural disasters, terrorism, war and
telecommunication and electrical failure. If such an event were to occur and cause interruptions in our operations or result in the unauthorized acquisition of or access to
personally identifiable information or individually identifiable health information (violating certain privacy laws such as the Health Insurance Portability and Accountability Act
of 1996, Health Information Technology for Economic and Clinical Health Act and the EU Regulation 2016/679, the General Data Protection Regulation (GDPR)), it could
result in a material disruption of our drug discovery and development programs and our business operations, whether due to a loss of our trade secrets or other similar
disruptions. Some of the federal, state and foreign government requirements include obligations of companies to notify individuals of security breaches involving particular
personally identifiable information, which could result from breaches experienced by us or by our vendors, contractors, or organizations with which we have formed strategic
relationships. Notifications and follow-up actions related to a security breach could impact our reputation, cause us to incur significant costs, including legal expenses and
remediation costs. For example, the loss of clinical trial data from future clinical trials could result in delays in our regulatory approval efforts and significantly increase our
costs to recover or reproduce the lost data. We also rely on third parties to manufacture our future product candidates, and similar events relating to their computer systems could
also have a material adverse effect on our business. To the extent that any disruption or security breach were to result in a loss of, or damage to, our data, or inappropriate
disclosure of confidential or proprietary information, we could be exposed to litigation and governmental investigations, the further development and commercialization of our
future product candidates could be delayed, and we could be subject to significant fines or penalties for any noncompliance with certain state, federal and/or international
privacy and security laws.
 
We currently do not have insurance policies to compensate us for the potential losses arising from any such disruption, failure or security breach, and we may not be able to
obtain insurance policies on favorable terms. In addition, such insurance may not be available to us in the future on economically reasonable terms, or at all. Further, our
insurance may not cover all claims made against us and could have high deductibles in any event, and defending a suit, regardless of its merit, could be costly and divert
management attention.
 
A variety of risks associated with marketing our future product candidates internationally could materially adversely affect our business.
 
We plan to seek regulatory approval of our future product candidates outside of the United States, and, accordingly, we expect that we will be subject to additional risks related
to operating in foreign countries if we obtain the necessary approvals, including:
 
 ● differing regulatory requirements and reimbursement regimes in foreign countries;
   
 ● unexpected changes in tariffs, trade barriers, price and exchange controls and other regulatory requirements;
   
 ● economic weakness, including inflation, or political instability in particular foreign economies and markets;
   
 ● compliance with tax, employment, immigration and labor laws for employees living or traveling abroad;
   
 ● foreign taxes, including withholding of payroll taxes;
   

 ● foreign currency fluctuations, which could result in increased operating expenses and reduced revenue, and other obligations incident to doing business in another
country;

   



 ● difficulties staffing and managing foreign operations;
   
 ● workforce uncertainty in countries where labor unrest is more common than in the United States;
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 ● potential liability under the FCPA or comparable foreign regulations;
   

 ● challenges enforcing our contractual and intellectual property rights, especially in those foreign countries that do not respect and protect intellectual property rights to the
same extent as the United States;

   
 ● production shortages resulting from any events affecting raw material supply or manufacturing capabilities abroad; and
   
 ● business interruptions resulting from geo-political actions, including war and terrorism.
 
These and other risks associated with our international operations may materially adversely affect our ability to attain or maintain profitable operations.
 
We may face limitations on ownership of controlled substances licenses.
 
In certain states, the controlled substances laws and regulations limit not only the number of licenses issued, but also the number of licenses that one person or entity may own.
Such limitations on the ownership of additional licenses within certain states may limit our ability to expand in such states.
 
We plan to operate in a highly regulated sector and may not always succeed in complying fully with applicable regulatory requirements in all jurisdictions where we carry
on business.
 
Our business and activities are heavily regulated in all jurisdictions where we plan to carry on business. Our operations will be subject to various laws, regulations and
guidelines by state and local governmental authorities relating to the manufacture, marketing, management, transportation, storage, and also including laws and regulations
relating to health and safety, insurance coverage, the conduct of operations and the protection of the environment. Laws and regulations, applied generally, grant government
agencies and self-regulatory bodies broad administrative discretion over our activities, including the power to limit or restrict business activities as well as impose additional
disclosure requirements on our products and services. Achievement of our business objectives is contingent, in part, upon compliance with regulatory requirements enacted by
these governmental authorities and obtaining all necessary regulatory approvals for the manufacture, production, storage, transportation, sale, import and export, as applicable,
of our products. The industry is still a new industry at the state and local level. The effect of relevant governmental authorities’ administration, application and enforcement of
their respective regulatory regimes and delays in obtaining, or failure to obtain, applicable regulatory approvals which may be required may significantly delay or impact the
development of markets, products and sales initiatives and could have a material adverse effect on our business, prospects, revenue, results of operation and financial condition.
 
While we endeavor to comply with all relevant laws, regulations and guidelines and, to our knowledge, we are in compliance or are in the process of being assessed for
compliance with all such laws, regulations and guidelines, any failure to comply with the regulatory requirements applicable to our operations may lead to possible sanctions
including the revocation or imposition of additional conditions on licenses to operate our business; the suspension or expulsion from a particular market or jurisdiction or of our
key personnel; the imposition of additional or more stringent inspection, testing and reporting requirements; and the imposition of fines and censures. In addition, changes in
regulations, more vigorous enforcement thereof or other unanticipated events could require extensive changes to our operations, increase compliance costs or give rise to
material liabilities and/or revocation of our licenses and other permits, which could have a material adverse effect on our business, results of operations and financial condition.
Furthermore, governmental authorities may change their administration, application or enforcement procedures at any time, which may adversely impact our ongoing costs
relating to regulatory compliance.
 
We may not be able to successfully engage physicians and other healthcare professionals in need of our services.
 
Our ability to engage physicians and other healthcare professionals will affect our performance. Our support services related to the infusion of ketamine are furnished to
physicians with a greater degree of specialized skills, training and experience than in other areas of practice. This decreases the number of healthcare professionals who may be
recipients of our services. Moreover, we compete with other entities to furnish business support services to physician practices. Our future success depends in part on our ability
to engage physicians and other healthcare professionals to maintain and expand our operations.
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Risks Relating to Intellectual Property
 
If our trade secret and patent position does not adequately protect our future product candidates and uses, others could compete against us more directly, which could harm
our business and have a material adverse effect on our business, financial condition and results of operations.
 
Our success depends, in large part, on our ability to obtain and maintain intellectual property protection for our future product candidates. The patent position of biotechnology
companies is generally highly uncertain, involves complex legal and factual questions, and continues to be the subject of much litigation. Our trade secrets will remain valid and
enforceable without regard to limitations such as term restrictions that are imposed on patents. Our trade secrets and know-how are the subject of various license agreements and
confidentiality agreements as further discussed below.
 
The claims of existing U.S. and foreign patent applications and patents, and those patents that may issue in the future, or those to be licensed to us, that are owned by the
Company or under an obligation of assignment to the Company, may not confer on us significant commercial protection against competing products. Furthermore, to the extent
that the Company owns or is assigned or licenses patent rights covering its business, third parties may challenge or design around those patent rights, such as by asserting that
the patents are invalid or arguing that the patent claims should be narrowly construed, and thereby avoid infringement actions. The laws of foreign countries may not protect our
intellectual property rights to the same extent as do the laws of the United States.
 
Because of the extensive time required for development, testing, and regulatory review of a potential product, it is possible that, before any of our products can be
commercialized, any related patent may expire or remain in force for only a short period following commercialization, thereby reducing any advantages of the patent. To the
extent our future product candidates based on that technology are not commercialized ahead of this patent expiration, to the extent we have no other patent protection on such
products, or to the extent that regulatory or patent extensions are not granted, those products might not have the robust protection we currently expect to enjoy. The background
technologies used in the development of our future product candidates are known in the scientific community, and it may be possible to duplicate the methods we use to create
our future product candidates, which makes us vulnerable to competition, without the ability to exclude others from potentially commercializing a similar product.
 



If we are unable to protect the confidentiality of our proprietary information, trade secrets, and know-how, our competitive position could be impaired and our business,
financial condition, results of operations, and prospects could be adversely affected.
 
As disclosed above, some aspects of our technology, especially regarding manufacturing processes, are unpatented and maintained by us as trade secrets. In an effort to protect
these trade secrets, we require our employees, consultants, collaborators, and advisors to execute confidential disclosure agreements before the commencement of their
relationships with us. These agreements require that all confidential information developed by the individual or made known to the individual by us during the course of the
individual’s relationship with us be kept confidential and not disclosed to third parties. These agreements, however, may not provide us with adequate protection against
improper use or disclosure of confidential information, and these agreements may be breached. A breach of confidentiality could affect our competitive position. In addition, in
some situations, these agreements may conflict with, or be subject to, the rights of third parties with whom our employees, consultants, collaborators, or advisors have previous
employment or consulting relationships. Also, others may independently develop substantially equivalent proprietary information and techniques or otherwise gain access to our
trade secrets.
 
Adequate remedies may not exist in the event of unauthorized use or disclosure of our confidential information. The disclosure of our trade secrets could impair our competitive
position and could have a material adverse effect on our business, financial condition, results of operations, and prospects.
 
Third-party claims of intellectual property infringement may prevent or delay our product development efforts.
 
Our commercial success depends in part on our avoiding infringement of the patents and proprietary rights of third parties. There is a substantial amount of litigation involving
patents and other intellectual property rights in the biotechnology and pharmaceutical industries. Numerous U.S. and foreign issued patents and pending patent applications,
which are owned by third parties, exist in the fields in which we will develop our product candidates. As the biotechnology and pharmaceutical industries expand and more
patents are issued, the risk increases that our future product candidates, methods of making product candidates, and methods of using product candidates may give rise to claims
of infringement of the patent rights of others.
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Third parties may assert that we infringe their patents or are otherwise employing their proprietary technology without authorization and may sue us. Generally, conducting
clinical trials and other acts relating to FDA approval are not considered acts of infringement in the United States.
 
Additionally, there may be third-party patents of which we are currently unaware with claims to materials, formulations, methods of manufacture or methods for treatment
related to the use or manufacture of our future product candidates. Because patent applications can take many years to issue, there may be currently pending patent applications
which may later result in issued patents that our future product candidates may infringe. Some of those patent applications may not yet be available for public inspection. 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 our future product candidates, constructs or molecules used in or 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 the product candidate unless we obtained a license under the applicable
patents, or until such patents expire or they are finally determined to be held not infringed, unpatentable, invalid or unenforceable. Similarly, if any third-party patent were held
by a court of competent jurisdiction to cover aspects of our formulations, processes for manufacture or methods of use, including combination therapy or patient selection
methods, the holders of any such patent may be able to block our ability to develop and commercialize the product candidate unless we obtained a license or until such patent
expires or is finally determined to be held not infringed, unpatentable, invalid or unenforceable. In either case, such a license may not be available on commercially reasonable
terms or at all. If we are unable to obtain a necessary license to a third-party patent on commercially reasonable terms, or at all, our ability to commercialize our future product
candidates may be impaired or delayed, which could in turn significantly harm our business.
 
Parties making claims against us may seek and obtain injunctive or other equitable relief, which could effectively block our ability to further develop and commercialize our
future product candidates. They might seek an exclusion order from the International Trade Commission to prevent import of our future 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 and may
impact our reputation. 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, obtain one or more licenses from third parties, pay royalties or redesign our infringing products, which may be impossible or require substantial time and
monetary expenditure. We cannot predict whether any such license would be available at all or whether it would be available on commercially reasonable terms. Furthermore,
even in the absence of litigation, we may need to obtain licenses from third parties to advance our research or allow commercialization of our future product candidates. We
may fail to obtain any of these licenses at a reasonable cost or on reasonable terms, if at all. In that event, we would be unable to further develop and commercialize our future
product candidates, which could harm our business significantly.
 
We may become involved in lawsuits to protect or enforce our future patents or the patents of our collaborators or licensors, which could be expensive and time consuming.
 
Litigation may be necessary to enforce future patents licensed to us, to protect trade secrets or know-how, or to determine the scope and validity of the proprietary rights.
Litigation, opposition, or other patent office proceedings could result in substantial additional costs and diversion of management focus. If we are ultimately unable to protect
our technology, trade secrets, or know-how, we may be unable to operate profitably. Competitors may infringe any future patents or the patents of our collaborators or licensors.
As a result, we may be required to file infringement claims to protect our proprietary rights, which can be expensive and time-consuming, particularly for a company of our size.
In addition, in an infringement proceeding, a court may decide that a patent of ours is invalid or is unenforceable, or may refuse to enjoin the other party from using the
technology at issue. An adverse determination of any litigation or defense proceedings could put any future patents at risk of being invalidated or interpreted narrowly.
Litigation or other patent office proceedings may fail and, even if successful, may result in substantial costs and distraction to our management. We may not be able, alone or
with our collaborators and licensors, to prevent misappropriation of our proprietary rights, particularly in countries where the laws may not protect such rights as fully as in the
United States.
 
Furthermore, though we would seek protective orders where appropriate, 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. In addition, during the course of this kind
of litigation, there could be public announcements of the results of hearings, motions, or other interim proceedings or developments. If investors perceive these results to be
negative, the market price for our Common Stock could be significantly harmed.
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The biotechnology industry, including our fields of therapeutic interest, is highly competitive and subject to significant and rapid technological change. Accordingly, our
success may depend, in part, on our ability to respond quickly to such change through the development and introduction of new products. Our ability to compete successfully
against currently existing and future alternatives to our future product candidates and systems and competitors who compete directly with us in the biopharmaceutical industry
may depend, in part, on our ability to attract and retain skilled scientific and research personnel, develop technologically superior products, develop competitively priced
products, obtain patent or other required regulatory approvals for our products, and be early entrants to the market and manufacture, market, and sell our products,
independently or through collaborations. If a third party were to commercialize a competitive product, there is no assurance that we would have a basis for initiating patent
infringement proceedings or that, if initiated, we would prevail in such proceedings.



 
If our future product candidates are approved by the FDA, then potential competitors who seek to introduce generic versions of our product candidates may seek to take
advantage of the abbreviated approval pathway for products shown to be similar to or interchangeable with our product candidates. The Biologics Price Competition and
Innovation Act of 2009 might permit these potential competitors to enter the market using a shorter and less costly development program for a biosimilar product that competes
with our future products.
 
Intellectual property litigation may lead to unfavorable publicity that harms our reputation and causes the market price of our common shares to decline.
 
During the course of any intellectual property litigation, there could be public announcements of the initiation of the litigation as well as results of hearings, rulings on motions,
and other interim proceedings in the litigation. If securities analysts or investors regard these announcements as negative, the perceived value of our existing products, programs
or intellectual property could be diminished. Accordingly, the market price of shares of our Common Stock may decline. Such announcements could also harm our reputation or
the market for our future products, which could have a material adverse effect on our business, financial condition, results of operations, and prospects.
 
Patent reform legislation could increase the uncertainties and costs surrounding the prosecution of any future patents applications and the enforcement or defense of any
future patents.
 
In September 2011, the Leahy-Smith America Invents Act, or Leahy-Smith Act, was signed into law. The Leahy-Smith Act includes a number of significant changes to U.S.
patent law. These include provisions that affect the way patent applications are prosecuted and may also affect patent litigation. In particular, under the Leahy-Smith Act, the
United States transitioned in March 2013 to a “first inventor to file” system in which, assuming that other requirements of patentability are met, the first inventor to file a patent
application will be entitled to the patent regardless of whether a third party was first to invent the claimed invention. A third party that files a patent application in the United
States Patent and Trademark Office (USPTO) after March 2013 but before us could therefore be awarded a patent covering an invention of that we also made even if we had
made the invention before the invention was made independently by such third party. This will require us to be cognizant going forward of the time from invention to filing of a
patent application. Furthermore, our ability to obtain and maintain valid and enforceable patents depends on whether the differences between our technology and the prior art
allow our technology to be patentable over the prior art. Since patent applications in the United States and most other countries are confidential for a period of time after filing
or until issuance, we cannot be certain that we will be the first to either (1) file any patent application related to our future product candidates or (2) invent any of the inventions
claimed in any future patent applications.
 
The Leahy-Smith Act also includes a number of significant changes that affect the way patent applications will be prosecuted and also may affect patent litigation. These
include allowing third-party submission of prior art to the USPTO during patent prosecution and additional procedures to attack the validity of a patent by USPTO administered
post-grant proceedings, including post-grant review, inter partes review, and derivation proceedings. An adverse determination in any such submission or proceeding could
reduce the scope or enforceability of, or invalidate, any future patents rights, which could adversely affect our competitive position.
 
Because of a lower evidentiary standard in USPTO proceedings compared to the evidentiary standard in United States federal courts necessary to invalidate a patent claim, a
third party could potentially provide evidence in a USPTO proceeding sufficient for the USPTO to hold a patent claim invalid even though the same evidence would be
insufficient to invalidate the claim if first presented in a district court action. Accordingly, a third party may attempt to use the USPTO procedures to invalidate any future
patents claims that would not have been invalidated if first challenged by the third party as a defendant in a district court action. Thus, the Leahy-Smith Act and its
implementation could increase the uncertainties and costs surrounding the prosecution of our or licensors’ patent applications and the enforcement or defense of our issued
patents, all of which could have a material adverse effect on our business, financial condition, results of operations, and prospects.
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Changes in U.S. patent law, or laws in other countries, could diminish the value of patents in general, thereby impairing our ability to protect our future product candidates.
 
As is the case with other biopharmaceutical companies, our success is heavily dependent on intellectual property, particularly patents. Obtaining and enforcing patents in the
biopharmaceutical industry involve a high degree of technological and legal complexity. Therefore, obtaining and enforcing biopharmaceutical patents is costly, time-
consuming and inherently uncertain. Changes in either the patent laws or in the interpretations of patent laws in the United States and other countries may diminish the value of
our intellectual property and may increase the uncertainties and costs surrounding the prosecution of patent applications and the enforcement or defense of issued patents. We
cannot predict the breadth of claims that may be allowed or enforced in any future patents or in third-party patents. In addition, Congress or other foreign legislative bodies may
pass patent reform legislation that is unfavorable to us.
 
For example, the U.S. Supreme Court has ruled on several patent cases in recent years, either narrowing the scope of patent protection available in certain circumstances or
weakening the rights of patent owners in certain situations. In addition to increasing uncertainty with regard to our or our licensors’ ability to obtain patents in the future, this
combination of events has created uncertainty with respect to the value of patents, once obtained. Depending on decisions by the U.S. Congress, the U.S. federal courts, the
USPTO, or similar authorities in foreign jurisdictions, the laws and regulations governing patents could change in unpredictable ways that would weaken our or our licensors’
ability to obtain new patents or to enforce our existing patents and patents we might obtain in the future.
 
Patent terms may be inadequate to protect our competitive position on our future product candidates for an adequate amount of time.
 
Patents have a limited lifespan. In the United States, if all maintenance fees are timely paid, the natural expiration of a patent is generally 20 years from its earliest U.S. non-
provisional filing date. Various extensions may be available, but the term of a patent, and the protection it affords, are limited. Even if patents directed to our product candidates
are obtained, once the patent term has expired, we may be open to competition from competitive products. Given the amount of time required for the development, testing and
regulatory review of future product candidates, patents directed to our future product candidates might expire before or shortly after such candidates are commercialized.
 
If we or our licensors do not obtain patent term extension for our future product candidates and/or methods of their use, our business may be materially harmed.
 
Depending upon the timing, duration and specifics of FDA marketing approval of our future product candidates and their methods of use, one or more of our U.S. patents may
be eligible for limited patent term restoration under the Drug Price Competition and Patent Term Restoration Act of 1984, or the Hatch-Waxman Amendments, or the Biologics
Price Competition and Innovation Act of 2009. These laws 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. A maximum of one patent may be extended per FDA-approved product as compensation for the patent term lost during the FDA
regulatory review process. A patent term extension cannot extend the remaining term of a patent beyond a total of 14 years from the date of product approval and only those
claims covering such approved drug product, a method for using it or a method for manufacturing it may be extended.
 
Patent term extension may also be available in certain foreign countries upon regulatory approval of our future product candidates. However, we or our licensors may not be
granted an extension because of, for example, failing to apply within applicable deadlines, failing to apply prior to expiration of relevant patents or otherwise failing to satisfy
applicable requirements. Patent term extension may also not be granted because the product candidates and/or methods of use are determined not to be the first permitted
marketing or use of those drug candidates in the jurisdiction in question, or patent term extension may not be granted because the product candidates and/or methods of use are
determined not to constitute an “active ingredient” or use of an “active ingredient” that is eligible for patent term extension. Moreover, if patent term extension is granted then
the additional time period or the scope of patent protection afforded could be less than we request. If we or our licensors are unable to obtain patent term extension or restoration
or the term of any such extension is less than we request, our competitors may obtain approval of competing products following any future patent expiration, and our revenue
could be reduced, possibly materially. Further, if this occurs, our competitors may take advantage of our investment in development and trials by referencing our clinical and
preclinical data and launch their product earlier than might otherwise be the case.
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Risks Related to Regulatory Approval and Other Government Regulations
 
If we are not able to successfully develop and commercialize our product candidates and obtain the necessary regulatory approvals, we may not generate sufficient revenues
to continue our business operations.
 
To generate sales revenue from our future product candidates, we must conduct extensive preclinical studies and clinical trials to demonstrate that our future product candidates
are safe and effective and we must obtain required regulatory approvals. Our early stage product candidates may fail to perform as we expect. Moreover, our future product
candidates in later stages of development may fail to show the required safety and effectiveness for approval despite having progressed successfully through preclinical or
initial clinical testing. We may need to devote significant additional research and development, financial resources, and personnel to develop commercially viable products. If
our future product candidates do not prove to be safe and efficacious in clinical trials, we will not obtain the required regulatory approvals. If we fail to obtain such approvals,
we may not generate sufficient revenues to continue our business operations.
 
Even if we obtain regulatory approval of a product, that approval may be subject to limitations on the indicated uses for which it may be marketed. Even after granting
regulatory approval, the FDA and regulatory agencies in other countries continue to review and inspect marketed products, manufacturers, and manufacturing facilities, which
may create additional regulatory burdens. Later discovery of previously unknown problems with a product, manufacturer, or facility may result in restrictions on the product or
manufacturer, including a withdrawal of the product from the market or a withdrawal of the approved application by the FDA. Furthermore, FDA may require post-approval
studies or other commitments from us, and failure to comply with or meet those commitments could result in withdrawal of the approved application by FDA. Regulatory
agencies may also establish additional regulations, policies, or guidance that could prevent or delay regulatory approval of our future product candidates.
 
Any product candidates we may develop in the future may be subject to controlled substance laws and regulations in the territories where the product may be marketed,
such as the U.S. and the U.K., and failure to comply with these laws and regulations, or the cost of compliance, may adversely affect the results of our business operations,
both during clinical development and post approval, and our financial condition. In addition, during the review process of our future product candidates, and prior to
approval, the FDA and/or other regulatory bodies may require additional data, including with respect to whether our future product candidates have abuse potential, which
may delay approval and any potential rescheduling process.
 
In the U.S., certain substances are classified by the Drug Enforcement Administration (the “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 CSA, specifically as a Schedule I substance. The DEA
regulates chemical 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. For
example, they may not be refilled without a new prescription and may have a black box warning. Commercial marketing in the United States will also require scheduling-
related legislative or administrative action.
 
Scheduling determinations by the DEA are dependent on FDA approval of a substance or a specific formulation of a substance. Therefore, even though our future product
candidates may contain a Schedule I controlled substance, products approved by the FDA for medical use in the United States that contain Schedule I substances should be
placed in Schedules II-V, since approval by the FDA satisfies the “accepted medical use” requirement. If and when our future product candidates receive FDA approval, we
anticipate that the DEA will make a scheduling determination and place it in a schedule other than Schedule I in order for it to be prescribed to patients in the United States.
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 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.
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If approved by the FDA, and if the finished dosage form of our future product candidates is listed by the DEA as a Schedule II, III, or IV controlled substance, its 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 future 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 future product candidates. 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 future 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 future 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 future product
candidates for which we obtain federal regulatory approval and adverse scheduling could have a material adverse effect on the commercial attractiveness of such future
product candidates. We or our partners must also 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. Because our future product candidates may contain certain controlled substances, to conduct clinical trials with our future product candidates in the
United States prior to approval, each of our 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 the future product candidates and to obtain the future product candidates 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 we could lose clinical trial sites. The importer for the
clinical trials must also obtain a Schedule I importer registration and an import permit for each import. We do not currently conduct any manufacturing or
repackaging/relabeling of either the future product candidates or its active ingredients in the United States.

 
 ● Importation. If our future product candidates are approved and classified as a Schedule II, III or IV substance, an importer can import it 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 future 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
future 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 future 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 future product candidates nor its drug substance could be imported, our future 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.
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 ● 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. Additionally, regardless of the scheduling
of our future product candidates, the active ingredient in the final dosage form is likely to be a Schedule I controlled substance and would be subject to such quotas as
this substance could remain listed on Schedule I. The annual quota allocated to us or our contract manufacturers for the active ingredient in our future 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 future product candidates’ launches, which could
have a material adverse effect on our business, financial position and results of operations.

   
 ● Distribution in the United States. If our future 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 the future 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 future 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
future product candidates are Schedule II drugs, 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 future
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.

   
Similarly, the MHRA considers that all Schedule 1 drugs under the UK’s Misuse of Drugs Regulations 2001 have no therapeutic benefit, and can only be imported, exported,
produced, supplied and the like under a license issued by the UK Government’s Home Office. Our future product candidates and their compounds may never be rescheduled
under the Misuse of Drugs Regulations 2001, or reclassified under the UK’s Misuse of Drugs Act 1971.
 
In the UK, entities in our supply chain, including third party collaborators in research or research sites, may be required to hold Home Office licenses and comply with
necessary control measures. Import and export licenses may be required if sites are not located in the UK.
 
The potential reclassification of certain controlled substances in the United States could create additional regulatory burdens on our operations and negatively affect our
results of operations.
 
If certain controlled substances that we may use in our future product candidates, other than the FDA-approved formulation, are rescheduled under the CSA as a Schedule II or
lower controlled substance (i.e., Schedule III, IV or V), the ability to conduct research on these controlled substances would most likely be improved. However, rescheduling
controlled substances may materially alter enforcement policies across many federal agencies, primarily the FDA and DEA. The FDA is responsible for ensuring public health
and safety through regulation of food, drugs, supplements, and cosmetics, among other products, through its enforcement authority pursuant to the Federal Food, Drug, and
Cosmetic Act, or the FDCA. The FDA’s responsibilities include regulating the ingredients as well as the marketing and labeling of drugs sold in interstate commerce. Because it
is currently illegal under federal law to produce and sell certain Schedule I controlled substances, and because there are no federally recognized medical uses, the FDA has
historically deferred enforcement related to these substances to the DEA. If these Schedule I substances were to be rescheduled to a federally controlled, yet legal, substance, the
FDA would likely play a more active regulatory role. The DEA would continue to be active in regulating manufacturing, distribution and dispensing of such substances. The
potential for multi-agency enforcement post-rescheduling could threaten or have a materially adverse effect on our business.
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We cannot market and sell our future product candidates in the United States or in other countries if we fail to obtain the necessary regulatory approvals.
 
We cannot sell our future product candidates until regulatory agencies grant marketing approval. We have not previously submitted a New Drug Application, or NDA, to the
FDA, or a Marketing Authorization Application, or MAA, to the EMA or the MHRA. Before obtaining regulatory approvals for the commercial sale of our product candidates
or any future therapeutic candidates, we must demonstrate through lengthy, complex and expensive preclinical testing and clinical trials that our future product candidates are
safe and effective for use in each target indication. 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 trial process, and there is a high risk of failure and we may never succeed in developing marketable products.
 
The regulatory approval process of the FDA, the EMA, the MHRA, and comparable foreign authorities are lengthy, time-consuming, expensive, inherently unpredictable, and
uncertain, and the legal requirements for obtaining approval may change. It is likely to take several years to obtain the required regulatory approvals for our future product
candidates, or we may never gain the necessary approvals. Any difficulties that we encounter in obtaining regulatory approval may have a substantial adverse impact on our
operations.
 
We may encounter delays or rejections if changes occur in regulatory agency regulations, policies or guidance during the period in which we develop a product candidates or
during the period required for review of any application for regulatory agency approval. If we are not able to obtain regulatory approvals for use of our future product



candidates under development, we will not be able to commercialize such products, and therefore may not be able to generate sufficient revenues to support our business.
 
Our future product candidates could fail to receive regulatory approval from the FDA, the EMA, the MHRA or comparable foreign regulatory authorities or be precluded from
commercial marketing for many reasons, including the following:
 
 ● the FDA, the EMA, the MHRA or comparable foreign regulatory authorities may disagree with, question or request changes in the design or implementation of our

clinical trials;
   
 ● the FDA, the EMA, the MHRA or comparable foreign regulatory authorities may determine that our product candidates are not safe and effective, only moderately

effective, or have undesirable or unintended side effects, toxicities, or other characteristics that preclude our obtaining marketing approval or prevent or limit commercial
use;

   
 ● the results of clinical trials may not meet the level of statistical significance required by the FDA, the EMA, the MHRA or comparable foreign regulatory authorities for

approval;
 
 ● we may be unable to demonstrate that our future product candidates or any future therapeutic candidate’s clinical and other benefits outweigh its safety risks;
   
 ● the FDA, the EMA, the MHRA 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 our product candidates may not be sufficient to support the submission of an NDA or other submission, or to obtain regulatory

approval in the United States or elsewhere;
   
 ● the FDA, the EMA, the MHRA or comparable foreign regulatory authorities may find deficiencies with or fail to approve the manufacturing processes or facilities of

third-party manufacturers with which we contract for clinical and commercial supplies;
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 ● the approval policies or regulations of the FDA, the EMA, the MHRA or comparable foreign regulatory authorities may significantly change in a manner rendering our

clinical data insufficient for approval; and
   
 ● the potential risk of our novel therapy and delivery method, including the use of third-party clinical trial sites and therapists.
   
The FDA, the EMA, the MHRA and other comparable foreign authorities have substantial discretion in the approval process and determining when or whether regulatory
approval will be obtained for our future product candidates or any future therapeutic candidates. Even if we believe the data collected from clinical trials of our future product
candidates are promising, such data may not be sufficient to support approval by the FDA, the EMA, the MHRA or any other regulatory authority. If our future product
candidates fail to obtain approval on the basis of any applicable condensed regulatory approval process, this will prevent such therapeutic candidate from obtaining approval on
a shortened time frame, or at all, resulting in increased expenses which would materially harm our business.
 
In addition, even if we were to obtain approval, regulatory or pricing authorities may approve our future product candidates for fewer or more limited indications than we
request, may not approve the price we intend to charge for our products or therapies, may grant approval contingent on the performance of costly post-marketing clinical trials,
or may approve a therapeutic candidate with a label that does not include the labeling claims necessary or desirable for the successful commercialization of that therapeutic
candidate.
 
Even if our future product candidates receive regulatory approval in the U.S., we may never receive approval or commercialize our future product candidates outside of the
U.S.
 
In order to market any products outside of the U.S., we must establish and comply with numerous and varying regulatory requirements of other countries regarding safety and
efficacy. Approval procedures vary among countries and can involve additional product testing and additional administrative review periods. The time required to obtain
approval in other countries might differ from that required to obtain FDA approval. The regulatory approval process in other countries may include all of the risks detailed
above regarding FDA approval in the U.S. as well as other risks. Regulatory approval in one country does not ensure regulatory approval in another, but a failure or delay in
obtaining regulatory approval in one country may have a negative effect on the regulatory process in others. Failure to obtain regulatory approval in other countries or any delay
seeking or obtaining such approval would impair our ability to develop foreign markets for our future product candidates.
 
Our development costs will increase if we have material delays in our clinical trials, or if we are required to modify, suspend, terminate, or repeat a clinical trial. If we are unable
to conduct our clinical trials properly and on schedule, marketing approval may be delayed or denied by the FDA.
  
Final marketing approval of our future product candidates by the FDA or other regulatory authorities for commercial use may be delayed, limited, or denied, any of which
could adversely affect our ability to generate operating revenues.
 
Final marketing approval for our future product candidates may be delayed, limited, or denied if, among other factors:
 
 ● we are unable to satisfy the significant clinical testing required to demonstrate safety and effectiveness of our future product candidates before marketing applications can

be filed with the FDA;
 
 ● FDA does not agree with our interpretation of data obtained from preclinical and nonclinical animal testing and clinical trials, even though the data can be interpreted in

different ways;
 
 ● we fail at any stage of the development and testing of our future product candidates, which may take years to complete;
 
 ● we receive negative or inconclusive results or reports of adverse side effects during a clinical trial; or
 
 ● the FDA requires us to expand the size and scope of the clinical trials.
 
If marketing approval for our future product candidates is delayed, limited, or denied, our ability to market products, and our ability to generate product sales, could be
adversely affected.
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We may not be able to secure and maintain research institutions to conduct our clinical trials.
 
We rely on research institutions to conduct our clinical trials. Our reliance upon research institutions, including hospitals and clinics, provides us with less control over the
timing and cost of clinical trials and the ability to recruit subjects. If we are unable to reach agreement with suitable research institutions on acceptable terms, or if any resulting
agreement is terminated, we may be unable to quickly replace the research institution with another qualified institution on acceptable terms. Even if we do replace the
institution, we may incur additional costs to conduct the trial at the new institution. We may not be able to secure and maintain suitable research institutions to conduct our
clinical trials.
 
Producing and marketing an approved drug or other medical product is subject to significant and costly post-approval regulation.
 
Even if approved for commercial sale, we may be required to conduct Phase IV clinical trials or comply with other post-marketing requirements for our future product
candidates. Even if we obtain approval of our future product candidates, we can only market the product for the approved indications. After granting marketing approval, the
FDA and regulatory agencies in other countries continue to review and inspect marketed products, manufacturers, and manufacturing facilities, creating additional regulatory
burdens. Later discovery of previously unknown problems with a product, manufacturer, or facility may result in restrictions on the product or manufacturer, including a
withdrawal of the future product candidates from the market. Further, regulatory agencies may establish different or additional regulations that could impact the post-marketing
status of our products.
 
We face exposure to fraudulent or illegal activity.
 
We face exposure to the risk that employees, independent contractors or consultants may engage in fraudulent or other illegal activities. Misconduct by these parties could be
intentional, reckless and/or negligent conduct. There may be disclosure of unauthorized activities that violate government regulations, manufacturing standards, healthcare
laws, abuse laws and other financial reporting laws. Further, it may not always be possible for us to identify and deter misconduct by our employees and other third parties, and
the precautions we take to detect and prevent these activities may not always be effective. As a result, we could face potential penalties and litigation.
 
If current or future laws or regulations force us to restructure our arrangements with physician practices, we may incur additional costs, lose contracts and suffer a
reduction in net revenue under existing contracts.
 
A number of laws bear on our relationships with our physicians. There is a risk that state authorities in some jurisdictions may find that our future contractual relationships with
physician practices violate laws prohibiting the corporate practice of medicine and fee-splitting. These laws generally prohibit the practice of medicine by lay entities or persons
and are intended to prevent unlicensed persons or entities from interfering with or inappropriately influencing the physician’s professional judgment. They may also prevent the
sharing of professional services income with non-professional or business interests.
 
We intend to contract with physician practices organized as separate medical professional entities (e.g., professional medical corporations). Antitrust laws may deem each such
physician/entity to be separate, both from us and from each other and, accordingly, each such physician/practice is subject to a wide range of laws that prohibit anti-competitive
conduct between or among separate legal entities or individuals. A review or action by regulatory authorities or the courts could force us to terminate or modify our contractual
relationships with affiliated medical groups or revise them in a manner that could be materially adverse to our business.
 
Various licensing laws, regulations and standards will apply to our affiliated physicians and our relationships with our affiliated physicians. Failure to comply with these laws
and regulations could result in our services being found to be non-reimbursable or prior payments being subject to recoupment, and can give rise to civil or criminal penalties.
While we have made reasonable efforts to ensure our affiliated physician practices and our relationships with our affiliated physician practices substantially comply with
licensing laws and regulations and standards, we cannot assure you that agencies that administer these programs will not find that the affiliated practices or our relationships
with our affiliated practices have failed to comply in some material respects.
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Adverse judicial or administrative interpretations could result in a finding that we are not in compliance with one or more of these laws and rules that affect our relationships
with our physicians.
 
These laws and rules, and their interpretations, may also change in the future. Any adverse interpretations or changes could force us to restructure our relationships with
physicians or professional corporations, or to restructure our operations. This could cause our operating costs to increase significantly. A restructuring could also result in a loss
of contracts or a reduction in revenue under existing contracts.
 
Risks Related to Our Dependence on Third Parties
 
We have not yet entered into agreements with independent professional services companies or other potential counterparties relating to our ketamine infusion business in
the United States.
 
We have not yet entered into agreements with independent professional services companies or other potential counterparties relating to our ketamine infusion business in the
United States and we may experience difficulty in executing such agreements on favorable terms, if at all.
 
We may rely on third parties to provide us with supplies to produce our future product candidates. Any problems experienced by these third parties could result in a delay or
interruption in the supply of our future product candidates for our clinical trials and future approved products to our customers, which could have a material negative
effect on our business.
 
We rely on third parties to provide us with supplies to produce our future product candidates. If the operations of these third parties are interrupted or if they are unable to meet
our delivery requirements due to capacity limitations or other constraints, we may be limited in our ability to fulfill our supply and product candidate needs. Any prolonged
disruption in the operations of third parties could have a significant negative impact on our ability to produce our future product candidates for pre-clinical and clinical trials or
sell our future approved products, could harm our reputation and could cause us to seek other third-party contracts, thereby increasing our anticipated development and
commercialization costs. In addition, if we are required to change third parties for any reason, we will be required to verify that the new third parties maintain facilities and
procedures that comply with quality standards required by the FDA and with all applicable regulations and guidelines. The delays associated with the verification of a new third
party could negatively affect our ability to develop product candidates or receive approval for any future product candidates in a timely manner.
 
We may become dependent upon third parties for services and raw materials needed for the manufacture of our future product candidates, and if these products are
successfully commercialized, may become dependent upon third parties for product distribution. If any of these third parties fail or are unable to perform in a timely
manner, our ability to manufacture and deliver could be compromised.
 
As we proceed with our clinical trial efforts, we must be able to demonstrate to the FDA that we can manufacture our future product candidates with consistent characteristics.
While we plan to produce our future product candidates in our own facility, scaling up the manufacturing process would require us to develop a larger facility, which could
require significant time and capital investments to conform to applicable manufacturing standards, or outsource manufacturing, which would cause us to be materially
dependent on these suppliers for supply of GMP-grade components of consistent quality. Our ability to complete our future clinical trials may be negatively affected in the event



that we are forced to seek and validate a replacement source for any of these critical components. If we are not able to obtain adequate supplies of these items of consistent
quality from our third-party suppliers, it will also be more difficult to manufacture commercial quantities of our future product candidates that are approved for commercial
sale.
 
In addition, if one or more of our future product candidates is approved for commercial sale, we intend to rely on third parties for their distribution. Proper shipping and
distribution requires compliance with specific storage and shipment procedures (e.g., prevention of damage to shipping materials and prevention of temperature excursions
during shipment). Failure to comply with such procedures will necessitate return and replacement, potentially resulting in additional cost and causing us to fail to meet supply
requirements.
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Use of third-party manufacturers may increase the risk that we will not have adequate quantities of our future product candidates.
 
We may use a third-party manufacturer to supply our future product candidates for clinical trials or other uses at some point. Reliance on third-party manufacturers entails risks
to which we would not be subject if we manufactured such components ourselves, including:
 
 ● reliance on the third party for regulatory compliance and quality assurance;
 
 ● the possible breach of the manufacturing agreement by the third party; and
 
 ● the possible termination or nonrenewal of the agreement by the third party, based on its own business priorities, at a time that is costly or inconvenient for us.
 
Future contract manufacturers are or will be subject to all of the risks and uncertainties that we would have if we manufactured the product candidates on our own. Similar to us,
they are subject to ongoing, periodic, and unannounced inspection by the FDA and corresponding state and foreign agencies or their designees to ensure strict compliance with
GMP regulations and other governmental regulations and corresponding foreign standards. Although we do not control compliance by our contract manufacturers with these
regulations and standards, we—as the manufacturer—assume the liabilities for our contract manufacturers’ non-compliance. Our future contract manufacturers might not be
able to comply with these regulatory requirements. If our third-party manufacturers fail to comply with applicable regulations, the FDA or other regulatory authorities could
impose penalties on us, including fines, injunctions, civil penalties, consent decrees, compliance with FDA’s Application Integrity Policy, issuance of warning or untitled letters,
denial of marketing approval of our future product candidates, delays, suspensions, or withdrawals of approvals, license revocation, seizures or recalls of product candidates or
our other products, operating restrictions, and criminal prosecutions. Any of these actions could significantly and adversely affect supplies of our future product candidates or
other products and could have a material adverse effect on our business, financial condition, and results of operations.
 
If we decide to use third-party manufacturers in the future, they will likely be dependent upon their own third-party suppliers, making us vulnerable to supply shortages
and price fluctuations, which could harm our business.
 
The operations of any future third-party manufacturers will likely be dependent upon their own third-party suppliers. A supply interruption or an increase in demand beyond a
supplier’s capabilities could harm the ability of any future manufacturers to manufacture our future product candidates or intended products until the manufacturer identifies and
qualifies new sources of supply. Reliance on these third-party manufacturers and their suppliers could subject us to a number of risks that could harm our business, including:
 
 ● interruption of supply resulting from modifications to or discontinuation of a supplier’s operations;
 
 ● failure of third-party manufacturers or suppliers to comply with their own legal and regulatory requirements;
 
 ● delays in product shipments resulting from uncorrected defects, reliability issues, or a supplier’s variation in a component;
 
 ● a lack of long-term supply arrangements for key components with our suppliers;
 
 ● inability to obtain adequate supply in a timely manner, or to obtain adequate supply on commercially reasonable terms;
 
 ● difficulty and cost associated with locating and qualifying alternative suppliers for components in a timely manner;
 
 ● production delays related to the evaluation and testing of products from alternative suppliers, and corresponding regulatory qualifications;

 
 ● delay in delivery due to suppliers prioritizing other customer orders over ours or those of our third-party manufacturers;
 
 ● damage to our brand reputation caused by defective components produced by the suppliers; and
 
 ● fluctuation in delivery by the suppliers due to changes in demand from us, our third-party manufacturers or their other customers.
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Any interruption in the supply of components of our future product candidates, or our inability to obtain substitute components or materials from alternate sources at acceptable
prices in a timely manner, could impair our ability to meet the demands of our clinical trials or of our future customers, which would have an adverse effect on our business.
 
We are subject to a multitude of manufacturing risks, any of which could substantially increase our costs and limit supply of our future product candidates.
 
The process of manufacturing our future product candidates is complex, highly regulated, and subject to several risks. For example, the process of manufacturing our future
product candidates is extremely susceptible to product loss due to contamination, equipment failure or improper installation or operation of equipment, or vendor or operator
error. Even minor deviations from normal manufacturing processes for any of our future product candidates could result in reduced production yields, product defects and other
supply disruptions. If microbial, viral or other contaminations are discovered in our future product candidates or in the manufacturing facilities in which our future product
candidates will be made, such manufacturing facilities may need to be closed for an extended period of time to investigate and remedy the contamination. In addition, the
manufacturing facilities in which our future product candidates will be made could be adversely affected by equipment failures, labor shortages, natural disasters, public health
crises, pandemics and epidemics, such as the recent coronavirus disease 2019 (COVID-19), power failures and numerous other factors.
 
In addition, any adverse developments affecting manufacturing operations for our future product candidates may result in shipment delays, inventory shortages, lot failures,
withdrawals or recalls or other interruptions in the supply of our future product candidates. We also may need to take inventory write-offs and incur other charges and expenses
for future product candidates that fail to meet specifications, undertake costly remediation efforts or seek costlier manufacturing alternatives.



 
We will depend on third-party distributors in the future to market and sell our future product candidates which will subject us to a number of risks.
 
We will depend on third-party distributors to sell, market, and service our future product candidates in our intended markets. We are subject to a number of risks associated with
reliance upon third-party distributors including:
 
 ● lack of day-to-day control over the activities of third-party distributors;
 
 ● failure of the third-party distributors to comply with their own legal and regulatory requirements;
 
 ● third-party distributors may not commit the necessary resources to market and sell our future product candidates to our level of expectations;
 
 ● third-party distributors may terminate their arrangements with us on limited or no notice or may change the terms of these arrangements in a manner unfavorable to us;

and
 
 ● disagreements with our future distributors could result in costly and time-consuming litigation or arbitration which we could be required to conduct in jurisdictions with

which we are not familiar.
 
If we fail to establish and maintain satisfactory relationships with our future third-party distributors, our revenues and market share may not grow as anticipated, and we could
be subject to unexpected costs which could harm our results of operations and financial condition.
 
The successful commercialization of our future product candidates will depend on obtaining reimbursement from government and third-party payors.
 
If we successfully develop and obtain necessary regulatory approvals, we intend to sell our product candidates in countries such as the United States. In the United States, the
market for any pharmaceutical product is affected by the availability of reimbursement from government and third-party payors, such as government health administration
authorities, private health insurers, health maintenance organizations, and pharmacy benefit management companies. This, in turn, may make it more difficult for us to obtain
adequate reimbursement from government and third-party payors, particularly if we cannot demonstrate a favorable cost-benefit relationship. Government and third-party
payors may also deny coverage or offer inadequate levels of reimbursement for our potential products if they determine that the product has not received appropriate clearances
from the FDA or other government regulators or is experimental, unnecessary or inappropriate.
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In some other countries where we may seek to market our products, the pricing of prescription pharmaceutical products and services and the level of government reimbursement
are subject to governmental control. In these countries, pricing negotiations with governmental authorities can take six to twelve months or longer after the receipt of marketing
approval for a product. To obtain reimbursement or pricing approval in some countries, we or our potential future collaborators may be required to conduct one or more clinical
trials that compare the cost effectiveness of our product candidates or products to other available therapies. Conducting one or more additional clinical trials would be expensive
and could result in delays in commercialization of our product candidates.
 
Managing and reducing health care costs has been a general concern of federal and state governments in the United States and various foreign governments. Although we do not
believe that any recently enacted or presently proposed legislation in any jurisdictions in which we currently operate should impact our business based on our current model, we
might be subject to future regulations or other cost-control initiatives that materially restrict the price we would receive for our products. In addition, government and third-party
payors are increasingly challenging the price and cost-effectiveness of medical products and services, and many limit reimbursement for newly approved health care products.
In particular, government and third-party payors may limit the indications for which they will reimburse patients who use any products that we may develop. Cost control
initiatives could decrease the price for products that we may develop, which could result in lower product revenues to us.
 
We may enter into arrangements with third-party collaborators to help us develop our product candidates and commercialize our products, and our ability to commercialize
such products may be impaired or delayed if collaborations are unsuccessful.
 
We are parties to various collaborations with third parties, and may enter into additional collaborations in the future. We are dependent upon the success of our current and any
future collaborators in performing their responsibilities in connection with the relevant collaboration. If we fail to maintain these collaborative relationships for any reason, we
would need to perform the activities that we currently anticipate would be performed by our collaborators on our own at our sole expense. This could substantially increase our
capital needs, and we may not have the capability or financial capacity to undertake these activities on our own, or we may not be able to find other collaborators on acceptable
terms, or at all. This may limit the programs we are able to pursue and result in significant delays in the development, sale, and manufacture of our future product candidates and
products, and may have a material adverse effect on our business, financial condition, and results of operations.
 
Our dependence upon our current and potential future collaborations exposes us to a number of risks, including that our collaborators (i) may fail to cooperate or perform their
contractual obligations, including financial obligations, (ii) may choose to undertake differing business strategies or pursue alternative technologies, or (iii) may take an
opposing view regarding ownership of clinical trial results or intellectual property.
 
Due to these factors and other possible events, we could suffer delays in the research, development, or commercialization of our future product candidates or we may become
involved in litigation or arbitration, which could be time consuming and expensive. We additionally may be compelled to split revenue with our collaborators, which could have
a material adverse effect on our business, financial condition, and results of operations.
 
If we engage in future acquisitions or strategic partnerships, this may increase our capital requirements, dilute our stockholders, cause us to incur debt or assume
contingent liabilities, and subject us to other risks.
 
From time to time, we may evaluate various acquisition opportunities and strategic partnerships, including licensing or acquiring complementary products or product candidates,
intellectual property rights, technologies or businesses. Any potential acquisition or strategic partnership may entail numerous risks, including:
 
 ● increased operating expenses and cash requirements;
   
 ● the assumption of additional indebtedness or contingent liabilities;
   
 ● the issuance of our equity securities;
   

 ● assimilation of operations, intellectual property and products or product candidates of an acquired company, including difficulties associated with integrating new
personnel;
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 ● the diversion of our management’s attention from our existing programs and initiatives in pursuing such a strategic merger or acquisition;
   
 ● retention of key employees, the loss of key personnel and uncertainties in our ability to maintain key business relationships;
   

 ● risks and uncertainties associated with the other party to such a transaction, including the prospects of that party to receive marketing approvals for their existing
products or product candidates; and

   

 ● our inability to generate revenue from acquired technology, product candidates and/or products sufficient to meet our objectives in undertaking the acquisition or even to
offset the associated acquisition and maintenance costs.

 
A shortage of qualified registered nursing staff and other caregivers could adversely affect our partners’ ability to attract, train and retain qualified personnel and could
increase operating costs.
 
Our clinics rely significantly on our partners’ ability to attract and retain caregivers who possess the skills, experience and licenses necessary to meet the requirements of our
patients. We compete for personnel with other providers for qualified staff and caregivers. Our partners’ ability to attract and retain caregivers depends on several factors,
including our partners’ ability to provide these caregivers with attractive assignments and competitive benefits and salaries. We cannot assure you that we will succeed in any of
these areas. In addition, there are occasional shortages of qualified health care personnel in some of the markets in which we operate. As a result, we may face higher costs to
attract caregivers and we may have to provide them with more attractive benefit packages than we originally anticipated, either of which could cause our profitability to decline.
Finally, if we expand our operations into geographic areas where health care providers historically have unionized, we cannot assure you that negotiating collective bargaining
agreements will not have a negative effect on our partners’ ability to timely and successfully recruit qualified personnel. Generally, if we are unable to attract and retain
caregivers, the quality of our services may decline and we could lose patients and referral sources.
 
We anticipate generating revenue and profit margin under contracts with medical professional entities, and will face risks related to entering and retaining such contracts.
 
In our arrangements with separate legal professional entities (e.g., professional medical corporations) for providing business support services related to the infusion of ketamine,
it is expected that our affiliated physicians will collect the fees for physician services provided. We cannot assure you that we will be successful in entering such contracts in a
timely manner or at all due to issues related to the formation of such entities, which is currently underway in California and New York, or in retaining such contracts or that we
will retain them on terms that are as favorable as present terms.
 
Any non-compete agreements and other restrictive covenants involving physicians may not be enforceable.
 
We anticipate entering into contracts with physicians and professional corporations in New York and California, and later in other states. Some of these contracts will include
provisions preventing these physicians and professional corporations from engaging other business support services organizations both during and after the term of our
relationship with them. The law governing non-compete agreements and other forms of restrictive covenants varies from state to state. Some states are reluctant to strictly
enforce non-compete agreements and restrictive covenants applicable to physicians. There can be no assurance that our non-compete agreements will not be successfully
challenged as unenforceable in certain states. In such event, we would be unable to prevent former affiliated physicians and professional corporations from engaging other
business support services organizations that compete with us.
 
Failure of our affiliated physicians and other medical practitioners to comply with laws and regulations could result in suspension or revocation of our affiliated
physicians’ licenses and termination of our service agreements with such affiliated physicians.
 
Our affiliated physicians are subject to various licensing laws and regulations relating to, among other things, the practice of medicine, adequacy of medical care, equipment,
personnel and operating policies and procedures. Our affiliated physician practices may be subject to inspection by governmental and other authorities to assure continued
compliance with the various standards necessary for licensing. Failure of our affiliated physicians and other medical practitioners to comply with these laws and regulations
could result in suspension or revocation of our affiliated physicians’ licenses and termination of our service agreements with such affiliated physicians. While we have made
reasonable efforts to ensure our affiliated physician practices substantially comply with licensing laws and regulations and standards, we cannot assure you that agencies that
administer these programs will not find that the affiliated practices have failed to comply in some material respects. See “Business – Clinics” for further discussion regarding
certain regulatory matters regarding the clinical infusion of ketamine to treat depression.
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Risks Related to the Discovery, Development and Commercialization of Our Future Product Candidates
 
Interim, “topline” and preliminary data from our future clinical trials that we announce or publish from time to time may change as more data become available and are
subject to audit and verification procedures that could result in material changes in the final data.
 
From time to time, we may publicly disclose preliminary or topline data from our preclinical studies and clinical trials, which is based on a preliminary analysis of then-
available data. These results and related findings and conclusions are based on assumptions, estimations, calculations and conclusions, and are subject to change following the
generation of additional data or a more comprehensive review of the data related to the particular study or trial. As a result, the topline or preliminary results that we report may
differ from future results of the same studies, or different conclusions or considerations may qualify such results, once additional data have been received and fully evaluated.
Topline 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, topline and preliminary data should be viewed with caution until the final data are available.
 
From time to time, we may also disclose interim data from our preclinical studies and clinical trials. Interim data from clinical trials that we may complete are subject to the risk
that one or more of the clinical outcomes may materially change as subject enrollment continues and more subject data become available or as subjects from our clinical trials
continue other treatments for their disease. Adverse differences between preliminary or interim data and final data could significantly harm our business prospects. Further,
disclosure of interim data by us or by our competitors could result in volatility in the price of our Common Stock after this offering.
 
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. 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 material or otherwise appropriate information to include in our disclosure.
 
If the interim, topline, or preliminary 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, our future product candidates may be harmed, which could have a material adverse effect on our business, financial
condition, and results of operations.
 
We may expend our limited resources to pursue a particular product candidate or indication and fail to capitalize on other product candidates or indications that may be



more profitable or for which there is a greater likelihood of success.
 
Because we have limited financial and managerial resources, we focus on research programs and product candidates that we identify for specific indications. As a result, we
may forego or delay pursuit of opportunities with other therapeutic platforms or product candidates or for other indications that later prove to have greater commercial potential
or a greater likelihood of success. Our resource allocation decisions may cause us to fail to capitalize on viable commercial products or profitable market opportunities. Our
spending on current and future research and development programs, therapeutic platforms and product candidates for specific indications may not yield any commercially
viable products. If we do not accurately evaluate the commercial potential or target market for a particular product candidate, we may relinquish valuable rights to that product
candidate through collaboration, licensing or other royalty arrangements in cases in which it would have been more advantageous for us to retain sole development and
commercialization rights.
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The FDA and other comparable foreign regulatory authorities may not accept data from trials conducted in locations outside of their jurisdiction.
 
We may choose to conduct international clinical trials in the future. The acceptance of study data by the FDA or other comparable foreign regulatory authority from clinical
trials conducted outside of their respective jurisdictions may be subject to certain conditions. 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 (1) the data are applicable to the United
States population and United States medical practice; (2) the trials are performed by clinical investigators of recognized competence; and (3) the FDA is able to validate the data
through an on-site inspection or other appropriate means. The FDA may accept the use of some foreign data to support a marketing approval if the clinical trial meets certain
requirements. Additionally, the FDA’s clinical trial requirements, including the adequacy of the subject population studied and statistical powering, must be met. Furthermore,
such foreign trials would be subject to the applicable local laws of the foreign jurisdictions where the trials are conducted. There can be no assurance that the FDA or any
applicable foreign regulatory authority will accept data from trials conducted outside of its respective jurisdiction. If the FDA or any applicable 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 our future product candidates not receiving approval for commercialization in the applicable jurisdiction.
 
Obtaining and maintaining regulatory approval of a product in one jurisdiction does not mean that we will be successful in obtaining or maintaining regulatory approval
in other jurisdictions.
 
Obtaining and maintaining regulatory approval of a product in one jurisdiction does not guarantee that we will be able to obtain or maintain regulatory approval in any other
jurisdiction. For example, even if the FDA grants marketing approval of a product, comparable regulatory authorities in foreign jurisdictions must also approve the
manufacturing, marketing and promotion and reimbursement of the product in those countries. However, a failure or delay in obtaining regulatory approval in one jurisdiction
may have a negative effect on the regulatory approval process in others. Moreover, product types or regulatory classifications, as well as approval procedures vary among
jurisdictions and can involve requirements and administrative review periods different from those in the United States, including different or 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 must be approved for reimbursement 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.
 
Obtaining foreign regulatory approvals and establishing and maintaining compliance with foreign regulatory requirements could result in significant delays, difficulties and
costs for us and could delay or prevent the introduction of our products in certain countries. If we or any future collaborator fails to comply with the regulatory requirements in
international markets or fails to receive applicable marketing approvals, our target market will be reduced and our ability to realize the full market potential of our future
product candidates will be harmed.
 
The FDA and other regulatory agencies actively enforce the laws and regulations prohibiting pre-approval promotion and the promotion of off-label uses.
 
The FDA prohibits the pre-approval promotion of drugs as safe and effective for the purposes for which they are under investigation. Similarly, the FDA prohibits the promotion
of approved drugs for new or unapproved indications. If the FDA finds that we have engaged in pre-approval promotion of our future product candidates, or if any of our future
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, such as our future product candidates, if approved. In particular,
an approved product may not be promoted for uses that are not approved by the FDA or such other regulatory agencies as reflected in the product’s approved labeling. If we
receive marketing approval for a product candidate, physicians may nevertheless prescribe it to their patients in a manner that is inconsistent with the approved label, which is
within their purview as part of their practice of medicine. If we are found to have promoted such off-label uses, however, we may become subject to significant liability. The
U.S. 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 FDA has also requested that companies enter into consent decrees or permanent injunctions under which specified promotional conduct is
changed or curtailed. The FDA may also issue a public warning letter or untitled letter to the company. If we cannot successfully manage the promotion of our future approved
products, we could become subject to significant liability, which would materially adversely affect our business and financial condition.
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We may attempt to secure approval from the FDA or comparable foreign regulatory authorities through an expedited review program, and if we are unable to do so, then
we could face increased expense to obtain, and delays in the receipt of, necessary marketing approvals.
 
We may in the future seek approval for one or more of our future product candidates under one of the FDA’s expedited review programs for serious conditions. These programs
are available to sponsors of therapies that address an unmet medical need to treat a serious condition. The qualifying criteria and requirements vary for each expedited program.
Prior to seeking review under one of these expedited programs for any of our future product candidates, we intend to seek feedback from the FDA and will otherwise evaluate
our ability to seek and receive marketing approval through an expedited review program.
 
There can be no assurance that, after our evaluation of the FDA’s feedback and other factors, we will decide to pursue one or more of these expedited review programs.
Similarly, there can be no assurance that after subsequent FDA feedback we will continue to pursue one or more of these expedited programs, even if we initially decide to do
so. Furthermore, FDA could decide not to grant our request to use one or more of the expedited review programs for a product candidate, even if the FDA’s initial feedback is
that the product candidate would qualify for such program(s). Moreover, FDA can decide to stop reviewing a product candidate under one or more of these expedited review
programs if, for example, the conditions that warranted expedited review no longer apply to that product candidate.
 
Some of these expedited programs (e.g., accelerated approval) also require post-marketing clinical trials to be completed and, if any such required trial fails, the FDA could
withdraw the approval of the product. If one of our future product candidates does not qualify for any expedited review program, then this could result in a longer time period to
approval and commercialization of such product candidate, could increase the cost of development of such product candidate, and could harm our competitive position in the
marketplace.
 



We may face difficulties from changes to current regulations and future legislation, both in the U.S. as well as in other foreign jurisdictions where we may be operating.
 
Existing regulations and regulatory policies may change and additional government regulations may be enacted that could prevent, limit or delay regulatory approval of our
future product candidates. We 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. If we are slow or unable to adapt to changes in existing requirements or the adoption of new requirements or policies, or if we are not able to
maintain regulatory compliance, we may lose any marketing approval that we may have obtained and we may not achieve or sustain profitability.
 
There have been judicial and congressional challenges to the Affordable Care Act. If a law is enacted, many if not all of the provisions of the PPACA may no longer apply to
prescription drugs. While we are unable to predict what changes may ultimately be enacted, to the extent that future changes affect how any future products are paid for and
reimbursed by government and private payers our business could be adversely impacted. On December 14, 2018, a federal district court in Texas ruled that the PPACA is
unconstitutional as a result of the Tax Cuts and Jobs Act, the federal income tax reform legislation previously passed by Congress and signed by President Trump on December
22, 2017, that eliminated the individual mandate portion of the PPACA. The case, Texas, et al, v. United States of America, et al., (N.D. Texas), is an outlier, and the ruling has
been stayed by the ruling judge, but in 2019, the Fifth Circuit Court of Appeals subsequently upheld the lower court decision which was then appealed to the United States
Supreme Court. The U.S. Supreme Court declined to hear the appeal on an expedited basis and so no decision is expected until the next Supreme Court term in early 2021. We
are not able to state with any certainty what will be the impact of this court decision on our business pending further court action and possible appeals. In November 2020,
Joseph Biden was elected President and, in January 2021, the Democratic Party obtained control of the Senate. As a result of these electoral developments, it is unlikely that
continued legislative efforts will be pursued to repeal PPACA. Instead, it is possible that legislation will be pursued to enhance or reform PPACA. We are not able to state with
certainty what the impact of potential legislation will be on our business.
 
In addition, other legislative changes have been proposed and adopted in the United States that could impact our future business and operations, including those that may result
in additional reductions in Medicare and other healthcare funding, which could have a material adverse effect on customers for our future product candidates, if approved, and
accordingly, our business, financial condition, and results of operations.
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Moreover, there has been heightened governmental scrutiny recently over the manner in which drug manufacturers set prices for their marketed products, which has resulted in
several Congressional inquiries and proposed and enacted federal and state 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. For example, at the federal
level, the Trump administration released a “Blueprint” to lower drug prices and reduce out of pocket costs of drugs that contains additional proposals to increase manufacturer
competition, increase the negotiating power of certain federal healthcare programs, incentivize manufacturers to lower the list price of their products and reduce the out of
pocket costs of drug products paid by consumers. Although future measures will require additional authorization to become effective, Congress and the Trump administration
have each indicated that it will continue to seek new legislative and/or administrative measures to control drug costs. At the state level, legislatures have increasingly passed
legislation and implemented 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.
 
We expect that the ACA, as well as other healthcare reform measures that may be adopted in the future, may result in more rigorous coverage criteria and in additional
downward pressure on the price that we receive for any approved product. Any reduction in reimbursement from Medicare or other government programs may result in a similar
reduction in payments from private payors. The implementation of cost containment measures or other healthcare reforms may prevent us from being able to generate revenue,
attain profitability or commercialize our future product candidates.
 
Legislative and regulatory proposals have been made to expand post-approval requirements and restrict sales and promotional activities for biotechnology products. We cannot
be sure whether additional legislative changes will be enacted, or whether FDA regulations, guidance or interpretations will be changed, or what the impact of such changes on
the marketing approvals of our future product candidates, if any, may be. In addition, increased scrutiny by Congress of the FDA’s approval process may significantly delay or
prevent marketing approval, as well as subject us to more stringent product labeling and post-marketing testing and other requirements.
 
Our relationships with healthcare professionals, clinical investigators, CROs and third-party payors in connection with our current and future business activities may be
subject to federal and state healthcare fraud and abuse laws, false claims laws, transparency laws, government price reporting, and health information privacy and security
laws, which could expose us to, among other things, criminal sanctions, civil penalties, contractual damages, exclusion from governmental healthcare programs,
reputational harm, administrative burdens and diminished profits and future earnings.
 
Healthcare providers and third-party payors play a primary role in the recommendation and prescription of any future product candidates for which we obtain future marketing
approval. Our current and future arrangements with healthcare professionals, clinical investigators, CROs, third-party payors and customers may expose us to broadly applicable
fraud and abuse and other healthcare laws and regulations that may constrain the business or financial arrangements and relationships through which we market, sell and
distribute our products for which we obtain marketing approval. Restrictions under applicable federal and state healthcare laws and regulations include the following:
 
 ● the federal Anti-Kickback Statute prohibits, among other things, persons and entities from knowingly and willfully soliciting, offering, receiving or providing

remuneration, directly or indirectly, in cash or in kind, to induce or reward, or in return for, either the referral of an individual for, or the purchase, order or
recommendation of, any good or service, for which payment may be made under a federal healthcare program such as Medicare and Medicaid. A person or entity does
not need to have actual knowledge of the federal Anti-Kickback Statute or specific intent to violate it in order to have committed a violation. In addition, the government
may assert that a claim including items or services resulting from a violation of the U.S. federal Anti-Kickback Statute constitutes a false or fraudulent claim for purposes
of the civil False Claims Act;

 
 ● the federal false claims and civil monetary penalties laws, including the civil False Claims Act, which can be enforced by private citizens through civil whistleblower or

qui tam actions, prohibit individuals or entities from, among other things, knowingly presenting, or causing to be presented, to the federal government, claims for
payment that are false or fraudulent or making a false statement to avoid, decrease or conceal an obligation to pay money to the federal government; HIPAA, prohibits,
among other things, executing or attempting to execute a scheme to defraud any healthcare benefit program or making false statements relating to healthcare matters.
Similar to the federal Anti-Kickback Statute, 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;
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 ● HIPAA, as amended by the Health Information Technology for Economic and Clinical Health Act and their implementing regulations, also imposes obligations,

including mandatory contractual terms, with respect to safeguarding the privacy, security and transmission of individually identifiable health information;
 



 ● the federal Physician Payments Sunshine Act requires applicable manufacturers of covered drugs, devices and medical supplies for which payment is available under
Medicare, Medicaid or the Children’s Health Insurance Program, with specific exceptions, to annually report to CMS starting in 2022 information regarding payments
and other transfers of value to physicians, certain other healthcare providers and teaching hospitals, as well as information regarding ownership and investment interests
held by physicians and their immediate family members. The information reported is publicly available on a searchable website, with disclosure required annually; and

 
 ● analogous state and foreign laws and regulations, such as state anti-kickback and false claims laws, may apply to sales or marketing arrangements and claims involving

healthcare items or services reimbursed by non-governmental third-party payors, including private insurers.
 
Some state laws require biotechnology companies to comply with the biotechnology industry’s voluntary compliance guidelines and the relevant compliance guidance
promulgated by the federal government and may require drug manufacturers to report information related to payments and other transfers of value to physicians and other
healthcare providers or marketing expenditures. Some state laws require biotechnology companies to report information on the pricing of certain drug products. State and
foreign laws also govern the privacy and security of health information in some circumstances, many of which differ from each other in significant ways and often are not
preempted by HIPAA, thus complicating compliance efforts. For instance, the collection and use of health data in the United Kingdom and the European Union is governed by
the GDPR (and in the United Kingdom, retained GDPR following Brexit), which extends the geographical scope of European Union data protection law to non-European Union
entities under certain conditions, tightens existing European Union data protection principles, creates new obligations for companies and new rights for individuals. Failure to
comply with the GDPR may result in substantial fines and other administrative penalties. In addition, on June 28, 2018, the State of California enacted the California Consumer
Privacy Act, or CCPA, which took effect on January 1, 2020. The CCPA creates individual privacy rights for California consumers and increases the privacy and security
obligations of entities handling certain personal information. The CCPA provides for civil penalties for violations, as well as a private right of action for data breaches that is
expected to increase data breach litigation. The CCPA may increase our compliance costs and potential liability, and similar laws have been proposed at the federal level and in
other states.
 
Efforts to ensure that our current and future business arrangements with third parties will comply with applicable healthcare laws and regulations will involve on-going
substantial costs. It is possible that governmental authorities will conclude that our business practices may not comply with current or future statutes, regulations or case law
involving applicable fraud and abuse or other healthcare laws and regulations. If our operations are found to be in violation of any of these laws or any other governmental
regulations that may apply to us, we may be subject to significant penalties, including civil, criminal and administrative penalties, damages, fines, disgorgement, individual
imprisonment, exclusion from participation in government funded healthcare programs, such as Medicare and Medicaid, integrity oversight and reporting obligations,
temporary or permanent debarment, contractual damages, reputational harm, diminished profits and future earnings and the curtailment or restructuring of our operations.
Defending against any such actions can be costly, time-consuming and may require significant financial and personnel resources. Therefore, even if we are successful in
defending against any such actions that may be brought against us, our business may be impaired. Further, if any of the physicians or other healthcare providers or entities with
whom we expect to do business are found not to be in compliance with applicable laws, they may be subject to criminal, civil or administrative sanctions, including exclusions
from government funded healthcare programs.
 
Inadequate funding for the FDA and other government agencies, or future government shutdown and or furlough of government employees, or public health emergencies
could hinder their ability to hire and retain key leadership and other personnel, prevent new products and services from being reviewed or approved in a timely manner or
otherwise prevent those agencies from performing normal business functions on which the operation of our business may rely, which could negatively impact our business.
 
The ability of the FDA to review and approve new products can be affected by a variety of factors, including government budget and funding levels, ability to hire and retain
key personnel, the availability of industry-paid user fees, and statutory, regulatory, and policy changes. Average review times for product approvals at the FDA have fluctuated
in recent years as a result. In addition, government funding of other government agencies on which our operations may rely, including those that fund research and development
activities is subject to the political process, which is inherently fluid and unpredictable.
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Disruptions at the FDA and other agencies, including those resulting from the current COVID-19 global pandemic, may also slow the time necessary for new products to be
reviewed and/or approved by necessary government agencies, which would adversely affect our business. For example, if a prolonged government shutdown and/or government
employee furloughs were to occur, or if FDA’s response to a global pandemic such as COVID-19 diverts FDA resources and attention to other regulatory efforts, then the
ability of the FDA to timely review and process our regulatory submissions could be significantly impacted, which could have a material adverse effect on our business,
financial condition, and results of operations. Further, upon completion of this offering and in our operations as a public company, future government shutdowns, furloughs or
public health emergencies could impact our ability to access the public markets and obtain necessary capital in order to properly capitalize and continue our operations.
 
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 our business, financial condition, and results of operations.
 
We are subject to numerous environmental, health and safety laws and regulations, including those governing laboratory procedures and the handling, use, storage, treatment
and disposal of hazardous materials and wastes. Our operations involve the use of hazardous and flammable materials, including chemicals. Our operations also produce
hazardous waste products. We generally contract with third parties for the disposal of these materials and wastes. We cannot eliminate the risk of contamination or injury from
these materials. In the event of contamination or injury resulting from our use of hazardous materials, we could be held liable for any resulting damages, and any liability could
exceed our resources. We also could incur significant costs associated with civil or criminal fines and penalties.
 
Although we maintain workers’ compensation insurance to cover us for costs and expenses we may incur due to injuries to our employees resulting from the use of hazardous
materials, this insurance may not provide adequate coverage against potential liabilities. We do not maintain insurance for environmental liability or toxic tort claims that may
be asserted against us in connection with our storage or disposal of hazardous and flammable materials, including chemicals.
 
In addition, we may incur substantial costs in order to comply with current or future environmental, health and safety laws and regulations. These current or future laws and
regulations may impair our research, development or commercialization efforts. Failure to comply with these laws and regulations also may result in substantial fines, penalties
or other sanctions.
 
Our research and development activities could be affected or delayed as a result of possible restrictions on animal testing.
 
Certain laws and regulations will require us to test our future product candidates on animals before initiating clinical trials involving humans. Animal testing activities have been
the subject of controversy and adverse publicity. Animal rights groups and other organizations and individuals have attempted to stop animal testing activities by pressing for
legislation and regulation in these areas and by disrupting these activities through protests and other means. To the extent the activities of these groups are successful, or if the
laws and regulations regarding animal testing otherwise change, our research and development activities may be interrupted, delayed or become more expensive.
 
Our business activities may be subject to the U.S. Foreign Corrupt Practices Act, or the FCPA, and similar anti-bribery and anti-corruption laws of other countries in
which we operate, as well as U.S. and certain foreign export controls, trade sanctions, and import laws and regulations. Compliance with these legal requirements could
limit our ability to compete in foreign markets and subject us to liability if we violate them.
 
If we further expand our operations outside of the United States, we must dedicate additional resources to comply with numerous laws and regulations in each jurisdiction in
which we plan to operate. Our business activities may be subject to the FCPA and similar anti-bribery or anti-corruption laws, regulations or rules of other countries in which



we operate. The FCPA generally prohibits companies and their employees and third party intermediaries from offering, promising, giving or authorizing the provision of
anything of value, either directly or indirectly, to a non-U.S. government official in order to influence official action or otherwise obtain or retain business. The FCPA also
requires public companies to make and keep books and records that accurately and fairly reflect the transactions of the corporation and to devise and maintain an adequate
system of internal accounting controls. Our business is heavily regulated and therefore involves significant interaction with public officials, including officials of non-U.S.
governments. Additionally, in many other countries, hospitals owned and operated by the government, and doctors and other hospital employees would be considered foreign
officials under the FCPA. Recently the Securities and Exchange Commission (SEC) and Department of Justice (DOJ) have increased their FCPA enforcement activities with
respect to biotechnology and pharmaceutical companies. There is no certainty that all of our employees, agents or contractors, or those of our affiliates, will comply with all
applicable laws and regulations, particularly given the high level of complexity of these laws. Violations of these laws and regulations could result in fines, criminal sanctions
against us, our officers or our employees, disgorgement, and other sanctions and remedial measures, and prohibitions on the conduct of our business. Any such violations could
include prohibitions on our ability to offer our products in one or more countries and could materially damage our reputation, our brand, our international activities, our ability
to attract and retain employees and our business, prospects, operating results and financial condition.
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In addition, our products and technology may be subject to U.S. and foreign export controls, trade sanctions and import laws and regulations. Governmental regulation of the
import or export of our products and technology, or our failure to obtain any required import or export authorization for our products, when applicable, could harm our
international sales and adversely affect our revenue. Compliance with applicable regulatory requirements regarding the export of our products may create delays in the
introduction of our products in international markets or, in some cases, prevent the export of our products to some countries altogether. Furthermore, U.S. export control laws
and economic sanctions prohibit the shipment of certain products and services to countries, governments, and persons targeted by U.S. sanctions. If we fail to comply with
export and import regulations and such economic sanctions, penalties could be imposed, including fines and/or denial of certain export privileges. Moreover, any new export or
import restrictions, new legislation or shifting approaches in the enforcement or scope of existing regulations, or in the countries, persons, or products targeted by such
regulations, could result in decreased use of our products by, or in our decreased ability to export our products to existing or potential customers with international operations.
Any decreased use of our products or limitation on our ability to export or sell access to our products would likely adversely affect our business.
 
Risks Related to Employee Matters, Managing Our Growth and Other Risks Related to Our Business
 
We have never commercialized a product candidate before and may lack the necessary expertise, personnel and resources to successfully commercialize any products on
our own or together with suitable collaborators.
 
We have never commercialized a product candidate, and we currently have no sales force, marketing or distribution capabilities, nor do any of our current employees have any
experience in commercializing a regulated product. To achieve commercial success for our future product candidates, which we may license to others, we will rely on the
assistance and guidance of those collaborators. For product candidates for which we retain commercialization rights, we will have to develop our own sales, marketing and
supply organization or outsource these activities to a third party.
 
Factors that may affect our ability to commercialize our future approved products on our own include recruiting and retaining adequate numbers of effective sales and
marketing personnel, obtaining access to or persuading adequate numbers of physicians to prescribe our products and other unforeseen costs associated with creating an
independent sales and marketing organization. Developing a sales and marketing organization will be expensive and time-consuming and could delay the launch of our future
approved products. We may not be able to build an effective sales and marketing organization. If we are unable to build our own distribution and marketing capabilities or to
find suitable partners for the commercialization of our future approved products, we may not generate revenues from them or be able to reach or sustain profitability.
 
In order to successfully implement our plans and strategies, we will need to grow our organization, and we may experience difficulties in managing this growth.
 
As of December 31, 2020, we had two part time employees and one full time employee, in addition to Zen Health’s staff of over 60 team members across three clinics. In order
to successfully implement our development and commercialization plans and strategies, and as we transition into operating as a public company, we expect to need additional
managerial, operational, sales, marketing, financial and other personnel. Future growth would impose significant added responsibilities on members of management, including:
 
 ● identifying, recruiting, integrating, maintaining and motivating additional employees;
   

 
● managing our internal development efforts effectively, including preclinical and clinical studies and investigations, as well as FDA and other comparable foreign

regulatory agencies’ review process for any current or future product candidates, while complying with any contractual obligations to contractors and other third parties
we may have; and

   
 ● improving our operational, financial and management controls, reporting systems and procedures.
 
Our future financial performance and our ability to successfully develop and, if approved, commercialize, any current or future product candidates will depend, in part, on our
ability to effectively manage any future growth, and our management may also have to divert a disproportionate amount of its attention away from day-to-day activities in order
to devote a substantial amount of time to managing these growth activities.
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We currently rely, and for the foreseeable future will continue to rely, in substantial part on certain independent organizations, advisors and consultants to provide certain
services, including key aspects of clinical development and manufacturing. We cannot assure you that the services of independent organizations, advisors and consultants will
continue to be available to us on a timely basis when needed, or that we can find qualified replacements. In addition, if we are unable to effectively manage our outsourced
activities or if the quality or accuracy of the services provided by third party service providers is compromised for any reason, our clinical trials may be extended, delayed or
terminated, and we may not be able to obtain marketing approval of our current and future product candidates or otherwise advance our business. We cannot assure you that we
will be able to manage our existing third-party service providers or find other competent outside contractors and consultants on economically reasonable terms, or at all.
 
If we are not able to effectively expand our organization by hiring new employees and/or engaging additional third party service providers, we may not be able to successfully
implement the tasks necessary to further develop and commercialize our current and future product candidates and, accordingly, may not achieve our research, development and
commercialization goals.
 
We cannot assure you that our plans to raise capital will be successful.
 
As of December 31, 2020, we had working capital of approximately $241,355. Management’s plans to address this need for capital through this offering are discussed in the
section of this prospectus titled “Management’s Discussion and Analysis of Financial Condition and Results of Operations.” We cannot assure you that our plans to raise capital
will be successful. These factors, among others, raise substantial doubt about our ability to continue as a going concern. The financial statements contained elsewhere in this
prospectus do not include any adjustments that might result from our inability to consummate this offering or our inability to continue as a going concern.



 
Risks Related to this Offering and Ownership of Our Common Stock
 
There has been no prior public market for our Common Stock. We do not know whether an active, liquid and orderly trading market will develop for our Common Stock or
what the market price of our Common Stock will be and as a result it may be difficult for you to sell your shares of our Common Stock.
 
Prior to this offering, no public market for shares of our Common Stock existed and an active trading market for our Common Stock may never develop or be sustained
following this offering. We will determine the initial public offering price for our Common Stock through negotiations with the underwriters, and the negotiated price may not
be indicative of the market price of our Common Stock after this offering. The market value of our Common Stock may decrease from the initial public offering price. As a
result of these and other factors, you may be unable to resell your shares of our Common Stock at or above the initial public offering price. The lack of an active market may
impair your ability to sell your shares at the time you wish to sell them or at a price that you consider reasonable. The lack of an active market may also reduce the fair market
value of your shares. Furthermore, an inactive market may also impair our ability to raise capital by selling shares of our Common Stock and may impair our ability to enter into
strategic collaborations or acquire companies, technologies or other assets by using our shares of Common Stock as consideration.
 
The price of our stock may be volatile, and you could lose all or part of your investment.
 
The trading price of our Common Stock following this offering is likely to be highly volatile and subject to wide fluctuations in response to various factors, some of which we
cannot control. The stock market in general, and pharmaceutical and biotechnology companies in particular, have experienced extreme price and volume fluctuations that have
often been unrelated or disproportionate to the operating performance of these companies.
 
Broad market and industry factors may negatively affect the market price of our Common Stock, regardless of our actual operating performance. In addition to the factors
discussed in this “Risk Factors” section and elsewhere in this prospectus, these factors include:
 
 ● the timing and results of preclinical studies and clinical trials of our future product candidates or those of our competitors;
   
 ● the success of competitive products or announcements by potential competitors of their product development efforts;
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 ● regulatory actions with respect to our or our competitors’ product candidates or products;
   
 ● actual or anticipated changes in our growth rate relative to our competitors;
   
 ● regulatory or legal developments in the United States and other countries;
   
 ● developments or disputes concerning patent applications, issued patents or other proprietary rights;
   
 ● the recruitment or departure of key personnel;
 
 ● announcements by us or our competitors of significant acquisitions, strategic collaborations, joint ventures, or capital commitments;
   
 ● actual or anticipated changes in estimates as to financial results, development timelines or recommendations by securities analysts;
   
 ● fluctuations in the valuation of companies perceived by investors to be comparable to us;
   
 ● market conditions in the pharmaceutical and biotechnology sector;
   
 ● changes in the structure of healthcare payment systems;
   
 ● share price and volume fluctuations attributable to inconsistent trading volume levels of our shares;
   
 ● announcement or expectation of additional financing efforts;
   
 ● sales of our Common Stock by us, our insiders or our other stockholders;
   
 ● expiration of market stand-off or lock-up agreements; and
   
 ● general economic, industry and market conditions.
 
The realization of any of the above risks or any of a broad range of other risks, including those described in this “Risk Factors” section, could have a dramatic and adverse
impact on the market price of our Common Stock.
 
Raising additional capital may cause dilution to our existing stockholders, restrict our operations or require us to relinquish rights to our future product candidates on
unfavorable terms to us.
 
In order to meet our operational goals, we will need to obtain additional capital, which we will likely obtain through a variety of means, including through public or private
equity, debt financings or other sources, including up-front payments and milestone payments from strategic collaborations. To the extent that we raise additional capital
through the sale of convertible debt or equity securities, your ownership interest will be diluted, and the terms may include liquidation or other preferences that adversely affect
your rights as a stockholder. Such financing may result in dilution to stockholders, imposition of debt covenants, increased fixed payment obligations or other restrictions that
may affect our business. If we raise additional funds through up-front payments or milestone payments pursuant to strategic collaborations with third parties, we may have to
relinquish valuable rights to our future product candidates, or grant licenses on terms that are not favorable to us. In addition, we may seek additional capital due to favorable
market conditions or strategic considerations even if we believe we have sufficient funds for our current or future operating plans. 
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If securities or industry analysts do not publish research or reports, or if they publish adverse or misleading research or reports, regarding us, our business or our market,
our stock price and trading volume could decline.



 
The trading market for our Common Stock will be influenced by the research and reports that securities or industry analysts publish about us, our business or our market. We do
not currently have and may never obtain research coverage by securities or industry analysts. If no or few securities or industry analysts commence coverage of us, the stock
price would be negatively impacted. In the event we obtain securities or industry analyst coverage, if any of the analysts who cover us issue adverse or misleading research or
reports regarding us, our business model, our intellectual property, our stock performance or our market, or if our operating results fail to meet the expectations of analysts, our
stock price would likely decline. If one or more of these analysts cease coverage of us or fail to publish reports on us regularly, we could lose visibility in the financial markets,
which in turn could cause our stock price or trading volume to decline.
 
Our quarterly operating results may fluctuate significantly or may fall below the expectations of investors or securities analysts, each of which may cause our stock price
to fluctuate or decline.
 
We expect our operating results to be subject to quarterly fluctuations. Our net loss and other operating results will be affected by numerous factors, including: 
 
 ● variations in the level of expense related to the ongoing development of our future product candidates or future development programs;
   
 ● results of clinical trials, or the addition or termination of clinical trials or funding support by us or potential future partners;
   

 ● our execution of any collaboration, licensing or similar arrangements, and the timing of payments we may make or receive under potential future arrangements or the
termination or modification of any such potential future arrangements;

   
 ● any intellectual property infringement, misappropriation or violation lawsuit or opposition, interference or cancellation proceeding in which we may become involved;
   
 ● additions and departures of key personnel;
   
 ● strategic decisions by us or our competitors, such as acquisitions, divestitures, spin-offs, joint ventures, strategic investments or changes in business strategy;
   
 ● if any of our future product candidates receive regulatory approval, the terms of such approval and market acceptance and demand for such approved products;
   
 ● regulatory developments affecting our future product candidates, or those of our competitors; and
   
 ● changes in general market and economic conditions.
 
If our quarterly operating results fall below the expectations of investors or securities analysts, the price of our Common Stock could decline substantially. Furthermore, any
quarterly fluctuations in our operating results may, in turn, cause the price of our stock to fluctuate substantially. We believe that quarterly comparisons of our financial results
are not necessarily meaningful and should not be relied upon as an indication of our future performance. 
 
If we fail to maintain an effective system of internal control over financial reporting, we may not be able to accurately report our financial results or prevent fraud. As a
result, stockholders could lose confidence in our financial and other public reporting, which would harm our business and the trading price of our Common Stock.
 
Effective internal controls over financial reporting are necessary for us to provide reliable financial reports and, together with adequate disclosure controls and procedures, are
designed to prevent fraud. Any failure to implement required new or improved controls, or difficulties encountered in their implementation could cause us to fail to meet our
reporting obligations. In addition, any testing by us conducted in connection with Section 404 of the Sarbanes-Oxley Act, or any subsequent testing by our independent
registered public accounting firm, may reveal deficiencies in our internal controls over financial reporting that are deemed to be material weaknesses or that may require
prospective or retroactive changes to our financial statements or identify other areas for further attention or improvement. Inferior internal controls could also cause investors to
lose confidence in our reported financial information, which could have a negative effect on the trading price of our stock.
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We will be required to disclose changes made in our internal controls and procedures on a quarterly basis and our management will be required to assess the effectiveness of
these controls annually. However, for as long as we are an emerging growth company, our independent registered public accounting firm will not be required to attest to the
effectiveness of our internal controls over financial reporting pursuant to Section 404 of the Sarbanes-Oxley Act. We will remain an “emerging growth company” until the
earliest 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 last day of our fiscal year following the fifth
anniversary of the date of our initial public offering; (iii) the date on which we have issued more than $1 billion in nonconvertible debt during the previous three years; or
(iv) the date on which we are deemed to be a large accelerated filer under the rules of the SEC. An independent assessment of the effectiveness of our internal controls over
financial reporting could detect problems that our management’s assessment might not. Undetected material weaknesses in our internal controls over financial reporting could
lead to restatements of our financial statements and require us to incur the expense of remediation.
 
If you purchase shares of our Common Stock in our initial public offering, you will experience substantial and immediate dilution.
 
The initial public offering price of $             per share is substantially higher than the net tangible book value per share of our outstanding Common Stock immediately
following the completion of this offering. If you purchase shares of Common Stock in this offering, you will experience substantial and immediate dilution in the pro forma net
tangible book value per share of $             per share as of December 31, 2020. That is because the price that you pay will be substantially greater than the pro forma net tangible
book value per share of the Common Stock that you acquire. This dilution is due in large part to the fact that our earlier investors paid substantially less than the initial public
offering price when they purchased their shares of our capital stock. You will experience additional dilution when those holding derivative securities or warrants vest or
exercise their right to purchase Common Stock under our equity incentive plans or when we otherwise issue additional shares of Common Stock. See “Dilution.”
 
Sales of a substantial number of shares of our Common Stock in the public market could cause our stock price to fall.
 
Our Common Stock price could decline as a result of sales of a large number of shares of Common Stock after this offering or the perception that these sales could occur. These
sales, or the possibility that these sales may occur, might also make it more difficult for us to sell equity securities in the future at a time and price that we deem appropriate.
 
Upon the completion of this offering,             shares of Common Stock will be outstanding (            shares if the underwriters exercise their option to purchase additional shares
from us in full), based on the number of shares outstanding as of             , 2021.
 
All shares of Common Stock expected to be sold in this offering will be freely tradable without restriction or further registration under the Securities Act unless held by our
“affiliates” as defined in Rule 144 under the Securities Act. Shares issued upon the exercise of stock options and warrants outstanding under our equity incentive plans or
pursuant to future awards granted under those plans will become available for sale in the public market to the extent permitted by the provisions of applicable vesting schedules,
market stand-off agreements and/or lock-up agreements, as well as Rules 144 and 701 under the Securities Act. For more information, see “Shares Eligible for Future Sale.”
 
We intend to register the offer and sale of all shares of Common Stock that we may issue under our equity compensation plans. Once we register the offer and sale of shares for
the holders of registration rights and shares that may be issued under our equity incentive plans, these shares will be able to be sold in the public market upon issuance, subject



to the lock-up agreements described under “Underwriting.”
 
In addition, in the future, we may issue additional shares of Common Stock, or other equity or debt securities convertible into Common Stock, in connection with a financing,
acquisition, employee arrangement or otherwise. Any such issuance could result in substantial dilution to our existing stockholders and could cause the price of our Common
Stock to decline.
 
We are an “emerging growth company,” and we cannot be certain if the reduced reporting requirements applicable to emerging growth companies will make our Common
Stock less attractive to investors.
 
We are an “emerging growth company,” as defined in the JOBS Act. For as long as we continue to be an emerging growth company, we intend to take advantage of exemptions
from various reporting requirements that are applicable to other public companies that are not emerging growth companies, including:
 

 ● being permitted to provide only two years of audited financial statements, in addition to any required unaudited interim financial statements, with correspondingly
reduced “Management’s Discussion and Analysis of Financial Condition and Results of Operations” disclosure in this prospectus;

   
 ● not being required to comply with the auditor attestation requirements of Section 404 of the Sarbanes-Oxley Act;
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 ● 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 in this prospectus and our periodic reports and proxy statements; and
   

 ● exemptions from the requirements of holding nonbinding advisory stockholder votes on executive compensation and stockholder approval of any golden parachute
payments not previously approved.

 
We cannot predict if investors will find our Common Stock less attractive because we may rely on these exemptions. If some investors find our Common Stock less attractive as
a result, there may be a less active trading market for our Common Stock and our stock price may be more volatile.
 
We will remain an emerging growth company until the earliest to occur of: (1) the last day of the fiscal year in which we have more than $1.07 billion in annual revenue; (2) the
date we qualify as a “large accelerated filer,” with at least $700 million of equity securities held by non-affiliates; (3) the date on which we have issued more than $1.0 billion in
non-convertible debt securities during the prior three-year period; and (4) the last day of the fiscal year ending after the fifth anniversary of our initial public offering.
 
Pursuant to the JOBS Act, as an emerging growth company, we have elected to use the extended transition period for complying with any new or revised financial accounting
standards to delay adopting new or revised accounting standards until such time as those standards apply to private companies.
 
The requirements of being a public company may strain our resources, result in more litigation and divert management’s attention.
 
As a public company, we will be subject to the reporting requirements of the Exchange Act, the Sarbanes-Oxley Act, the Dodd-Frank Wall Street Reform and Consumer
Protection Act, or the Dodd-Frank Act, the listing requirements of Nasdaq and other applicable securities rules and regulations. Complying with these rules and regulations will
increase our legal and financial compliance costs, make some activities more difficult, time consuming or costly and increase demand on our systems and resources, including
management. The Exchange Act requires, among other things, that we file annual, quarterly and current reports with respect to our business and operating results. The Sarbanes-
Oxley Act requires, among other things, that we maintain effective disclosure controls and procedures and internal control over financial reporting. We are required to disclose
changes made in our internal control and procedures on a quarterly basis. In order to maintain and, if required, improve our disclosure controls and procedures and internal
control over financial reporting to meet this standard, significant resources and management oversight may be required. As a result, management’s attention may be diverted
from other business concerns, which could adversely affect our business and operating results. We may also need to hire additional employees or engage outside consultants to
comply with these requirements, which will increase our costs and expenses.
 
In addition, changing laws, regulations and standards relating to corporate governance and public disclosure are creating uncertainty for public companies, increasing legal and
financial compliance costs and making some activities more time consuming. These laws, regulations and standards are subject to varying interpretations, in many cases due to
their lack of specificity and, as a result, their application in practice may evolve over time as new guidance is provided by regulatory and governing bodies. This could result in
continuing uncertainty regarding compliance matters and higher costs necessitated by ongoing revisions to disclosure and governance practices. We intend to invest resources to
comply with evolving laws, regulations and standards, and this investment may result in increased general and administrative expenses and a diversion of management’s time
and attention from revenue-generating activities to compliance activities. If our efforts to comply with new laws, regulations and standards differ from the activities intended by
regulatory or governing bodies due to ambiguities related to their application and practice, regulatory authorities may initiate legal proceedings against us and our business may
be adversely affected.
 
These new rules and regulations may make it more expensive for us to obtain director and officer liability insurance and, in the future, we may be required to accept reduced
coverage or incur substantially higher costs to obtain coverage. These factors could also make it more difficult for us to attract and retain qualified members of our board of
directors, particularly to serve on our audit committee and compensation committee, and qualified executive officers.
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By disclosing information in this prospectus and in future filings required of a public company, our business and financial condition will become more visible, which we believe
may result in threatened or actual litigation, including by competitors and other third parties. If those claims are successful, our business could be seriously harmed. Even if the
claims do not result in litigation or are resolved in our favor, the time and resources needed to resolve them could divert our management’s resources and seriously harm our
business.
 
We may be subject to securities litigation, which is expensive and could divert management attention.
 
The market price of our Common Stock may be volatile and, in the past, companies that have experienced volatility in the market price of their stock have been subject to
securities class action litigation. We may be the target of this type of litigation in the future. Securities litigation against us could result in substantial costs and divert our
management’s attention from other business concerns, which could seriously harm our business.
 
We do not currently intend to pay dividends on our Common Stock and, consequently, your ability to achieve a return on your investment will depend on appreciation of the
value of our Common Stock.



 
We have never declared or paid any cash dividends on our equity securities. We currently anticipate that we will retain future earnings for the development, operation and
expansion of our business and do not anticipate declaring or paying any cash dividends for the foreseeable future. Any return to stockholders will therefore be limited to any
appreciation in the value of our Common Stock, which is not certain.
 
Provisions in our certificate of incorporation and bylaws and Delaware law might discourage, delay or prevent a change in control of our company or changes in our
management and, therefore, depress the market price of our Common Stock.
 
Our certificate of incorporation and bylaws contain provisions that could depress the market price of our Common Stock by acting to discourage, delay or prevent a change in
control of our company or changes in our management that the stockholders of our Company may deem advantageous. These provisions, among other things:
 
 ● prohibit cumulative voting;
   
 ● authorize our board of directors to amend the bylaws; and
   

 ● establish advance notice requirements for nominations for election to our board or for proposing matters that can be acted upon by stockholders at annual stockholder
meetings.

   
In addition, Section 203 of the General Corporation Law of the State of Delaware, or the DGCL, prohibits a publicly-held Delaware corporation from engaging in a business
combination with an interested stockholder, generally a person which together with its affiliates owns, or within the last three years has owned, 15% of our voting stock, for a
period of three years after the date of the transaction in which the person became an interested stockholder, unless the business combination is approved in a prescribed manner.
 
Any provision of our certificate of incorporation, bylaws or Delaware law that has the effect of delaying or preventing a change in control could limit the opportunity for our
stockholders to receive a premium for their shares of our capital stock and could also affect the price that some investors are willing to pay for our Common Stock.
 
There is no guarantee that our Common Stock will be listed on Nasdaq.
 
We intend to apply to have our shares of Common Stock listed on The Nasdaq Capital Market. Upon completion of this offering, we believe that we will satisfy the listing
requirements and expect that our Common Stock will be listed on The Nasdaq Capital Market. Such listing, however, is not guaranteed. If the application is not approved, we
will seek to have our Common Stock quoted on the OTCQB maintained by the OTC Markets Group, Inc. Even if such listing is approved, there can be no assurance any broker
will be interested in trading our Common Stock. Therefore, it may be difficult to sell any shares you purchase in this offering if you desire or need to sell them. Our lead
underwriter is not obligated to make a market in our Common Stock, and even after making a market, can discontinue market making at any time without notice. Neither we nor
the underwriters can provide any assurance that an active and liquid trading market in our Common Stock will develop or, if developed, that the market will continue.
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 SPECIAL NOTE REGARDING FORWARD-LOOKING STATEMENTS

 
This prospectus contains forward-looking statements that can involve substantial risks and uncertainties. All statements other than statements of historical facts contained in this
prospectus, including statements regarding our future results of operations and financial position, business strategy, prospective products, product approvals, research and
development costs, future revenue, timing and likelihood of success, plans and objectives of management for future operations, future results of anticipated products and
prospects, plans and objectives of management are forward-looking statements. These statements involve known and unknown risks, uncertainties and other important factors
that may cause our actual results, performance or achievements to be materially different from any future results, performance or achievements expressed or implied by the
forward-looking statements.
 
In some cases, you can identify forward-looking statements by terms such as “anticipate,” “believe,” “contemplate,” “continue,” “could,” “estimate,” “expect,” “intend,”
“may,” “plan,” ,” “potential,” “predict,” “project,” “should,” “target,” “will,” or “would” or the negative of these terms or other similar expressions, although not all forward-
looking statements contain these words. Forward-looking statements contained in this prospectus include, but are not limited to, statements about:
 
 ● the ability of our 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;
   
 ● 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 existing patent terms where available and our ability to avoid infringing the
intellectual property rights of others;

   
 ● 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;
   
 ● our dependence on third parties;
   
 ● our financial performance;
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 ● 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.
 
We have based these forward-looking statements largely on our current expectations and projections about our business, the industry in which we operate and financial trends
that we believe may affect our business, financial condition, results of operations and prospects, and these forward-looking statements are not guarantees of future performance
or development. These forward-looking statements speak only as of the date of this prospectus and are subject to a number of risks, uncertainties and assumptions described in
the section titled “Risk Factors” and elsewhere in this prospectus. Because forward-looking statements are inherently subject to risks and uncertainties, some of which cannot be
predicted or quantified, you should not rely on these forward-looking statements as predictions of future events. The events and circumstances reflected in our forward-looking
statements may not be achieved or occur and actual results could differ materially from those projected in the forward-looking statements. Except as required by applicable law,
we do not plan to publicly update or revise any forward-looking statements contained herein whether as a result of any new information, future events or otherwise.
 
In addition, statements that “we believe” and similar statements reflect our beliefs and opinions on the relevant subject. These statements are based upon information available
to us as of the date of this prospectus, and while we believe such information forms a reasonable basis for such statements, such information may be limited or incomplete, and
our statements should not be read to indicate that we have conducted an exhaustive inquiry into, or review of, all potentially available relevant information. These statements
are inherently uncertain and you are cautioned not to unduly rely upon these statements.
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 INDUSTRY AND OTHER DATA

 
This prospectus contains industry, market and competitive position data from our own internal estimates and research as well as industry and general publications and research
surveys and studies conducted by third parties. Industry publications, studies and surveys generally state that they have been obtained from sources believed to be reliable,
although they do not guarantee the accuracy or completeness of such information. Our internal data and estimates are based upon information obtained from trade and business
organizations and other contacts in the markets in which we operate and our management’s understanding of industry conditions. While we believe that each of these studies
and publications is reliable, we have not independently verified market and industry data from third-party sources. While we believe our internal company research is reliable
and the market definitions are appropriate, neither such research nor definitions have been verified by an independent source.
 
The industry in which we operate is subject to risks and uncertainties due to a variety of factors, including those described in the section titled “Risk Factors.” These and other
factors could cause results to differ materially from those expressed in the estimates made by the independent parties and by us.
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 USE OF PROCEEDS

 
We estimate that the net proceeds to us from this offering will be approximately $             million, assuming an initial public offering price of $             per share, which is the
midpoint of the price range set forth on the cover page of this prospectus, and after deducting underwriting discounts and commissions and estimated offering expenses payable
by us. If the underwriters’ option to purchase additional shares from us is exercised in full, we estimate that our net proceeds will be approximately $             million. Each $1.00
increase (decrease) in the assumed initial public offering price of $             per share would increase (decrease) the net proceeds to us from this offering by approximately
$             million, assuming that the number of shares offered by us, as set forth on the cover page of this prospectus, remains the same and after deducting underwriting
discounts and commissions and estimated offering expenses payable by us. Each increase (decrease) of 100,000 in the number of shares we are offering would increase
(decrease) the net proceeds to us from this offering, after deducting underwriting discounts and commissions and estimated offering expenses payable by us, by $            
million, assuming the assumed initial public offering price stays the same.
 
The principal purposes of this offering are to increase our capitalization and financial flexibility, to create a public market for our Common Stock and to facilitate our future
access to the capital markets. As of the date of this prospectus, we cannot specify with certainty all of the particular uses for the net proceeds we receive from this offering.
However, we currently intend to use the net proceeds we receive from this offering as follows:
 
 ● approximately $             million to fund research and development, including clinical trials and product development for our existing pipeline;
 
 ● approximately $             million to invest in developing our U.S. clinic and UK clinic business; and
 
 ● the remainder for intellectual property, business costs, working capital and selling, general and administrative purposes.
 
We will have broad discretion over how to use the net proceeds we receive from this offering. We intend to invest the net proceeds we receive from this offering that are not
used as described above in a variety of capital preservation investments, including short-term, investment-grade, interest-bearing instruments and U.S. government securities.
 
This expected use of the net proceeds from this offering represents our intentions based upon our current plans and business conditions, which could change in the future as our
plans and business conditions evolve. We may also use a portion of the net proceeds to in-license, acquire or invest in additional businesses, technologies, products or assets,
although currently we have no specific agreements, commitments or understandings in this regard. As of the date of this prospectus, we cannot predict with certainty all of the
particular uses for the net proceeds to be received upon the closing of this offering or the amounts that we will actually spend on the uses set forth above. Predicting the cost
necessary to develop product candidates can be difficult and we anticipate that we will need additional funds to complete the development of any product candidates we identify.
The amounts and timing of our actual expenditures and the extent of clinical development may vary significantly depending on numerous factors, including the progress of our
development efforts, the status of and results from pre-clinical studies and any clinical trials we may commence in the future, as well as any collaborations that we may enter
into with third parties for our future product candidates and any unforeseen cash needs. As a result, our management will retain broad discretion over the allocation of the net
proceeds from this offering.
 
We believe that the net proceeds from this offering, together with our existing cash and cash equivalents, will enable us to fund our operating expenses and capital expenditure
requirements through second half of 2022. 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. We may satisfy our future cash needs through the sale of equity securities, debt financings, working capital lines of credit, corporate collaborations or
license agreements, grant funding, interest income earned on invested cash balances or a combination of one or more of these sources.
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 DIVIDEND POLICY

 
We have never declared or paid any cash dividends on our capital stock. We intend to retain future earnings, if any, to finance the operation and expansion of our business and
do not anticipate paying any cash dividends in the foreseeable future. Any future determination related to our dividend policy will be made at the discretion of our board of
directors after considering our financial condition, results of operations, capital requirements, business prospects and other factors the board of directors deems relevant, and
subject to the restrictions contained in any future financing instruments.
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 CAPITALIZATION

 
The following table sets forth our cash and cash equivalents and capitalization as of December 31, 2020, as follows:
 
 ● on an actual basis;
  
 ● on a pro forma basis to give effect to the issuance of an aggregate of 635,594 shares of our common stock in January 2021 for aggregate net proceeds of $1,209,000; and
   

 
● on an pro forma as adjusted basis to give further effect to our issuance and sale of           shares of our Common Stock in this offering at an assumed initial public

offering price of $          per share, which is the midpoint of the price range set forth on the cover page of this prospectus, after deducting underwriting discounts and
commissions and estimated offering expenses payable by us and therefore providing net proceeds of approximately $          million.

   
Information below on a pro forma as adjusted basis is illustrative only, and our capitalization following the closing of this offering will be adjusted based on the actual initial
public offering price and other terms of this offering determined at pricing. You should read this information in conjunction with our financial statements and the related notes
included elsewhere in this prospectus and the “Management’s Discussion and Analysis of Financial Condition and Results of Operations” section and other financial
information contained in this prospectus.
 

  As of December 31, 2020  

  Actual   Pro Forma   
Pro Forma As

Adjusted(1)  
Cash and cash equivalents  $ 243,650  $ 13,277,366        
Stockholders’ Equity             

Preferred stock, par value $0.0001 per share: 5,000,000 shares authorized 0 shares issued and outstanding   -   -     
Common Stock, par value $0.0001 per share: 495,000,000 shares authorized 7,300,000 shares issued and

outstanding   14,938   16,438     
Additional paid-in capital   267,401   13,301,912     
Accumulated deficit   (40,984)   (40,984)     

Total equity  $ 241,355  $ 13,277,366     
             
Total capitalization  $ 241,355  $ 13,277,366     
 
(1) Each $1.00 increase (decrease) in the assumed initial public offering price of $           per share, which is the midpoint of the price range set forth on the cover page of this

prospectus, would increase (decrease) the pro forma as adjusted amount of each of cash and cash equivalents, total equity and total capitalization by $          million, assuming
that the number of shares offered by us, as set forth on the cover page of this prospectus, remains the same and after deducting estimated underwriting discounts and
commissions and estimated offering expenses payable by us. Similarly, each increase (decrease) of 100,000 shares in the number of shares offered by us at the assumed
initial public offering price per share, which is the midpoint of the price range set forth on the cover page of this prospectus, would increase (decrease) the pro forma as
adjusted amount of each of cash and cash equivalents, total equity and total capitalization by approximately $          million.

 
The number of shares of our Common Stock on a pro forma as adjusted basis set forth in the table above is based on 7,300,000 shares of our Common Stock outstanding as
of December 31, 2020, and excludes:
 
 ●                      shares of Common Stock issuable upon exercise of warrants to be issued to the representative of the underwriters as part of this offering at an exercise price

of $             (assuming an initial public offering price of $              per share (the midpoint of the price range set forth on the cover page of this prospectus)).
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 DILUTION

 
If you invest in our Common Stock in this offering, your ownership interest will be immediately diluted to the extent of the difference between the assumed initial public
offering price of $           per share (the midpoint of the range appearing on the front cover of this prospectus) and the as adjusted net tangible book value per share of our
Common Stock immediately upon the consummation of this offering. Net tangible book value per share represents the book value of our tangible assets less the book value of
our total liabilities divided by the number of shares of Common Stock then issued and outstanding.
 
Our net tangible book value as of            , 2021 was $           million, or $            per share, based on an assumed initial public offering price of $            per share (the midpoint
of the range appearing on the front cover of this prospectus). After giving effect to our sale of            shares of Common Stock in this offering at an assumed initial public
offering price of $            per share, which is the midpoint of the price range set forth on the cover page of this prospectus, after deducting estimated underwriting discounts and
commissions and estimated offering expenses payable by us, our as adjusted net tangible book value as of            , 2021 would have been approximately $           , or
approximately $            per share (assuming no exercise of the underwriters’ option to purchase additional shares of our Common Stock). This amount represents an immediate
and substantial dilution of $            per share to new investors purchasing Common Stock in this offering. The following table illustrates this dilution per share:
 



Assumed initial public offering price per share
 $   

Net tangible book value per share as of          , 2021  $   
Increase in net tangible book value per share attributable to this offering  $   

As adjusted net tangible book value per share after giving effect to this offering  $   
Dilution per share to new investors participating in this offering  $   
 
A $1.00 increase (decrease) in the assumed initial public offering price of $            per share (the midpoint of the range appearing on the front cover of this prospectus) would
increase (decrease) the as adjusted net tangible book value by approximately $          million, or approximately $            per share, and increase (decrease) the dilution per share
to new investors by approximately $            per share, assuming that the number of shares offered by us, as set forth on the cover page of this prospectus, remains the same and
after deducting estimated underwriting discounts and commissions and estimated offering expenses payable by us. We may also increase or decrease the number of shares we
are offering. An increase of 100,000 shares in the number of shares offered by us would increase our as adjusted net tangible book value by approximately $            million, or
$            per share and the dilution per share to investors purchasing Common Stock in this offering would be $            per share, assuming the assumed initial public offering
price remains the same and after deducting estimated underwriting discounts and commissions and estimated offering expenses payable by us. Similarly, a decrease of 100,000
shares in the number of shares offered by us would decrease our as adjusted net tangible book value by approximately $           million, or $            per share and the dilution per
share to investors purchasing Common Stock in this offering would be $            per share, assuming the assumed initial public offering price remains the same and after
deducting estimated underwriting discounts and commissions and estimated offering expenses payable by us. The as adjusted information discussed above is illustrative only
and will change based on the actual initial public offering price and other terms of this offering determined at pricing.
 
If the underwriters exercise their option in full to purchase            additional shares of our Common Stock in this offering, the as adjusted net tangible book value per share after
this offering would be $             per share, and the as adjusted dilution to new investors would be $            per share, in each case assuming an initial public offering price of
$            per share, which is the midpoint of the price range set forth on the cover page of this prospectus, and after deducting underwriting discounts and commissions and the
estimated offering expenses payable by us.
 
The following table summarizes, on an as adjusted basis described above, as of             , 2021, the differences between the number of shares of Common Stock purchased from
us, the total consideration paid and the average price per share paid by existing stockholders and by new investors participating in this offering at an assumed initial public
offering price of $            per share, which is the midpoint of the price range set forth on the cover page of this prospectus, before deducting estimated underwriting discounts
and commissions and estimated offering expenses payable by us. As the table shows, new investors purchasing Common Stock in this offering will pay an average price per
share substantially higher than our existing stockholders paid.
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(In thousands, except per share amounts and percentages)
 
  Shares Purchased   Total Consideration   Average Share  
  Number   Percent   Amount   Percent   Price  
Existing stockholders        % $      % $   
New investors                  $   
Total             100.0%           100.0% $        
 
If the underwriters exercise their option to purchase additional shares of our Common Stock in full, the percentage of shares of Common Stock held by existing stockholders
will decrease to approximately            % of the total number of shares of our Common Stock outstanding after this offering, and the number of shares held by new investors will
increase to            , or approximately            % of the total number of shares of our Common Stock outstanding after this offering.
 
The foregoing tables and calculations are based on shares of our Common Stock outstanding as of December 31, 2020, and excludes:
 
 ●              shares of Common Stock issuable upon exercise of warrants to be issued to the representative of the underwriters as part of this offering at an exercise price of

$             (assuming an initial public offering price of $               per share (the midpoint of the price range set forth on the cover page of this prospectus)).
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 MANAGEMENT’S DISCUSSION AND ANALYSIS OF

FINANCIAL CONDITION AND RESULTS OF OPERATIONS
 
You should read the following discussion and analysis of financial condition and operating results together with our financial statements and the related notes and other
financial information included elsewhere in this prospectus. This discussion contains forward-looking statements that involve risks and uncertainties. As a result of many
factors, such as those set forth in the section of the prospectus captioned “Risk Factors” and elsewhere in this prospectus, our actual results may differ materially from those
anticipated in these forward-looking statements. For convenience of presentation some of the numbers have been rounded in the text below.
 
Overview
 
The Company was incorporated in the State of Delaware on May 12, 2020. The Company is engaged in psychiatric and neurological research regarding CNS disorders with the
goal of translating this research into clinic-ready drugs.
 
The Company’s secondary operations focus on establishing anti-depression clinics across the UK and providing business support services to similar entities in the US, using
trained pharmacists to administer intravenous infusions of ketamine. Pasithea has partnered with two successful clinics for immediate exposure in locations across Los Angeles,
New York City and London.
 
The Company is located in Miami Beach, Florida, USA.
 
As of March 26, 2021, the Company had not commenced core operations. All activity for the period from May 12, 2020 (inception) through March 26, 2021 relates to the
Company’s formation and raising funds through issuing shares of the Company’s Common Stock. The Company has selected December 31 as its fiscal year end.
 
The audited consolidated financial statements of the Company have been prepared in accordance with accounting principles generally accepted in the United States of America
(“U.S. GAAP”). The consolidated financial statements include the consolidated financial statements of the Company and its wholly owned subsidiaries, Pasithea Therapeutics
Limited (UK) and Pasithea Clinics Inc. All inter-company balances and transactions among the companies have been eliminated upon consolidation.



 
Impact of COVID-19 Pandemic
 
In March 2020, the World Health Organization characterized the outbreak of the novel strain of coronavirus, specifically identified as COVID-19, as a global pandemic. This
has resulted in governments enacting emergency measures to combat the spread of the virus. These measures, which include the implementation of travel bans, self-imposed
quarantine periods and social distancing, have caused material disruption to business, resulting in a global economic slowdown. Equity markets have experienced significant
volatility and weakness and the governments and central banks have reacted with significant monetary and fiscal interventions designed to stabilize economic conditions.
 
The current challenging economic climate may lead to adverse changes in cash flows, working capital levels and/or debt balances, which may also have a direct impact on the
Company’s operating results and financial position in the future. The ultimate duration and magnitude of the impact and the efficacy of government interventions on the
economy and the financial effect on the Company is not known at this time. The extent of such impact will depend on future developments, which are highly uncertain and not
in the Company’s control, including new information which may emerge concerning the spread and severity of COVID-19 and actions taken to address its impact, among
others. The repercussions of this health crisis could have a material adverse effect on the Company’s business, financial condition, liquidity and operating results.
 
In response to COVID-19, the Company has implemented working practices to address potential impacts to its operations, employees and customers, and will take further
measures in the future if and as required. At present, we do not believe there has been any appreciable impact on the Company specifically associated with COVID-19.
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Emerging Growth Company Status
 
The Company is an “emerging growth company,” as defined in Section 2(a) of the Securities Act, as modified by the Jumpstart Our Business Startups Act of 2012 (the “JOBS
Act”), and it may take advantage of certain exemptions from various reporting requirements that are applicable to other public companies that are not emerging growth
companies including, but not limited to, not being required to comply with the auditor attestation requirements of Section 404 of the Sarbanes-Oxley Act of 2002, reduced
disclosure obligations regarding executive compensation in its periodic reports and proxy statements, and exemptions from the requirements of holding a nonbinding advisory
vote on executive compensation and stockholder approval of any golden parachute payments not previously approved. Further, Section 102(b)(1) of the JOBS Act exempts
emerging growth companies from being required to comply with new or revised financial accounting standards until private companies (that is, those that have not had a
Securities Act registration statement declared effective or do not have a class of securities registered under the Exchange Act) are required to comply with the new or revised
financial accounting standards. The JOBS Act provides that a company can elect to opt out of the extended transition period and comply with the requirements that apply to non-
emerging growth companies but any such election to opt out is irrevocable. The Company has elected not to opt out of such extended transition period which means that when a
standard is issued or revised and it has different application dates for public or private companies, the Company, as an emerging growth company, can adopt the new or revised
standard at the time private companies adopt the new or revised standard. This may make comparison of the Company’s financial statements with another public company
which is neither an emerging growth company nor an emerging growth company which has opted out of using the extended transition period difficult or impossible because of
the potential differences in accounting standards used.
 
RESULTS OF OPERATIONS
 
For the Period from Inception Through December 31, 2020
 
For the period from Inception through December 31, 2020, we incurred operating expenses of $40,984. The operating expenses were attributable to selling, general and
administrative fees.
 
Net Loss
 
For the period from Inception through December 31, 2020, we incurred a net loss of $40,984.
 
Liquidity and Capital Resources
 
As of December 31, 2020, we had $247,958 in current assets and $6,603 in current liabilities. We had $243,650 in cash and cash equivalents and our accumulated deficit was
$40,984.
 
Cash Flows:
 

  
December 31,

2020  
Cash Flows From Operating Activities  $ (38,689)
Cash Flows From Financing Activities   282,339 
Net decrease in cash and cash equivalents  $ 243,650 
 
Cash Flows From Operating Activities
 
We used $38,689 of cash in our operating activities. These are attributable to our net loss adjusted by changes in prepaid insurance of $4,308 and by changes in accounts payable
and accrued liabilities of $6,603.
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Cash Flows From Financing Activities
 
We received $282,339 from the issuance of Common Stock.
 
Off-Balance Sheet Arrangements
 
We did not have any off-balance sheet arrangements as defined in Item 303(a)(4)(ii) of Regulation S-K promulgated under the Exchange Act.
 
Contractual Obligations and Commitments
 



We did not have any contractual obligations.
 
Critical Accounting Policies
 
Use of Estimates
 
The preparation of financial statement in conformity with GAAP requires the Company’s management to make estimates and assumptions that affect the reported amounts of
assets and liabilities and disclosure of contingent assets and liabilities at the date of the financial statement and the reported amounts of revenues and expenses during the
reporting period.
 
Making estimates requires management to exercise significant judgment. It is at least reasonably possible that the estimate of the effect of a condition, situation or set of
circumstances that existed at the date of the financial statement, which management considered in formulating its estimate, could change in the near term due to one or more
future confirming events. Accordingly, the actual results could differ significantly from those estimates.
 
Cash and cash equivalents
 
The Company considers all short-term investments with an original maturity of three months or less when purchased to be cash equivalents. As of December 31, 2020, we had
no cash balances in bank deposit accounts that exceeded federally insured limits.
 
Income Taxes
 
The Company follows the asset and liability method of accounting for income taxes under ASC 740, “Income Taxes.” Deferred tax assets and liabilities are recognized for the
estimated future tax consequences attributable to differences between the financial statement carrying amounts of existing assets and liabilities and their respective tax bases.
Deferred tax assets and liabilities are measured using enacted tax rates expected to apply to taxable income in the years in which those temporary differences are expected to be
recovered or settled. The effect on deferred tax assets and liabilities of a change in tax rates is recognized in income in the period that included the enactment date. Valuation
allowances are established, when necessary, to reduce deferred tax assets to the amount expected to be realized.
 
ASC 740 prescribes a recognition threshold and a measurement attribute for the financial statement recognition and measurement of tax positions taken or expected to be taken
in a tax return. For those benefits to be recognized, a tax position must be more likely than not to be sustained upon examination by taxing authorities. The Company recognizes
accrued interest and penalties related to unrecognized tax benefits as income tax expense. There were no unrecognized tax benefits and no amounts accrued for interest and
penalties as of December 31, 2020. The Company is currently not aware of any issues under review that could result in significant payments, accruals or material deviation
from its position. The Company is subject to income tax examinations by major taxing authorities since inception.
 
Concentration of Credit Risk
 
Financial instruments that potentially subject the Company to concentrations of credit risk consist of a cash account in a financial institution, which, at times, may exceed the
Federal Depository Insurance Coverage of $250,000. As of December 31, 2020, the Company has not experienced losses on this account and management believes the
Company is not exposed to significant risks on such account.
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Fair Value of Financial Instruments
 
The fair value of the Company’s assets and liabilities, which qualify as financial instruments under ASC 820, “Fair Value Measurements and Disclosures,” approximates the
carrying amounts represented in the accompanying balance sheet, primarily due to their short-term nature.
 
Net Loss Per Share
 
Net loss per share is computed by dividing net loss by the weighted average number of common shares outstanding during the reporting period. Diluted earnings per share is
computed similar to basic earnings per share, except the weighted average number of common shares outstanding are increased to include additional shares from the assumed
exercise of share options, if dilutive. There are no outstanding dilutive or potentially dilutive instruments.
 
Recent Accounting Pronouncements
 
Management does not believe that any recently issued, but not yet effective, accounting pronouncements, if currently adopted, would have a material effect on the Company’s
financial statement.
 
Going Concern and Management’s Liquidity Plans
 
As of December 31, 2020, the Company had $243,650 in its operating bank account, and working capital of $241,355. The Company’s liquidity needs up to December 31, 2020
had been satisfied through proceeds from the issuance of Common Stock.
 
The accompanying consolidated financial statements have been prepared on the basis that the Company will continue as a going concern, which assumes the realization of
assets and the satisfaction of liabilities in the normal course of business. As of December 31, 2020, the Company has an accumulated deficit of $40,984 and has experienced
losses from continuing operations. Based on the Company’s cash balance as of December 31, 2020, and projected cash needs for 2021, management estimates that it will need
to increase sales revenue and/or raise additional capital to cover operating and capital requirements. Management will need to raise the additional funds through issuing
additional shares of Common Stock or other equity securities or obtaining debt financing. Although management has been successful to date in raising necessary funding, there
can be no assurance that there will be sales revenue or that any required future financing can be successfully completed on a timely basis, or on terms acceptable to the
Company. Based on these circumstances, management has determined that these conditions raise substantial doubt about the Company’s ability to continue as a going concern.
 
Accordingly, the accompanying consolidated financial statements have been prepared in conformity with U.S. GAAP, which contemplates continuation of the Company as a
going concern and the realization of assets and the satisfaction of liabilities in the normal course of business. The consolidated financial statements do not include any
adjustments that might result from the outcome of this uncertainty.
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 BUSINESS



 
Overview
 
We are a biotechnology company focused on the research and discovery of new and effective treatments for psychiatric and neurological disorders. Epidemiological data
indicate neuropsychiatric disorders as being some of the most prevalent, devastating, and yet poorly treated illnesses. We believe that the current treatments for these disorders,
such as depression, are inadequate and that conventional medicines have low success rates in long-term treatment. For example, current pharmacotherapies for MDD and BDep
have a distinct lag of onset that can generate further distress and impairment in patients. Traditional psychiatric drugs can also cause serious side effects. Furthermore, the
approval of psychotropic drugs with novel mechanisms of action has been rare in recent years. Our biotech operations will focus on developing drugs that target the
pathophysiology underlying such disorders rather than symptomatic treatments, with the goal of developing new pharmacological agents that display significant advantages
over conventional therapies with respect to efficacy and tolerability. We will particularly focus on the cross-talk between the immune system and brain disorders and how
immune dysregulation affects CNS function. Our drug discovery efforts will focus on neuropsychiatric disorders that although phenotypically distinct are pathogenically
related. We aim to focus on mechanism-based immune treatments for the treatment of these disorders.
 
Our secondary operations are focused on establishing anti-depression clinics across the United Kingdom and providing business support services to similar entities in the United
States and using psychiatric assessment combined with physician/medical providers to administer intravenous infusions of ketamine. Operations will initially take place across
the United States and the United Kingdom through partnerships with healthcare companies, including with Zen Healthcare and The IV Doc.
 
Ketamine was first introduced to the medical community as a surgical anesthetic more than 50 years ago. According to “Ketamine and other N-methyl-D-aspartate receptor
antagonists in the treatment of depression: a perspective review,” a 2015 article published by Therapeutic Advances in Chronic Disease, a peer-reviewed open access journal,
and “Ketamine for major depression: New tool, new questions,” a 2019 article published on the Harvard Medical School’s website, as of the date of this prospectus, ketamine is
gaining grounds as a promising treatment for some cases of major depression. It works differently than traditional antidepressants, which target the brain’s serotonin and
noradrenalin systems. Ketamine blocks NMDA, a receptor in the brain that is activated by glutamate, a neurotransmitter. A single subanesthetic dose infusion of the NMDA
receptor antagonist ketamine has been shown to have potentially rapid and potent antidepressant effects in treatment-resistant MDD as well as for the treatment of post-
traumatic stress disorder. While not approved by the FDA or the MHRA to treat depression, and while recreational use remains prohibited, subject to appropriate caution and
review, doctors and pharmacists prescribe ketamine for medical purposes, a practice endorsed by the American Psychiatric Association. Ketamine’s potential safety and
effectiveness have been demonstrated in multiple research studies. As many as 70% of those who get ketamine infusions show a response, typically after the first session. If a
person responds to ketamine, it may rapidly reduce suicidality and relieve other symptoms of depression.
 
As of March 26, 2021, the Company had not commenced core operations. All activity for the period from May 12, 2020 (inception) through March 26, 2021 relates to the
Company’s formation and raising funds through issuing shares of the Company’s Common Stock. The Company has selected December 31 as its fiscal year end.
 
Our Strategy
 
Our core strategy is to become a leader in solving psychiatric and neurological disorders, one of the world’s biggest clinical problems, through research, development, and
commercialization of novel CNS drugs. Key elements of our business strategy are as follows:
 
 ● Research new drugs with different mechanism of action to conventional psychiatric and neurological drugs, targeting the pathophysiology underlying the disease, for the

treatment of CNS disorders under the leadership of Professor Lawrence Steinman, a renowned neurologist and immunologist based at Stanford University, and Dr. Tiago
Reis Marques, a psychiatrist and neuroscientist at Imperial College and King’s College London;
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 ● Partner with reputable and successful healthcare companies and clinics to provide and support the intravenous administration of ketamine to treat treatment-resistant

depression;
   
 ○ Create a capital efficient revenue stream with significant client bases across the United States and the United Kingdom, including in Los Angeles, New York

City, and London; and
   
 ○ Create a diversified revenue stream by establishing and supporting clinics to provide greater visibility of revenue and EBITDA.
 
Development Pipeline
 
Our current research plan, which is aimed at developing new molecular entities and/or novel biologic drugs in the 24 months following the closing of this offering, is as follows:
 

1. Selection of Candidates. We plan to select and develop three lead candidate compounds focused on the neurobiology of psychiatric and neurological disorders that
can be developed into drugs and which have commercial potential as drug targets.

 
2. Hit to Lead Stage. Next, we plan to put the candidate compounds through a hit to lead stage, which is a stage in early drug discovery where small molecule hits from

a high throughput screen are evaluated and undergo limited optimization to identify promising lead compounds. The candidate compounds will undergo chemistry
characterization, compound metabolism, pharmacokinetics, in vitro pharmacology, in vivo pharmacology, and safety assays.

 
3. Disease Models. We plan to use preclinical models of psychiatric and neurological disorders, as the lead compounds are cleared. Our research will combine a

conservative approach, under which lead compounds will be sought on a well-defined target, and a moonshot approach, under which completely novel mechanisms of action
will be researched.

 
After 24 months, and after we develop one or more product candidates, subject to FDA and other similar regulatory approvals, we aim to begin one or more clinical

trials.
 

About Our Indications
 
According to the National Institute of Mental Health, mental illnesses are common in the United States. Mental illnesses include many different conditions that vary in degree of
severity, ranging from mild to moderate to severe. Two broad categories can be used to describe these conditions: AMI and SMI. AMI encompasses all recognized mental
illnesses, whereas SMI is a smaller and more severe subset of AMI.
 
In 2019, there were an estimated 51.5 million adults aged 18 or older in the United States with AMI. Among the 51.5 million adults with AMI, 23.0 million (44.8%) received
mental health services in the past year. In 2019, there were an estimated 13.1 million adults aged 18 or older in the United States with SMI, which represented 5.2% of all U.S.
adults. Out of the 13.1 million adults with SMI, 8.6 million (65.5%) received mental health treatment in the past year.
 
According to the Mayo Clinic, treatment for mental illness largely depends on the type of mental illness and its severity. Currently, treatment can include psychiatric medication
(such as anti-depressants, anti-anxiety medications, mood stabilizers, and antipsychotic drugs), psychotherapy, brain-stimulation treatments, hospitalization, substance misuse
treatment, or any combination of the foregoing.



 
Clinical Services
 
Our secondary operations are focused on establishing anti-depression clinics across the United Kingdom and providing business support services to similar entities in the United
States, using psychiatric assessment combined with physician/medical providers to provide private intravenous infusions of ketamine to treat treatment-resistant depression
through partnerships with healthcare companies including with Zen Healthcare and The IV Doc.
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United Kingdom. Pasithea’s United Kingdom branch has already partnered with Zen Healthcare, a general practice group with three locations: Marylebone, Knightsbridge, and
Holborn. Zen Healthcare has been operating for five years and has approximately 30,000 patients. Its practices give us immediate exposure in the United Kingdom. Other
advantages including gaining access to an existing management structure and qualified general practitioners, pharmacists, therapists, and psychotherapists. In the future, we plan
to open independent clinics in London and other top regional cities in the United Kingdom.
 
In the UK, Pasithea Therapeutics Corp. has established a wholly owned subsidiary organized under United Kingdom Law to provide psychotherapy and to administer IV
ketamine in clinics. Under the laws of the UK, this entity may directly own and operate clinics, employ physicians, and provide management services to clinics and providers. In
order to do so, the UK entity must obtain approvals from the following agencies: MHRA, CQC, GMC and the GPC.
 
Specifically, in the UK, Pasithea will be responsible for obligations such as maintaining a CQC license, marketing ketamine and other treatments, booking and taking payments
from patients, providing licensed and qualified staff and all pharmaceuticals and equipment necessary for the assessment of patients and provision of the treatments, assessing
patients, and administering treatments. At the present, Pasithea has partnered with Purecare Limited and Portman Health Ltd that own Zen clinics to treat patients, including
providing psychiatric consultations, and that have pharmacies that will procure, handle, and administer ketamine in treatment rooms, providing all pharmaceuticals and
equipment necessary for the assessment of patients and the provision of the treatments.
 
In the UK, ketamine is a Schedule II controlled substance under the Misuse of Drugs Regulations 2010 and is controlled with regard to synthesis, storage and distribution under
the Misuse of Drugs Act 1971 as amended. Possession of ketamine requires Home Office licensing and may only be stored on premises complying with professional strictures
of the GPC. As a controlled substance, ketamine requires production and supply from a manufacturer possessing MHRA manufacturing authorization which ensures the
production of GMP quality ketamine. Additionally, like in the US, because IV ketamine has not yet been granted marketing authorization for the psychotherapy indication in the
UK, it must be regarded as an unlicensed medicine that is being used off label without its authorized indications for anesthesia and/or chronic pain. The GMC code of good
practice allows a physician to prescribe an unlicensed medicine under his own responsibility.
 
Specifically, in the UK, our operation process are as follows:
 

 
United States (including New York and California). In the United States, Pasithea has partnered with The IV Doc. The IV Doc itself and through clinical affiliates has treated
over 50,000 patients over the past seven years. During that period, The IV Doc has established relationships with over 800 clinicians. Through these efforts, The IV Doc has
developed a national reputation for the provision of in-home infusion services, testing, and outpatient medical care. Pasithea’s operations in New York and Los Angeles can be
efficiently expanded to other locations utilizing The IV Doc patient service delivery model, including The IV Doc software and technology and clinical services management
resources.
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In the United States, the FDA, the DEA and state agencies regulate the use, maintenance and distribution of ketamine. At the federal level, FDA has approved ketamine for use
as an anesthetic but not for subanesthetic intravenous administration for psychotherapy. However, in general, physicians may prescribe FDA-approved drugs for conditions
other than what the drugs have been explicitly approved for (off-label use). Once a drug such as ketamine is approved for any use, physicians may prescribe those drugs for off-
label uses consistent with applicable state medical practice requirements (see below). Thus, no new or additional approvals are required from the FDA for the off-label use of
ketamine for proper medical use like in this instance. The DEA, under the federal Controlled Substance Act, oversees the maintenance and distribution of all controlled
substances, including ketamine. Depending on the specific clinical protocols and standards established by the independent professional services company and the contracted or
employed physicians prescribing and administering ketamine, the entity and/or the contracted or employed physicians will be required to comply with all DEA requirements.
 
In the Initial States, Pasithea is in the process of establishing management agreements with independent professional services companies that are in the process of formation that
will be organized and established under the laws of the Initial States, including all laws related to the corporate practice of medicine, fee-splitting, licensure, and fraud and abuse
laws. The independent professional services companies, through their physicians and nurses, will perform the clinical operations related to the business model. Individual
clinicians, including psychiatrists, anesthesiologists, and nurses, all licensed and qualified to provide the clinical services required, will contract with the independent
professional services companies to provide the services (see below). The independent professional services companies will be owned by a separate shareholder or shareholders
from Pasithea. Through its management agreement, Pasithea, in conjunction with The IV Doc, will provide all of the non-clinical management services necessary for the
professional services companies to operate, including administrative services, information technology services and marketing services, online advertising, and other channels.
Pasithea has entered into a subcontract agreement with The IV Doc to provide for the subcontracting of certain administrative, information technology, and billing services
provided by The IV Doc to us.
 
In New York, the independent New York professional services company will be organized under Section 1203 of the New York Limited Liability Company Law and in
compliance with Article 15 of the New York Business Corporation Law. This entity filed for certification with the New York Department of Education, which application is
consistent with the requirements of the regulations of the Commissioner of Education, §59.10. Upon approval by the New York Department of Education, this entity will then



file for corporate approval by the New York Department of State by submitting its articles of organization. This entity will also apply for an EIN with the IRS. At that point, this
independent entity will be ready to perform the contemplated clinical services directly and through its employed or contracted physicians.
 
In New York, licensed New York psychiatrists will perform the initial diagnostic services to patients. These psychiatrists will be required to be licensed and otherwise qualified
to perform these services under NY Education Law, Article 131, §6520. Thereafter, these patients will be evaluated and, where appropriate, administered IV ketamine by
licensed anesthesiologists. These anesthesiologists will be licensed under NY Education Law, Article 131, §6520. These anesthesiologists will be assisted by registered nurses,
including CRNAs, who will be licensed under NY Education Law Article 139, §6900, et seq. The model clinical services agreements developed by the independent professional
services company will reflect these requirements. All clinicians will be required to possess and maintain such New York licenses during the course of their employment or
contractual obligations.
 
In California, the independent California professional services company will be organized under California Corporation Code § 13400, et seq. The California professional
services company will file articles of incorporation with the California Secretary of State. This entity will also apply for an EIN with the IRS. At that point, this independent
entity will be ready to perform the contemplated clinical services directly and through its employed or contracted physicians.
 
In California, licensed psychiatrists will perform the initial diagnostic services to patients. These psychiatrists will be required to be licensed and otherwise qualified to perform
these services under California Business and Professions Code §2000, et seq. and California Corporations Code §13400, et seq. Thereafter, these patients will be evaluated and,
where appropriate, administered IV ketamine by licensed anesthesiologists under California Business and Professions Code §2000. These anesthesiologists will be assisted by
registered nurses and CRNAs. The registered nurses will be licensed under California Business and Professions Code §2700, et seq. CRNAs will be licensed under 16 CCR
§ 1409. All clinicians will be required to possess and maintain such California licenses during the course of their employment or contractual obligations.
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The process of ketamine infusion treatment entails first conducting a psychiatric assessment of the patient to determine the appropriateness of the treatment, then administering
infusion treatment, and finally conducting psychiatric follow-ups. Specifically, in the United States, our operation process are as follows (in the United States, Pasithea will
only provide business support services to other entities providing the relevant medical services):
 

 
Our Team
 
We are founded and led by a best-in-class management team:
 
 ● Professor Lawrence Steinman, Executive Chairman and Co-Founder. Professor Steinman has served on our board of directors since August 2020. Prior to joining

Pasithea, he served on the Board of Directors of Centocor from 1989 to 1998, the Board of Directors of Neurocine Biosciences from 1997 to 2005, the Board of
Directors of Atreca from 2010 to 2019, the Board of Directors of BioAtla from 2016 to the present, and the Board of Directors of Tolerion from 2013 to the present. He
is currently the George A. Zimmermann Endowed Chair in the Neurology Department at Stanford University and previously served as the Chair of the Interdepartmental
Program in Immunology at Stanford University Medical School from 2003 to 2011. He is a member of the National Academy of Medicine and the National Academy of
Sciences. He also founded the Steinman Laboratory at Stanford University, which is dedicated to understanding the pathogenesis of autoimmune diseases, particularly
multiple sclerosis and neuromyelitis optica. He received the Frederic Sasse Award from the Free University of Berlin in 1994, the Sen. Jacob Javits Award from the U.S.
Congress in 1988 and 2002, the John Dystel Prize in 2004 from the National MS Society in the U.S., the Charcot Prize for Lifetime Achievement in Multiple Sclerosis
Research in 2011 from the International Federation of MS Societies and the Anthony Cerami Award in Translational Medicine by the Feinstein Institute of Molecular
Medicine in 2015. He also received an honorary Ph.D. at the Hasselt University in 2008. He received his BA (physics) from Dartmouth College in 1968 and his MD
from Harvard University in 1973. He also completed a fellowship in chemical immunology at the Weizmann Institute (1974 – 1977) and was an intern and resident at
Stanford University Medical School.

   
 ● Dr. Tiago Reis Marques, Chief Executive Officer and Director.  Dr. Marques has served on our board of directors and as Chief Executive Officer since August 2020.

He is a senior clinical fellow at Imperial College London and a lecturer at the IoPPN, King’s College London. IoPPN is ranked second in the world for psychology and
psychiatry by US News and Best Global Universities, and is home to one of the world’s largest centers for neuroscience research. Dr. Marques is also a psychiatrist at
Maudsley Hospital. His research focuses on topics including the mechanism of action of psychiatric medication and novel treatment targets. During his career, he has
obtained multiple awards for his research. Dr. Marques is an author or co-author of more than 100 scientific publications in peer-reviewed journals in psychiatry and
neuroscience, has co-authored international treatment guidelines and written book chapters, including in the leading book in the field, “Neurobiology of Mental
Illness.”

 
 ● Stanley M. Gloss, Chief Financial Officer.  Mr. Gloss has served as our Chief Financial Officer since April 2021. He has been self-employed for the past year doing

financial consulting in the areas of accounting and financial reporting. From 2017 to 2020, Mr. Gloss was Controller at Ace Universe, establishing and maintaining the
budgets and financial reporting systems and sourcing and maintaining the company insurance. From 2009 to 2016, Mr. Gloss was Controller and Vice President of
Finance of Wizard World Inc., where he established and maintained the budgets and financial reporting systems, sourced and maintained the company contracts and
insurance, and coordinated public filings. He received his Bachelor of Science in Accounting from Fairfield University.
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 ● Dr. Yassine Bendiabdallah, Chief Operating Officer, Head of UK Clinics and Director. Dr. Bendiabdallah has served on our board of directors and as Chief Operating
Officer since March 2021. He also co-founded Pasithea Therapeutics Corp. and is currently Head of UK Clinics. Dr. Bendiabdallah is an expert in functional medicine
and bio-identical hormone therapy. He completed a Masters in Pharmacy at King’s College London in 2006. He was then awarded a PhD scholarship within Cancer
Research UK group at University Colleges London which was completed with honours in 2010. He then went on to work for a number of pharmaceutical companies and
held research position at University College London. He has been involved in several startups including HelloDr (HelloDr Ltd, Proximal Health Ltd) an online tech in
healthcare, Androgenix Pharmaceuticals Ltd, and Purecare Ltd (Zen Healthcare) which he is the co-founder and current managing director. Zen Healthcare now
comprises several clinics and pharmacies in the UK. He holds a number of scientific publications in peer-reviewed literature the anticancer research industry. Dr.
Bendiabdallah has also attended and presented at several seminars and conferences globally. His current clinical expertise includes age reversal therapies, functional
approaches to medicines and intravenous micronutrient therapies.

   
 ● Simon Dumesnil, Director. Mr. Dumesnil has served on our board of directors since April 2021. He is currently a Managing Partner and Director of Dunraven Capital

Partners Limited, an investment management advisory company incorporated in the UK whose investments are predominately in Eastern European corporate distressed
credits and structured products. From 2013 to 2018, Mr. Dumesnil was Managing Director and Head of Structured Financing Group Americas of UBS Securities LLC,
where he was responsible for the structured financing trading book in the USA and LATAM and managed a book of financing positions across fixed income products
(corporate syndicated and middle-market loans, corporate bonds, real estate loans, CMBS/RMBS/CLO/ABS, LATAM Sovereign). From 2010 to 2013, he was
Managing Director and Co-Head Private-Side Structuring Group EMEA of UBS AG., where he was responsible for arranging structured solution transactions and
acquisitions for FIG and Special Situation Group (SSG) and also co-headed the illiquid financing business. From 2009 to 2010, Mr. Dumesnil was the Chief Investment
Officer Bluestone Capital Management and responsible for investments in distressed assets across Europe. From 2008 to 2009, Mr. Dumesnil was Director of Lehman
Brother Holding Inc. and responsible for restructuring and unwinding Lehman Brothers Special Financing Inc. derivative book post-bankruptcy. From 2003 to 2008, Mr.
Dumesnil was Director of Lehman Brothers International (Europe). Throughout his career at Dunraven Capital Management, UBS Securities, UBS AG, Bluestone
Capital Management and Lehman Brothers, Mr. Dumesnil advised and underwritten corporate risk related to companies across industries or jurisdictions. He has an in-
depth knowledge on corporate restructuring and capital structure optimization for companies across their business life cycle. His experience as Chief Investment Officer
during the launch and growth phases of a financial services and technology company represents valuable insights for our Company. Mr. Dumesnil attended Cass
Business School, where he received his Master of Science in Banking and International Finance and École des Hautes-Études-Commerciales HEC, where he received his
Bachelor in Business and Administration, Finance.

   
Other Partnerships
 
In addition to our clinic partnerships described above, we anticipate partnering both with contract research organizations and educational institutions to help develop our
product candidates and, eventually, to support our clinical trials.
 
Manufacturing
 
We anticipate devoting significant resources to process development and manufacturing to optimize process robustness and success rates in developing potential product
candidates with financially viable per-unit manufacturing costs and enable us to quickly achieve regional and global scale production upon regulatory approval for our future
product candidates.
 
Financial Overview
 
We have experienced losses since inception and, at December 31, 2020, had an accumulated deficit of approximately $40,984. We expect to incur additional losses in the future
and expect cumulative losses to increase. Since May 2020, we have received approximately $1.47 million in equity financing in connection with which we issued 8,307,327
shares of Common Stock to approximately 46 accredited investors through a series of financings conducted pursuant to the Rule 506(b) Regulation D “safe harbor” for the
private offering exemption of Section 4(a)(2) of the Securities Act completed in January 2021.
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Competition
 
The pharmaceutical market for the treatment of major depressive disorder includes selective serotonin reuptake inhibitors, serotonin and norepinephrine reuptake inhibitors and
atypical antipsychotics. A number of these marketed antidepressants will be generic, and would be key competitors to our ketamine drug candidate. These products include
Janssen Pharmaceuticals, Inc.’s Spravato (esketamine), Forest Laboratory’s Lexapro/Cipralex (escitalopram) and Viibryd (vilazodone), Pfizer, Inc.’s Zoloft (sertraline), Effexor
(venlafaxine) and Pristiq (desvenlafaxine), GlaxoSmithKline plc’s Paxil/Seroxat (paroxetine), Eli Lilly and Company’s Prozac (fluoxetine) and Cymbalta (duloxetine),
AstraZeneca plc’s Seroquel (quetiapine) and Bristol-Myers Squibb Company’s Abilify (aripiprazole), among others.
 
We anticipate that competition in our industry will increase. In addition, the health care industry is characterized by rapid technological change, resulting in new product
introductions and other technological advancements. Our competitors may develop and market products that render future product candidates, or any products manufactured or
marketed by us, non-competitive or otherwise obsolete.
 
Competition in Clinic Model
 
The following clinics use psychiatric assessment combined with physician/medical providers to administer intravenous infusions of ketamine.
 
 ● Ketamine Clinics LA
   
 ● California Ketamine Clinics
   
 ● Ketamine Healing Clinic of LA
   
 ● TMS & Brain Health
   
 ● NY Ketamine Infusions
   
 ● Field Trip Health
   
 ● MindBody Therapeutics
   
Intellectual Property
 
We currently do not hold any intellectual property, but intend to develop product candidates that may be the subject of future patent applications.
 
License Agreements and Strategic Collaborations



 
Zen Clinics
 
During the year ended December 31, 2020, the Company entered into a Collaboration Agreement (the “Zen Knightsbridge and Holborn Collaboration Agreement”) with
Purecare Limited (“Purecare”), a company that operates a health clinic known as Zen Knightsbridge Clinic (the “Zen Knightsbridge Clinic”), whereby both parties have agreed
to collaborate on the provision of treatments at Purecare’s London based clinic. The Company has agreed to apply and maintain necessary licenses, market the treatments, and
develop and maintain a website for online booking and payments of treatments. Purecare has agreed to provide consulting and treatment rooms at its clinics, as well as
providing all pharmaceuticals and equipment necessary for the assessment of patients and provisions of the treatments. All resulting revenue from such treatments shall be
allocated 30% to the Company and 70% to Purecare.
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Under the Zen Knightsbridge and Holborn Collaboration Agreement, we are responsible for obligations such as maintaining a CQC license, marketing ketamine and other
treatments, booking and taking payments from patients, providing licensed and qualified staff and all pharmaceuticals and equipment necessary for the assessment of patients
and provision of the treatments, assessing patients, and administering treatments at the Zen Knightsbridge Clinic. Purecare is responsible for providing consulting and treatment
rooms at the Zen Knightsbridge Clinic and providing all pharmaceuticals and equipment necessary for the assessment of patients and the provision of the treatments. All profit,
after deduction of expenses, shall be split 70/30, with Purecare receiving 70% and us receiving 30%. The initial term of the Zen Knightsbridge and Holborn Collaboration
Agreement commenced during the year ended December 31, 2020 and will continue in effect for five years. After the initial term, the Zen Knightsbridge and Holborn
Collaboration Agreement will automatically extend for five years unless otherwise terminated. We have the right to terminate the Zen Knightsbridge and Holborn Collaboration
Agreement at any time by giving Purecare at least six months’ prior written notice.
 
During the year ended December 31, 2020, the Company entered into a Collaboration Agreement (the “Zen Baker Collaboration Agreement”) with Portman Health Ltd
(“Portman”), a company that operates a health clinic known as Zen Baker Street Clinic (the “Zen Baker Clinic”). Under the Zen Baker Collaboration Agreement, we are
responsible for obligations such as maintaining a CQC license, marketing ketamine and other treatments, booking and taking payments from patients, providing licensed and
qualified staff and all pharmaceuticals and equipment necessary for the assessment of patients and provision of the treatments, assessing patients, and administering treatments
at the Zen Baker Clinic. Portman is responsible for providing consulting and treatment rooms at the Zen Baker Clinic and providing all pharmaceuticals and equipment
necessary for the assessment of patients and the provision of the treatments. All profit, after deduction of expenses, shall be split 70/30, with Portman receiving 70% and us
receiving 30%. The initial term of the Zen Baker Collaboration Agreement commenced during the year ended December 31, 2020 and will continue in effect for five years.
After the initial term, the Zen Baker Collaboration Agreement will automatically extend for five years unless otherwise terminated. We have the right to terminate the Zen Baker
Collaboration Agreement at any time by giving Portman at least six months’ prior written notice.
 
Government Regulation and Drug Approval
 
Governmental Regulations
 
Government authorities in the United States (including federal, state and local authorities) and in other countries, extensively regulate, among other things, the manufacturing,
research and clinical development, marketing, labeling and packaging, storage, distribution, post-approval monitoring and reporting, advertising and promotion, pricing and
export and import of pharmaceutical products, such as our future product candidates. 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. Moreover, failure to comply with
applicable regulatory requirements may result in, among other things, warning letters, clinical holds, civil or criminal penalties, recall or seizure of products, injunction,
disbarment, partial or total suspension of production or withdrawal of the product from the market. Any agency or judicial enforcement action could have a material adverse
effect on us.
 
U.S. Government Regulation
 
In the United States, the FDA regulates drugs under the Federal Food, Drug, and Cosmetic Act (“FDCA”) and its implementing regulations. Drugs are also subject to other
federal, state and local statutes and regulations. The FDA’s Center for Drug Evaluation and Research would have primary jurisdiction over the premarket development, review
and approval of our future product candidates. Accordingly, we have and plan to continue to investigate our products through the IND framework and seek approval through the
NDA pathway. The process required by the FDA before our product candidates may be marketed in the United States generally involves the following:
 

● submission to the FDA of an IND which must become effective before human clinical trials may begin and must be updated annually;
 

● completion of extensive preclinical laboratory tests and preclinical animal studies, all performed in accordance with the FDA’s Good Laboratory Practice regulations;
 

● performance of adequate and well-controlled human clinical trials to establish the safety and efficacy of the product candidate for each proposed indication in accordance
with good clinical practices (“GCPs”);
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● submission to the FDA of an NDA after completion of all pivotal clinical trials;

 
● a determination by the FDA within 60 days of its receipt of an NDA to file the NDA for review;

 
● satisfactory completion of an FDA pre-approval inspection of the manufacturing facilities at which the active pharmaceutical ingredient (“API”), and finished drug

product are produced and tested to assess compliance with good manufacturing Practices (“cGMP”) regulations; and
 

● FDA review and approval of an NDA prior to any commercial marketing or sale of the drug in the United States.
 
An IND is a request for authorization from the FDA to administer an investigational drug product to humans. The central focus of an IND submission is on the general
investigational plan and the protocol(s) for human studies. The IND also includes results of animal studies or other human studies, as appropriate, as well as manufacturing
information, analytical data and any available clinical data or literature to support the use of the investigational new drug. An IND must become effective before human clinical
trials may begin. An IND will automatically become effective 30 days after receipt by the FDA, unless before that time the FDA raises concerns or questions related to the
proposed clinical trials. 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
clinical trials can begin. Accordingly, submission of an IND may or may not result in the FDA allowing clinical trials to commence.
 
Clinical trials involve the administration of the investigational drug 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 trial. 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 efficacy criteria to be evaluated. A protocol for each clinical trial and any
subsequent protocol amendments must be submitted to the FDA as part of the IND. Additionally, approval must also be obtained from each clinical trial site’s institutional
review board (“IRB”) before the trials may be initiated, and the IRB must monitor the study until completed. There are also requirements governing the reporting of ongoing
clinical trials and clinical trial results to public registries.
 
The clinical investigation of a drug is generally divided into three phases. Although the phases are usually conducted sequentially, they may overlap or be combined. The three
phases of an investigation are as follows:
 

● Phase I. Phase I includes the initial introduction of an investigational new drug into humans. Phase I clinical trials are typically closely monitored and may be conducted
in patients with the target disease or condition or in healthy volunteers. These studies are designed to evaluate the safety, dosage tolerance, metabolism and
pharmacologic actions of the investigational drug in humans, the side effects associated with increasing doses, and if possible, to gain early evidence on effectiveness.
During Phase I clinical trials, sufficient information about the investigational drug’s pharmacokinetics and pharmacological effects may be obtained to permit the design
of well-controlled and scientifically valid Phase II clinical trials. The total number of participants included in Phase I clinical trials varies, but is generally in the range of
20 to 80.

 
● Phase II. Phase II includes controlled clinical trials conducted to preliminarily or further evaluate the effectiveness of the investigational drug for a particular

indication(s) in patients with the disease or condition under study, to determine dosage tolerance and optimal dosage, and to identify possible adverse side effects and
safety risks associated with the drug. Phase II clinical trials are typically well-controlled, closely monitored, and conducted in a limited patient population, usually
involving no more than several hundred participants.

 
● Phase III. Phase III clinical trials are generally controlled clinical trials conducted in an expanded patient population generally at geographically dispersed clinical trial

sites. They are performed after preliminary evidence suggesting effectiveness of the drug has been obtained, and are intended to further evaluate dosage, clinical
effectiveness and safety, to establish the overall benefit-risk relationship of the investigational drug product, and to provide an adequate basis for product approval. Phase
III clinical trials usually involve several hundred to several thousand participants.
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A pivotal study is a clinical study which adequately meets regulatory agency requirements for the evaluation of a drug candidate’s efficacy and safety such that it can be used to
justify the approval of the product. Generally, pivotal studies are also Phase III studies but may be Phase II studies if the trial design provides a well-controlled and reliable
assessment of clinical benefit, particularly in situations where there is an unmet medical need.
 
The FDA, the IRB or the clinical trial sponsor may suspend or terminate a clinical trial at any time on various grounds, including a finding that the research subjects are being
exposed to an unacceptable health risk. Additionally, some clinical trials are overseen by an independent group of qualified experts organized by the clinical trial sponsor,
known as a data safety monitoring board or committee. This group provides authorization for whether or not a trial may move forward at designated check points based on
access to certain data from the study. We may also suspend or terminate a clinical trial based on evolving business objectives and/or competitive climate.
 
Assuming successful completion of all required testing in accordance with all applicable regulatory requirements, detailed investigational drug product information is submitted
to the FDA in the form of an NDA requesting approval to market the product for one or more indications. The application includes all relevant data available from pertinent
preclinical and clinical trials, including negative or ambiguous results as well as positive findings, together with detailed information relating to the product’s chemistry,
manufacturing, controls and proposed labeling, among other things. Data can 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.
 
Once the NDA submission has been accepted for filing, within 60 days following submission, the FDA’s goal is to review applications for new molecular entities within ten
months of the filing date or, if the application relates to a serious or life-threatening indication and demonstrates the potential to provide a significant improvement in safety or
effectiveness over currently marketed therapies, six months from the filing date. The review process is often significantly extended by FDA requests for additional information
or clarification. The FDA may refer the application to an advisory committee for review, evaluation and recommendation as to whether the application should be approved. The
FDA is not bound by the recommendation of an advisory committee, but it typically follows such recommendations.
 
After the FDA evaluates the NDA and conducts inspections of manufacturing facilities where the drug product and/or its active pharmaceutical ingredient will be produced, it
may issue an approval letter or a complete response letter. An approval letter authorizes commercial marketing of the drug with specific prescribing information for specific
indications. A complete response letter indicates that the review cycle of the application is complete and the application is not ready for approval. A complete response letter
may require additional clinical data and/or an additional pivotal Phase III clinical trial(s), and/or other significant, expensive and time-consuming requirements related to clinical
trials, preclinical studies or manufacturing. Even if such additional information is submitted, the FDA may ultimately decide that the NDA does not satisfy the criteria for
approval. The FDA could also approve the NDA with a risk evaluation and mitigation strategy to mitigate risks, which 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, development of adequate controls and specifications, or a commitment to conduct one or more post-market
studies or clinical trials. Such post-market testing may include Phase IV clinical trials and surveillance to further assess and monitor the product’s safety and effectiveness after
commercialization. Regulatory approval of oncology products often requires that patients in clinical trials be followed for long periods to determine the overall survival benefit
of the drug.
 
After regulatory approval of a drug product is obtained, manufacturers are required to comply with a number of post-approval requirements. The holder of an approved NDA
must report, among other things, certain adverse reactions and production problems to the FDA, to provide updated safety and efficacy information, and to comply with
requirements concerning advertising and promotional labeling for the approved product. Also, quality control and manufacturing procedures must continue to conform to cGMP
after approval to ensure and preserve the long-term stability of the drug product. The FDA periodically inspects manufacturing facilities to assess compliance with cGMP, which
imposes extensive procedural, substantive and record keeping requirements. In addition, 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 and documentation 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.
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We expect to rely on third parties for the production of clinical and commercial quantities of our future product candidates. Future FDA and state inspections may identify
compliance issues at our facilities or at the facilities of our contract manufacturers that may disrupt production or distribution, or require substantial resources to correct. In
addition, discovery of previously unknown problems with a product or the failure to comply with applicable requirements may result in restrictions on a product, manufacturer
or holder of an approved NDA, including withdrawal or recall of the product from the market or other voluntary, FDA-initiated or judicial action that could delay or prohibit
further marketing. 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. Also, new government requirements, including those resulting from new
legislation, may be established, or the FDA’s policies may change, which could delay or prevent regulatory approval of our products under development.
 
Expedited Development and Review Programs for Drugs
 
The FDA maintains several programs intended to facilitate and expedite development and review of new drugs to address unmet medical needs in the treatment of serious or
life-threatening diseases or conditions. These programs include Fast Track designation, Breakthrough Therapy designation, Priority Review and Accelerated Approval, and the
purpose of these programs is to either expedite the development or review of important new drugs to get them to patients more quickly than standard FDA review timelines
typically permit.
 
A drug is eligible for Fast Track designation if it is intended to treat a serious or life-threatening disease or condition and demonstrates the potential to address unmet medical
needs for such disease or condition. Fast Track designation provides increased opportunities for sponsor interactions with the FDA during preclinical and clinical development,
in addition to the potential for rolling review once a marketing application is filed. Rolling review means that the agency may review portions of the marketing application
before the sponsor submits the complete application. In addition, a drug may be eligible for Breakthrough Therapy designation if it is intended to treat a serious or life-
threatening disease or condition and 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. Breakthrough Therapy designation provides all the features of Fast
Track designation in addition to intensive guidance on an efficient drug development program, and FDA organizational commitment to expedited development, including
involvement of senior managers and experienced review staff in a cross-disciplinary review, where appropriate.
 
Any product submitted to the FDA for approval, including a product with Fast Track or Breakthrough Therapy designation, may also be eligible for additional FDA programs
intended to expedite the review and approval process, including Priority Review designation and Accelerated Approval. A product is eligible for Priority Review designation,
once an NDA or a biologics license application, or BLA, is submitted, if the drug that is the subject of the marketing application has the potential to provide a significant
improvement in safety or effectiveness in the treatment, diagnosis or prevention of a serious disease or condition. Under priority review, the FDA’s goal date to take action on
the marketing application is six months compared to ten months for a standard review. Products are eligible for Accelerated Approval if they can be shown to have an effect on
a surrogate endpoint that is reasonably likely to predict clinical benefit, or an effect on an intermediate clinical endpoint that can be measured earlier than an effect on
irreversible morbidity or mortality, which 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.
 
Accelerated Approval is usually contingent on a sponsor’s agreement to conduct additional post-approval studies to verify and describe the product’s clinical benefit. The FDA
may withdraw approval of a drug or an indication approved under Accelerated Approval if, for example, the confirmatory trial fails to verify the predicted clinical benefit of the
product. In addition, the FDA generally requires, as a condition for Accelerated Approval, that all advertising and promotional materials intended for dissemination or
publication within 120 days of marketing approval be submitted to the agency for review during the pre-approval review period. After the 120-day period has passed, all
advertising and promotional materials must be submitted at least 30 days prior to the intended time of initial dissemination or publication.
 
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 the time period for
FDA review or approval may not be shortened. Furthermore, Fast Track designation, Breakthrough Therapy designation, Priority Review and Accelerated Approval do not
change the scientific or medical standards for approval or the quality of evidence necessary to support approval, though they may expedite the development or review process.
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Controlled Substances
 
The federal Controlled Substances Act of 1970, or 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 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. Pharmaceutical products 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. COMP360, if approved in the United States, will require scheduling by the DEA before it can be marketed.
 
To conduct clinical trials with controlled substances in the United States prior to approval, each of the 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 the products and to obtain the product from a supplier. If the DEA delays or denies the
grant of a research registration to one or more research sites, the clinical trial could be significantly delayed, and the clinical trial sites could be lost. The supplier for the clinical
trials must also obtain a Schedule I registration.
 
If any proposed products developed receive FDA approval, the DEA will make a scheduling determination and place it in a schedule other than Schedule I in order for it to be
prescribed to patients in the United States. Consequently, its manufacture, importation, exportation, domestic distribution, storage, sale and legitimate use may be subject to a
significant degree of regulation by the DEA. Our failure to comply with these regulations could result in the loss of our DEA registration, civil penalties or criminal prosecution.
In addition, the scheduling process may take one or more years, thereby delaying the launch of any product in the United States. Furthermore, if the FDA, DEA, or any foreign
regulatory authority determines that any product may have potential for abuse, it may 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 any proposed product.
 
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).
 
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. 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. Imports of Schedule I and II controlled substances for commercial purposes are generally restricted to
substances not already available from a 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.
 
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. The quotas apply
equally to the manufacturing of the active pharmaceutical ingredient 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.
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The DEA, and some states, also conduct periodic inspections of registered establishments that handle controlled substances. Facilities that conduct research, manufacture, store,
distribute, import or export controlled substances must be registered to perform these activities and have the security, control and inventory mechanisms required by the DEA to
prevent drug loss and diversion. Failure to maintain compliance, particularly non-compliance resulting in loss or diversion, can result in regulatory action that could have a
material adverse effect on our business, results of operations, financial condition and prospects. 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 proceedings.
 
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.
 
Europe/Rest of World Government Regulation
 
In addition to regulations in the United States, we may be subject to a variety of regulations in other jurisdictions governing, among other things, clinical trials and any
commercial sales and distribution of our future product candidates.
 
Whether or not we obtain FDA approval for a product, we must obtain the requisite approvals from regulatory authorities in foreign countries prior to the commencement of
clinical trials or marketing of the product in those countries. Certain countries outside of the United States have a similar process that requires the submission of a clinical trial
application much like the IND prior to the commencement of human clinical trials. In Europe, for example, a clinical trial application (“CTA”), must be submitted to each
country’s national health authority and an independent ethics committee, much like the FDA and IRB, respectively. Once the CTA is approved in accordance with a country’s
requirements, clinical trial development may proceed.
 
Following the United Kingdom’s exit from the European Union, a separate regulatory regime applies in the United Kingdom to clinical trials and licensing of medicines.
 
The requirements and process governing the conduct of clinical trials, product licensing, pricing and reimbursement vary from country to country. In all cases, the clinical trials
are conducted in accordance with cGCPs and the applicable regulatory requirements and the ethical principles that have their origin in the Declaration of Helsinki.
 
To obtain regulatory approval of an investigational drug under EU regulatory systems, we must submit a marketing authorization application. The application used to file the
NDA in the United States is similar to that required in Europe, with the exception of, among other things, country-specific document requirements.
 
For other countries outside of the EU, such as countries in Eastern Europe, Latin America or Asia, the requirements governing the conduct of clinical trials, product licensing,
pricing and reimbursement vary from country to country. In all cases, again, the clinical trials are conducted in accordance with cGCPs and the applicable regulatory
requirements and the ethical principles that have their origin in the Declaration of Helsinki.
 
If we fail to comply with applicable foreign regulatory requirements, we may be subject to, among other things, fines, suspension or withdrawal of regulatory approvals,
product recalls, seizure of products, operating restrictions and criminal prosecution.
 
Authorization Procedures in the European Union
 
In all cases, the application for marketing approval requires the completion of clinical trials. Clinical trials are currently regulated under Directive 2001/20/EC. EU directives are
not directly applicable in the member states. They have to be transposed into national law. National law transposing EU directives often varies to a great extent. However, in
April 2014 a new regulation on clinical trials on medicinal products for human use was adopted. Regulations are directly applicable in the member states, so they generally lead
to greater harmonization. Regulation 536/2014 (“CTR”), entered into force on in June 2014. The CTR will harmonize the assessment and supervision processes for clinical trials
throughout the EU via a Clinical Trials Information System, or CTIS, which will contain a centralized EU portal and database for clinical trials. The exact timing of the
Regulation’s application depends on confirmation of full functionality of CTIS through an independent audit. The CTR will become applicable six months after the European
Commission publishes notice of this confirmation.
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Medicines can be authorized in the EU by using either the centralized authorization procedure or national authorization procedures.
 
 ● Centralized Procedure (regulated in Regulation (EC) 726/2004). Under the Centralized Procedure a so-called Community Marketing Authorization is issued by the

European Commission, based on the opinion of the Committee for Medicinal Products for Human Use of the European Medicines Agency (the “EMA”). The
Community Marketing Authorization is valid throughout the entire territory of the European Economic Area (“EEA”) (which includes the 27 Member States of the EU
plus Norway, Liechtenstein and Iceland). The Centralized Procedure is mandatory for certain types of products, such as biotechnology medicinal products, orphan
medicinal products, and medicinal products indicated for the treatment of AIDS, cancer, neurodegenerative disorders, diabetes, auto-immune and viral diseases. The
Centralized Procedure is optional for products containing a new active substance not yet authorized in the EEA, or for products that constitute a significant therapeutic,
scientific or technical innovation or which are in the interest of public health in the EU. For medicines that do not fall within these categories, an applicant has the option
of submitting an application for a centralized marketing authorization to the EMA, as long as the medicine concerned is a significant therapeutic, scientific or technical
innovation, or if its authorization would be in the interest of public health.

   
● Cooperative Authorization Procedures (regulated in Directive 2001/83/EC and implemented into Member States’ national law). There are also two other possible routes

to authorize medicinal products in several countries, which are available for investigational drug products that fall outside the scope of the centralized procedure:
 

○ Decentralized Procedure. Using the Decentralized Procedure, an applicant may apply for simultaneous authorization in more than one EU country of medicinal
products that have not yet been authorized in any EU country and that do not fall within the mandatory scope of the centralized procedure. Under the
Decentralized Procedure the applicant chooses one country as Reference Member State. The regulatory authority of the Reference Member State will then be in
charge of leading the assessment of the marketing authorization application.

 



○ Mutual Recognition Procedure. In the Mutual Recognition Procedure, a medicine is first authorized in one EU Member State, in accordance with the national
procedures of that country. Following this, further marketing authorizations can be sought from other EU countries in a procedure whereby the countries
concerned agree to recognize the validity of the original, national marketing authorization.

 
● Furthermore, there is the option to obtain a national authorization in just one Member State.

 
In the EU, upon receiving marketing authorization, new chemical entities generally receive eight years of data exclusivity and an additional two years of market exclusivity. If
granted, data exclusivity prevents regulatory authorities in the EU from referencing the innovator’s data to assess a generic application. During the additional two-year period of
market exclusivity, a generic marketing authorization can be submitted, and the innovator’s data may be referenced, but no generic product can be marketed until the expiration
of the market exclusivity. However, there is no guarantee that a product will be considered by the EU’s regulatory authorities to be a new chemical entity, and there is a risk that
products may not qualify for data exclusivity.
 
UK Regulation
 
The Medicines and Healthcare products Regulatory Agency (MHRA) is an executive agency of the Department of Health and Social Care in the United Kingdom which is
responsible for ensuring that medicines and medical devices work and are acceptably safe.
 
The MHRA has the following roles:
 

● Operate post-marketing surveillance – in particular the Yellow Card Scheme – for reporting, investigating and monitoring of adverse drug reactions to medicines and
incidents with medical devices.

 
● Assess and authorize medicinal products for sale and supply in the UK.
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● Oversee the Notified Bodies that ensure medical device manufacturers comply with regulatory requirements before putting devices on the market.

 
● Operate a quality surveillance system to sample and test medicines to address quality defects and to monitor the safety and quality of unlicensed products.

 
● Investigate internet sales and potential counterfeiting of medicines, and prosecute where necessary.

 
● Regulate clinical trials of medicines and medical devices.

 
● Monitor and ensure compliance with statutory obligations relating to medicines and medical devices.

 
● Promote safe use of medicines and devices.

 
The CQC is an executive non-departmental public body of the Department of Health and Social Care of the United Kingdom. It regulates and inspects health and social care
services in the UK.
 
The GPC is the body responsible for the independent regulation of the pharmacy profession within England, Scotland and Wales, responsible for the regulation of pharmacists,
pharmacy technicians and pharmacy premises.
 
Zen Healthcare has established consultants and advisors to ensure it operates in accordance with the Care Quality Commission. Zen Healthcare also has all the regulatory
approvals and licenses to operate from the aforementioned bodies and complies with the MHRA, CQC and GPC.
 
Other Health Care Laws
 
We may also be subject to healthcare regulation and enforcement by the federal government and the states and foreign governments where we may market our product
candidates, if approved. These laws include, without limitation, state and federal anti-kickback, fraud and abuse, false claims, physician sunshine and privacy and security laws
and regulations.
 
The federal Anti-Kickback Statute prohibits, among other things, any person from knowingly and willfully offering, soliciting, receiving or providing remuneration, directly or
indirectly, to induce either the referral of an individual, for an item or service or the purchasing or ordering of a good or service, for which payment may be made under federal
healthcare programs such as the Medicare and Medicaid programs. The Anti-Kickback Statute is subject to evolving interpretations. In the past, the government has enforced the
Anti-Kickback Statute to reach large settlements with healthcare companies based on sham consulting and other financial arrangements with physicians. 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. 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 federal False Claims Act.
The majority of states also have anti-kickback laws which establish similar prohibitions and in some cases may apply to items or services reimbursed by any third-party payor,
including commercial insurers.
 
Additionally, the civil False Claims Act prohibits knowingly presenting or causing the presentation of a false, fictitious or fraudulent claim for payment to the United States
government. Actions under the False Claims Act may be brought by the Attorney General or as a qui tam action by a private individual in the name of the government.
Violations of the False Claims Act can result in very significant monetary penalties and treble damages. The federal government is using the False Claims Act, and the
accompanying threat of significant liability, in its investigation and prosecution of pharmaceutical and biotechnology companies throughout the United States, for example, in
connection with the promotion of products for unapproved uses and other sales and marketing practices. The government has obtained multi-million and multi-billion dollar
settlements under the False Claims Act in addition to individual criminal convictions under applicable criminal statutes. Given the significant size of actual and potential
settlements, it is expected that the government will continue to devote substantial resources to investigating healthcare providers’ and manufacturers’ compliance with
applicable fraud and abuse laws.
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HIPAA also created new federal criminal statutes that prohibit among other actions, knowingly and willfully executing, or attempting to execute, a scheme to defraud any
healthcare benefit program, including private third-party payors, knowingly and willfully embezzling or stealing from a healthcare benefit program, willfully obstructing a
criminal investigation of a healthcare offense, and knowingly and willfully falsifying, concealing or covering up a material fact or making any materially false, fictitious or
fraudulent statement in connection with the delivery of or payment for healthcare benefits, items or services. Similar to the federal Anti-Kickback Statute, 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.
 
There has also been a recent trend of increased federal and state regulation of payments made to physicians and other healthcare providers. The Patient Protection and
Affordable Care Act, as amended by the Health Care and Education Reconciliation Act, (collectively, “the Affordable Care Act”), among other things, imposed new reporting
requirements on drug manufacturers for payments made by them to physicians and teaching hospitals, as well as ownership and investment interests held by physicians and their
immediate family members. Failure to submit timely, accurately and completely the required information may result in civil monetary penalties of up to an aggregate of
approximately $0.2 million per year (or up to an aggregate of $1.1 million per year for “knowing failures”), for all payments, transfers of value or ownership or investment
interests that are not timely, accurately and completely reported in an annual submission. Drug manufacturers are required to submit reports to the government by the 90th day
of each calendar year. Certain states also mandate implementation of compliance programs, impose restrictions on drug manufacturer marketing practices and/or require the
tracking and reporting of marketing expenditures and pricing information as well as gifts, compensation and other remuneration to physicians.
 
We may also be subject to data privacy and security regulation by both the federal government and the states in which we conduct our business. HIPAA, as amended by
HITECH, and their respective implementing regulations, including the final omnibus rule published on January 25, 2013, imposes specified requirements relating to the privacy,
security and transmission of individually identifiable health information. Among other things, HITECH makes HIPAA’s privacy and security standards directly applicable to
“business associates,” defined as independent contractors or agents of covered entities that create, receive, maintain or transmit protected health information in connection with
providing a service for or on behalf of a covered entity. HITECH also increased the civil and criminal penalties that may be imposed against covered entities, business associates
and possibly other persons, and gave state attorneys general new authority to file civil actions for damages or injunctions in federal courts to enforce the federal HIPAA laws
and seek attorney’s fees and costs associated with pursuing federal civil actions. In addition, state laws govern the privacy and security of health information in certain
circumstances, many of which differ from each other in significant ways, thus complicating compliance efforts.
 
Coverage and Reimbursement
 
Sales of our product candidates, once approved, will depend, in part, on the extent to which the costs of our products will be covered by third-party payors, such as government
health programs, private health insurers and managed care organizations. Third-party payors generally decide which drugs they will cover and establish certain reimbursement
levels for such drugs. In particular, in the United States, private health insurers and other third-party payors often provide reimbursement for products and services based on the
level at which the government (through the Medicare or Medicaid programs) provides reimbursement for such treatments. Patients who are prescribed treatments for their
conditions and providers performing the prescribed services generally rely on third-party payors to reimburse all or part of the associated healthcare costs. Patients are unlikely
to use our products unless coverage is provided and reimbursement is adequate to cover a significant portion of the cost of our products. Sales of our products and product
candidates, if approved, will therefore depend substantially on the extent to which the costs of products and our product candidates will be paid by third-party payors.
Additionally, the market for our products and future product candidates will depend significantly on access to third-party payors’ formularies without prior authorization, step
therapy, or other limitations such as approved lists of treatments for which third-party payors provide coverage and reimbursement. Additionally, coverage and reimbursement
for therapeutic products can differ significantly from payor to payor. One third-party payor’s decision to cover a particular medical product or service does not ensure that other
payors will also provide coverage for the medical product or service, or will provide coverage at an adequate reimbursement rate. As a result, the coverage determination process
will require us to provide scientific and clinical support for the use of our products to each payor separately and will be a time-consuming process.
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In addition, the United States 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 our future net revenue and results. Decreases in third-party reimbursement for
our products and future product candidates or a decision by a third-party payor to not cover our products or future product candidates could reduce physician usage of our
products and future product candidates, if approved, and have a material adverse effect on our sales, results of operations and financial condition.
 
Health Care Reform
 
In the United States and foreign jurisdictions, there have been a number of legislative and regulatory changes to the healthcare system that could affect our future results of
operations. There have been and continue to be a number of initiatives at the United States federal and state levels that seek to reduce healthcare costs.
 
In particular, in the United States, the Affordable Care Act has had, and is expected to continue to have, a significant impact on the healthcare industry. The Affordable Care Act
was designed to expand coverage for the uninsured while at the same time containing overall healthcare costs. The Affordable Care Act, among other things, addressed 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, increased the minimum Medicaid rebates owed by manufacturers under the Medicaid Drug Rebate Program and extended the rebate program to individuals enrolled in
Medicaid managed care organizations, established annual fees and taxes on manufacturers of certain branded prescription drugs, and established a new Medicare Part D
coverage gap discount program, in which manufacturers must agree to offer 50% point-of-sale discounts, which, through subsequent legislative amendments, was increased to
70%, 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. Substantial new provisions affecting compliance were also enacted, which may require us to modify our business practices with healthcare
providers and entities.
 
Since its enactment, there have been judicial and Congressional challenges to certain aspects of the Affordable Care Act. If a law is enacted, many if not all of the provisions of
the PPACA may no longer apply to prescription drugs. While we are unable to predict what changes may ultimately be enacted, to the extent that future changes affect how any
future products are paid for and reimbursed by government and private payers our business could be adversely impacted. On December 14, 2018, a federal district court in
Texas ruled that the PPACA is unconstitutional as a result of the Tax Cuts and Jobs Act, the federal income tax reform legislation previously passed by Congress and signed by
President Trump on December 22, 2017, that eliminated the individual mandate portion of the PPACA. The case, Texas, et al, v. United States of America, et al., (N.D. Texas),
is an outlier, and the ruling has been stayed by the ruling judge, but in 2019, the Fifth Circuit Court of Appeals subsequently upheld the lower court decision which was then
appealed to the United States Supreme Court. The U.S. Supreme Court declined to hear the appeal on an expedited basis and so no decision is expected until the next Supreme
Court term in early 2021. We are not able to state with any certainty what will be the impact of this court decision on our business pending further court action and possible
appeals. In November 2020, Joseph Biden was elected President and, in January 2021, the Democratic Party obtained control of the Senate. As a result of these electoral
developments, it is unlikely that continued legislative efforts will be pursued to repeal PPACA. Instead, it is possible that legislation will be pursued to enhance or reform
PPACA. We are not able to state with certainty what the impact of potential legislation will be on our business.
 
In addition, other legislative changes have been proposed and adopted since the Affordable Care Act was enacted. These changes include aggregate reductions to Medicare
payments to providers of 2% per fiscal year, which went into effect on April 1, 2013 and, due to subsequent legislative amendments to the statute, will stay in effect through
2025 unless additional Congressional action is taken. Additionally, in January 2013, the American Taxpayer Relief Act of 2012 was signed into law, which, among other things,
further reduced Medicare payments to several types of providers and increased the statute of limitations period for the government to recover overpayments to providers from
three to five years. Recently there has been heightened governmental scrutiny over the manner in which manufacturers set prices for their marketed products, which has resulted
in several Congressional inquiries and proposed bills designed to, among other things, reform government program reimbursement methodologies. 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. We expect that additional state and federal healthcare reform measures will be adopted in the future, any of which could limit the
amounts that federal and state governments will pay for healthcare products and services, which could result in reduced demand for our future product candidates or additional
pricing pressures.
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Facilities and Operational Regulation
 
U.S.
 
Federal, state and local regulations (implemented by CMS, FDA, the Occupational Health and Safety Administration (“OSHA”), the DEA, and state departments or boards of
public health, public welfare, medicine, nursing, pharmacy, and medical assistance, among others) would require us to meet various standards relating to, among other things,
the management, licensing, safety, security and operation of facilities (including, e.g., laboratories, pharmacies, and clinics), personnel qualifications and licensing, the
maintenance of proper records, equipment, and quality assurance programs, and the dispensing, storage, and administration of controlled substances. All of our clinics and
facilities in the U.S. would be subject to periodic inspection by federal, state and local agencies to determine if the operations, premises, equipment, personnel and patient care
meet applicable standards.
 
Our operations are subject to various federal, state and local hazardous and medical waste disposal laws. As currently in effect, laws governing the disposal of hazardous waste
do not classify most of the waste produced in connection with the provision of our health care services as hazardous, although disposal of non-hazardous medical waste is
subject to specific state regulation. Our operations are also subject to various air emission and wastewater discharge regulations.
 
Non-U.S.
 
We would be subject to a broad spectrum of regulation in other countries. Our operations must comply with various environmental and transportation regulations in the
countries in which we operate. Our facilities and clinics are also subject to various standards relating to, among other things, facilities, management, personnel qualifications
and licensing, maintenance of proper records, equipment, quality assurance programs, the operation of pharmacies, the protection of workers from blood-borne diseases and the
dispensing of controlled substances. All of our operations may be subject to periodic inspection by various governmental authorities to determine if the operations, premises,
equipment, personnel and patient care meet applicable standards. Our clinic operations and our related activities generally require licenses, which may be subject to periodic
renewal and may be revoked for violation of applicable regulatory requirements.
 
In addition, many countries impose various investment restrictions on foreign companies. For instance, government approval may be required to enter into a joint venture with a
local partner. Some countries do not permit foreign investors to own a majority interest in local companies or require that companies organized under their laws have at least
one local stockholder. Investment restrictions therefore affect the corporate structure, operating procedures and other characteristics of our subsidiaries and joint ventures in
these and other countries.
 
Employees
 
As of December 31, 2020, we had two part time employees and one full time employee, in addition to Zen Healthcare’s staff of over 60 team members across three clinics. None
of our employees are represented by a labor union or covered by a collective bargaining agreement. We consider our relationship with our employees to be good.
 
Facilities
 
Our principal executive office is located at 1111 Lincoln Road, Suite 500, Miami Beach, FL 33139. We rent approximately 300 square feet of space, which includes our
executive offices and research and development operations.
 
Legal Proceedings
 
We are not currently subject to any material legal proceedings.
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 MANAGEMENT

 
Executive Officers, Non-executive employees and Directors
 
The following table sets forth the name, age as of April 13, 2021, and position of the individuals who serve as directors and executive officers of the Company. The following
also includes certain information regarding the individual experience, qualifications, attributes and skills of our directors and executive officers as well as brief statements of
those aspects of our directors’ backgrounds that led us to conclude that they are qualified to serve as directors.
 
Name  Age  Position
Executive Officers     
Dr. Tiago Reis Marques  44  Chief Executive Officer and Director
Stanley M. Gloss  62  Chief Financial Officer
Dr. Yassine Bendiabdallah  36  Chief Operating Officer, Director, and Head of UK Clinics
Non-Employee Directors     
Prof. Lawrence Steinman  73  Executive Chairman and Co-Founder
Simon Dumesnil  44  Director
 
Executive Officers
 
Each executive officer serves at the discretion of our board and holds office until his or her successor is duly elected and qualified or until his or her earlier resignation or
removal. 
 
Dr. Tiago Reis Marques (Chief Executive Officer and Director) has served on our board of directors and as Chief Executive Officer since August 2020. He is a senior
clinical fellow at Imperial College London and a lecturer at the IoPPN, King’s College London. IoPPN is ranked second in the world for psychology and psychiatry by US
News and Best Global Universities, and is home to one of the world’s largest centers for neuroscience research. Dr. Marques is also a psychiatrist at Maudsley Hospital. His
research focuses on topics including the mechanism of action of psychiatric medication and novel treatment targets. During his career, he has obtained multiple awards for his
research. Dr. Marques is an author or co-author of more than 100 scientific publications in peer-reviewed journals in psychiatry and neuroscience, has co-authored international
treatment guidelines and written book chapters, including in the leading book in the field, “Neurobiology of Mental Illness.” We believe that Dr. Marques is qualified to serve
on our board of directors due to his medical and scientific background.



 
Stanley M. Gloss (Chief Financial Officer) has served as our Chief Financial Officer since April 2021. He has been self-employed for the past year doing financial consulting
in the areas of accounting and financial reporting. From 2017 to 2020, Mr. Gloss was Controller at Ace Universe, establishing and maintaining the budgets and financial
reporting systems and sourcing and maintaining the company insurance. From 2009 to 2016, Mr. Gloss was Controller and Vice President of Finance of Wizard World Inc.,
where he established and maintained the budgets and financial reporting systems, sourced and maintained the company contracts and insurance, and coordinated public filings.
He received his Bachelor of Science in Accounting from Fairfield University.
 
Dr. Yassine Bendiabdallah (Chief Operating Officer, Head of UK Clinics and Director) has served on our board of directors and as Chief Operating Officer since March
2021. He also co-founded Pasithea Therapeutics Corp. and is currently Head of UK Clinics. Dr. Bendiabdallah is an expert in functional medicine and bio-identical hormone
therapy. He completed a Masters in Pharmacy at King’s College London in 2006. He was then awarded a PhD scholarship within Cancer Research UK group at University
Colleges London which was completed with honours in 2010. He then went on to work for a number of pharmaceutical companies and held research position at University
College London. He has been involved in several startups including HelloDr (HelloDr Ltd, Proximal Health Ltd) an online tech in healthcare, Androgenix Pharmaceuticals Ltd,
and Purecare Ltd (Zen Healthcare) which he is the co-founder and current managing director. Zen Healthcare now comprises several clinics and pharmacies in the UK. He also
co-founded Pasithea Therapeutics Corp. and is currently Head of UK Clinics. He holds a number of scientific publications in peer-reviewed literature the anticancer research
industry. Dr. Bendiabdallah has also attended and presented at several seminars and conferences globally. His current clinical expertise includes age reversal therapies,
functional approaches to medicines and intravenous micronutrient therapies. We believe that Dr. Bendiabdallah is qualified to serve on our board of directors due to his
significant scientific and industry knowledge.
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Non-Employee Directors
 
Prof. Lawrence Steinman has served on our board of directors since August 2020. Prior to joining Pasithea, he served on the Board of Directors of Centocor from 1989 to
1998, the Board of Directors of Neurocine Biosciences from 1997 to 2005, the Board of Directors of Atreca from 2010 to 2019, the Board of Directors of BioAtla from 2016 to
the present, and the Board of Directors of Tolerion from 2013 to the present. He is currently the George A. Zimmermann Endowed Chair in the Neurology Department at
Stanford University and previously served as the Chair of the Interdepartmental Program in Immunology at Stanford University Medical School from 2003 to 2011. He is a
member of the National Academy of Medicine and the National Academy of Sciences. He also founded the Steinman Laboratory at Stanford University, which is dedicated to
understanding the pathogenesis of autoimmune diseases, particularly multiple sclerosis and neuromyelitis optica. He received the Frederic Sasse Award from the Free
University of Berlin in 1994, the Sen. Jacob Javits Award from the U.S. Congress in 1988 and 2002, the John Dystel Prize in 2004 from the National MS Society in the U.S.,
the Charcot Prize for Lifetime Achievement in Multiple Sclerosis Research in 2011 from the International Federation of MS Societies and the Anthony Cerami Award in
Translational Medicine by the Feinstein Institute of Molecular Medicine in 2015. He also received an honorary Ph.D. at the Hasselt University in 2008. He received his BA
(physics) from Dartmouth College in 1968 and his MD from Harvard University in 1973. He also completed a fellowship in chemical immunology at the Weizmann Institute
(1974 – 1977) and was an intern and resident at Stanford University Medical School. We believe that Prof. Steinman is qualified to serve on our board of directors due to his
extensive background in medicine and his experience as a board member in the life sciences industry.
 
Simon Dumesnil has served on our board of directors since April 2021. He is currently a Managing Partner and Director of Dunraven Capital Partners Limited, an investment
management advisory company incorporated in the UK whose investments are predominately in Eastern European corporate distressed credits and structured products. From
2013 to 2018, Mr. Dumesnil was Managing Director and Head of Structured Financing Group Americas of UBS Securities LLC, where he was responsible for the structured
financing trading book in the USA and LATAM and managed a book of financing positions across fixed income products (corporate syndicated and middle-market loans,
corporate bonds, real estate loans, CMBS/RMBS/CLO/ABS, LATAM Sovereign). From 2010 to 2013, he was Managing Director and Co-Head Private-Side Structuring Group
EMEA of UBS AG., where he was responsible for arranging structured solution transactions and acquisitions for FIG and Special Situation Group (SSG) and also co-headed the
illiquid financing business. From 2009 to 2010, Mr. Dumesnil was the Chief Investment Officer Bluestone Capital Management and responsible for investments in distressed
assets across Europe. From 2008 to 2009, Mr. Dumesnil was Director of Lehman Brother Holding Inc. and responsible for restructuring and unwinding Lehman Brothers
Special Financing Inc. derivative book post-bankruptcy. From 2003 to 2008, Mr. Dumesnil was Director of Lehman Brothers International (Europe). Throughout his career at
Dunraven Capital Management, UBS Securities, UBS AG, Bluestone Capital Management and Lehman Brothers, Mr. Dumesnil advised and underwritten corporate risk related
to companies across industries or jurisdictions. He has an in-depth knowledge on corporate restructuring and capital structure optimization for companies across their business
life cycle. His experience as Chief Investment Officer during the launch and growth phases of a financial services and technology company represents valuable insights for our
Company. Mr. Dumesnil attended Cass Business School, where he received his Master of Science in Banking and International Finance and École des Hautes-Études-
Commerciales HEC, where he received his Bachelor in Business and Administration, Finance. We believe that Mr. Dumesnil is qualified to serve on our board of directors due
to his management and investment experience.
 
Board Composition and Election of Directors
 
Our board of directors currently consists of four members. Under our bylaws, the number of directors who shall constitute the Board shall equal not less than 1 nor more than
10, as the Board or majority stockholders may determine by resolution from time to time.
 
Director Independence
 
Our board has determined that Dr. Tiago Reis Marques and Dr. Yassine Bendiabdallah currently have relationships that would interfere with the exercise of independent
judgment in carrying out the responsibilities of a director, such that neither of them is “independent” as that term is defined under the rules of The Nasdaq Stock Market LLC, or
the Nasdaq rules. Our board has determined that Prof. Lawrence Steinman and Simon Dumesnil are both “independent” as that term is defined under the Nasdaq rules. As
permitted by Nasdaq, we intend to phase in compliance with Nasdaq’s director independence requirements within the schedule outlined in Nasdaq’s rules. That schedule
requires a majority of the members of our Board to be independent within one year of listing. It also requires one member of each Board committee be independent at the time
of listing, a majority of Board committee members to be independent within 90 days of listing, and all Board committee members to be independent within one year from
listing.
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Board Elections
 
In accordance with our bylaws, our stockholders shall elect the directors at our annual meeting of stockholders (except as otherwise provided therein for the filling of
vacancies). Each director shall hold office until his death, resignation, retirement, removal, or disqualification, or until his successor shall have been elected and qualified.
 
Board Leadership Structure
 
Our board has determined that upon completion of this offering our corporate governance guidelines will provide that, if the chairman of the board is a member of management
or does not otherwise qualify as independent, the independent directors of the board may elect a lead director. The lead director’s responsibilities would include, but would not
be not limited to: presiding over all meetings of the board of directors at which the chairman is not present, including any executive sessions of the independent directors;



approving board meeting schedules and agendas; and acting as the liaison between the independent directors and the chief executive officer and chairman of the board. Our
corporate governance guidelines will further provide the flexibility for our board of directors to modify our leadership structure in the future as it deems appropriate.
 
Role of the Board in Risk Oversight
 
One of the key functions of our board of directors is informed oversight of our risk management process. Our board of directors will not have a standing risk management
committee, but will rather administer this oversight function directly through our board of directors as a whole, as well as through various standing committees of our board of
directors that address risks inherent in their respective areas of oversight. In particular, our board of directors is responsible for monitoring and assessing strategic risk exposure
and our audit committee has the responsibility to consider and discuss our major financial risk exposures and the steps our management has taken to monitor and control these
exposures, including guidelines and policies to govern the process by which risk assessment and management is undertaken. Our audit committee will also monitor compliance
with legal and regulatory requirements. Our nominating and corporate governance committee will monitor the effectiveness of our corporate governance practices, including
whether they are successful in preventing illegal or improper liability-creating conduct. Our compensation committee will assess and monitor whether any of our compensation
policies and programs has the potential to encourage excessive risk-taking. While each committee will be responsible for evaluating certain risks and overseeing the
management of such risks, our entire board of directors will be regularly informed through committee reports about such risks.
 
Board Committees
 
Following this offering, we will have the following board of directors committees: an audit committee, a compensation committee and a nominating and corporate governance
committee. The anticipated composition and responsibilities of each committee are described below. Members will serve on these committees until their resignation or until
otherwise determined by our board of directors. Upon our listing on The Nasdaq Capital Market, each committee’s charter will be available under the Corporate Governance
section of our website at www.pasithea.com. 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.
 
Audit Committee. The audit committee’s responsibilities will include:
 
 ● appointing, approving the compensation of, and assessing the independence of our registered public accounting firm;
   
 ● overseeing the work of our registered public accounting firm, including through the receipt and consideration of reports from such firm;
   
 ● reviewing and discussing with management and the registered public accounting firm our annual and quarterly financial statements and related disclosures;
   

 ● coordinating our board of directors’ oversight of our internal control over financial reporting, disclosure controls and procedures and code of business conduct and
ethics;
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 ● discussing our risk management policies;
   
 ● meeting independently with our internal auditing staff, if any, registered public accounting firm and management;
   
 ● reviewing and approving or ratifying any related person transactions; and
   
 ● preparing the audit committee report required by SEC rules.
 
After this offering, we expect that the initial members of our audit committee will be                  (chairperson) and                 . All members of our audit committee meet the
requirements for financial literacy under the applicable rules and regulations of the SEC and Nasdaq. Our board has determined that                  is an audit committee financial
expert as defined under the applicable rules of the SEC and has the requisite financial sophistication as defined under the applicable rules and regulations of Nasdaq. Under the
rules of the SEC, members of the audit committee must also meet heightened independence standards. However, a minority of the members of the audit committee may be
exempt from the heightened audit committee independence standards for one year from the date of effectiveness of the registration statement of which this prospectus forms a
part. Our board of directors has determined that                  is independent under the heightened audit committee independence standards of the SEC and Nasdaq.
 
As allowed under the applicable rules and regulations of the SEC and Nasdaq, we intend to phase in compliance with the heightened audit committee independence
requirements prior to the end of the one-year transition period. The audit committee operates under a written charter that satisfies the applicable standards of the SEC and
Nasdaq.
 
Compensation Committee. The compensation committee’s responsibilities include:
 
 ● reviewing and approving, or recommending for approval by the board of directors, the compensation of our Chief Executive Officer and our other executive officers;
   
 ● overseeing and administering our cash and equity incentive plans;
 
 ● reviewing and making recommendations to our board of directors with respect to director compensation;
   
 ● reviewing and discussing annually with management our “Compensation Discussion and Analysis,” to the extent required; and
   
 ● preparing the annual compensation committee report required by SEC rules, to the extent required.
 
After this offering, we expect that the members of our compensation committee will be                  (chair) and                 . Each of the members of our compensation committee is
independent under the applicable rules and regulations of Nasdaq and is a “non-employee director” as defined in Rule 16b-3 promulgated under the Exchange Act. The
compensation committee operates under a written charter that satisfies the applicable standards of the SEC and Nasdaq.
 
Nominating and Corporate Governance Committee. The nominating and corporate governance committee’s responsibilities include:
 
 ● identifying individuals qualified to become board members;
   
 ● recommending to our board of directors the persons to be nominated for election as directors and to each board committee;
   

 ● developing and recommending to our board of directors corporate governance guidelines, and reviewing and recommending to our board of directors proposed changes
to our corporate governance guidelines from time to time; and

 
 ● overseeing a periodic evaluation of our board of directors.
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After this offering, we expect that the members of our nominating and corporate governance committee will be                  (chairperson),                  and                 . Each of the
members of our nominating and corporate governance committee is an independent director under the applicable rules and regulations of Nasdaq relating to nominating and
corporate governance committee independence. The nominating and corporate governance committee operates under a written charter that satisfies the applicable standards of
the SEC and Nasdaq.
 
Compensation Committee Interlocks and Insider Participation
 
No member of our compensation committee will have been a current or former officer or employee. None of our executive officers served as a director or a member of a
compensation committee (or other committee serving an equivalent function) of any other entity, one of whose executive officers served as a director or member of our
compensation committee during the last completed fiscal year.
 
Code of Ethics and Code of Conduct
 
We 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.pasithea.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.
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 EXECUTIVE AND DIRECTOR COMPENSATION

 
Summary Compensation
 
No compensation was paid to our executive officers, including our Chief Executive Officer (“NEOs”) for services rendered during the year ended December 31, 2020.
 
Outstanding Equity Awards at Fiscal Year-End
 
No equity awards were awarded to our NEOs during the year ended December 31, 2020.
 
Incentive Award Plans
 
2021 Incentive Plan 
 
Immediately prior to the effectiveness of this offering, we intend to adopt and have approved, the 2021 Incentive Plan. Under the 2021 Incentive Plan, we may grant cash and
equity incentive awards to eligible service providers in order to attract, motivate and retain the talent for which we compete. The material terms of the 2021 Incentive Plan, as it
is currently contemplated, are summarized below. Until implemented, the terms of the 2021 Incentive Plan and, accordingly, this summary, are subject to change.
 
Eligibility and Administration
 
The persons eligible to receive awards under the 2021 Incentive Plan are the officers, directors, employees, consultants and other persons who provide services to the Company
on a full-time basis. The foregoing notwithstanding, only full-time employees of the Company, or any parent corporation or subsidiary corporation of the Company (as those
terms are defined in Sections 424(e) and (f) of the Code, respectively), shall be eligible for purposes of receiving any incentive stock options (“ISOs”). An employee on leave of
absence may be considered as still in the employ of the Company for purposes of eligibility for participation in the 2021 Incentive Plan.
 
As of December 31, 2020, we had two part time employees and one full time employee eligible to participate in the 2021 Incentive Plan. Because the 2021 Incentive Plan
provides for broad discretion in selecting participants and in making awards, the total number of persons who will participate in the 2021 Incentive Plan and the benefits that will
be provided to the participants cannot be determined at this time.
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The 2021 Incentive Plan is to be administered by a committee designated by the Board consisting of not less than two directors, provided, however, that except as otherwise
expressly provided in the 2021 Incentive Plan, the Board may exercise any power or authority granted to the compensation committee under the 2021 Incentive Plan. Subject to
the terms of the 2021 Incentive Plan, the compensation committee is authorized to select eligible persons to receive awards, determine the type, number and other terms and
conditions of, and all other matters relating to, awards, prescribe award agreements (which need not be identical for each participant), and the rules and regulations for the
administration of the 2021 Incentive Plan, construe and interpret the 2021 Incentive Plan and award agreements, correct defects, supply omissions or reconcile inconsistencies
therein, and make all other decisions and determinations as the compensation committee may deem necessary or advisable for the administration of the 2021 Incentive Plan.
 
Stock Options and Stock Appreciation Rights
 
The compensation committee is authorized to grant stock options, including both ISOs, which can result in potentially favorable tax treatment to the participant, and non-
qualified stock options, and stock appreciation rights entitling the participant to receive the amount by which the fair market value of a share of Common Stock on the date of
exercise exceeds the grant price of the stock appreciation right. The exercise price per share subject to an option and the grant price of a stock appreciation right are determined
by the compensation committee, provided that such exercise or grant price shall not be less than 100% of the fair market value of a share on the date of grant. In the case of an
ISO, the exercise price per share (to the extent required by the Code at the time of grant) shall not be less than 100% of the fair market value (110% for greater than 10-percent
stockholders) of a share on the date of grant. For purposes of the 2021 Incentive Plan, the term “fair market value” means the fair market value of Common Stock, awards or
other property as determined by the compensation committee or under procedures established by the compensation committee. Unless otherwise determined by the
compensation committee, the fair market value of Common Stock as of any given date shall be the closing sales price per share of Common Stock as reported on the principal
stock exchange or market on which Common Stock is traded on the date as of which such value is being determined or, if there is no sale on that date, then on the last previous



day on which a sale was reported. The maximum term of each option or stock appreciation right, the times at which each option or stock appreciation right will be exercisable,
and provisions requiring forfeiture of unexercised options or stock appreciation rights at or following termination of employment generally are fixed by the compensation
committee, except that no option or stock appreciation right may have a term exceeding ten years from the date of grant. An ISO that is granted to a greater than 10-percent
stockholder shall have a maximum term of five years. Methods of exercise and settlement and other terms of the options and stock appreciation right are determined by the
compensation committee. The compensation committee, thus, may permit the exercise price of options awarded under the 2021 Incentive Plan to be paid in cash, shares, other
awards or other property (including loans to participants).
 
Restricted Stock and Restricted Stock Units
 
The compensation committee is authorized to grant restricted stock and restricted stock units. Restricted stock is a grant of shares of Common Stock which may not be sold or
disposed of, and which shall be subject to such risks of forfeiture and other restrictions as the compensation committee may impose. A participant granted restricted stock
generally has all of the rights of a stockholder of the Company, unless otherwise determined by the compensation committee. An award of restricted stock units confers upon a
participant the right to receive shares of Common Stock or cash equal to the fair market value of the specified number of shares of Common Stock covered by the restricted
stock units at the end of a specified deferral period, subject to such risks of forfeiture and other restrictions as the compensation committee may impose. Prior to settlement, an
award of restricted stock units carries no voting or dividend rights or other rights associated with share ownership, although dividend equivalents may be granted, as discussed
below.
 
Dividend Equivalents
 
The compensation committee is authorized to grant dividend equivalents conferring on participants the right to receive, currently or on a deferred basis, cash, shares of Common
Stock, other awards or other property equal in value to dividends paid on a specific number of shares of Common Stock or other periodic payments. Dividend equivalents may
be granted alone or in connection with another award, may be paid currently or on a deferred basis and, if deferred, may be deemed to have been reinvested in additional shares
of Common Stock, awards or otherwise as specified by the compensation committee.
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Bonus Stock and Awards in Lieu of Cash Obligations
 
The compensation committee is authorized to grant shares of Common Stock as a bonus free of restrictions, or to grant shares of Common Stock or other awards in lieu of
Company obligations to pay cash under the 2021 Incentive Plan or other plans or compensatory arrangements, subject to such terms as the compensation committee may
specify.
 
Other Stock Based Awards
 
The compensation committee or the Board is authorized to grant awards that are denominated or payable in, valued by reference to, or otherwise based on or related to shares of
Common Stock. The compensation committee determines the terms and conditions of such awards.
 
Performance Awards
 
The compensation committee is authorized to grant performance awards to participants on terms and conditions established by the compensation committee. The performance
criteria to be achieved during any performance period and the length of the performance period are determined by the compensation committee in its sole discretion upon the
grant of the performance award. Performance awards may be valued by reference to a designated number of Shares (in which case they are referred to as performance shares) or
by reference to a designated amount of property including cash (in which case they are referred to as performance units). Performance awards may be settled by delivery of
cash, shares or other property, or any combination thereof, as determined by the compensation committee. The compensation committee may, in its discretion, determine that
the amount payable as a performance award will be reduced from the amount of any potential award.
 
Section 162(m) Considerations
 
Section 162(m) of the Internal Revenue Code generally disallows a tax deduction for compensation in excess of $1 million paid in a taxable year by a publicly held corporation
to certain executives, including its chief executive officer, chief financial officer, and the next three highly compensated executives of such corporation whose compensation is
required to be disclosed in its proxy statement. We expect that, following the offering, our compensation committee will consider the potential effects of Section 162(m) of the
Internal Revenue Code on the deductibility of compensation paid to our NEOs, but the compensation committee will have the flexibility to award compensation that is not tax
deductible if it determines that such award is in our stockholders’ best interests.
 
Other Terms of Awards
 
Awards may be settled in the form of cash, shares of Common Stock, other awards or other property, in the discretion of the compensation committee. The compensation
committee may require or permit participants to defer the settlement of all or part of an award in accordance with such terms and conditions as the compensation committee may
establish, including payment or crediting of interest or dividend equivalents on deferred amounts, and the crediting of earnings, gains and losses based on deemed investment of
deferred amounts in specified investment vehicles. The compensation committee is authorized to place cash, shares of Common Stock or other property in trusts or make other
arrangements to provide for payment of the Company’s obligations under the 2021 Incentive Plan. The compensation committee may condition any payment relating to an
award on the withholding of taxes and may provide that a portion of any shares of Common Stock or other property to be distributed will be withheld (or previously acquired
shares of Common Stock or other property be surrendered by the participant) to satisfy withholding and other tax obligations. Awards granted under the 2021 Incentive Plan
generally may not be pledged or otherwise encumbered and are not transferable except by will or by the laws of descent and distribution, or to a designated beneficiary upon the
participant’s death, except that the compensation committee may, in its discretion, permit transfers for estate planning or other purposes subject to any applicable restrictions
under Rule 16b-3.
 
Awards under the 2021 Incentive Plan are generally granted without a requirement that the participant pay consideration in the form of cash or property for the grant (as
distinguished from the exercise), except to the extent required by law. The compensation committee may, however, grant awards in exchange for other awards under the 2021
Incentive Plan, awards under other Company plans, or other rights to payment from the Company, and may grant awards in addition to and in tandem with such other awards,
rights or other awards.
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Acceleration of Vesting; Change in Control
 
The compensation committee may, in its discretion, accelerate the exercisability, the lapsing of restrictions or the expiration of deferral or vesting periods of any award, and



such accelerated exercisability, lapse, expiration and if so provided in the award agreement or otherwise determined by the compensation committee, vesting shall occur
automatically in the case of a “change in control” of the Company, as defined in the 2021 Incentive Plan (including the cash settlement of stock appreciation rights which may
be exercisable in the event of a change in control). In addition, the compensation committee may provide in an award agreement that the performance goals relating to any
performance award will be deemed to have been met upon the occurrence of any “change in control.”
 
Amendment and Termination
 
The Board of Directors may amend, alter, suspend, discontinue or terminate the 2021 Incentive Plan or the compensation committee’s authority to grant awards without further
stockholder approval, except that stockholder approval must be obtained for any amendment or alteration if such approval is required by law or regulation or under the rules of
any stock exchange or quotation system on which shares of Common Stock are then listed or quoted. Thus, stockholder approval may not necessarily be required for every
amendment to the 2021 Incentive Plan which might increase the cost of the 2021 Incentive Plan or alter the eligibility of persons to receive awards.
 
Stockholder approval will not be deemed to be required under laws or regulations, such as those relating to ISOs, that condition favorable treatment of participants on such
approval, although the Board may, in its discretion, seek stockholder approval in any circumstance in which it deems such approval advisable.
 
The 2021 Incentive Plan will terminate at the earliest of (a) such time as no shares of Common Stock remain available for issuance under the 2021 Incentive Plan,(b)
termination of the 2021 Incentive Plan by the Board of Directors, or (c)            , 2031.
 
Securities Laws
 
The 2021 Incentive Plan is intended to conform to all provisions of the Securities Act, and the Exchange Act and any and all regulations and rules promulgated by the SEC
thereunder, including, without limitation, Rule 16b-3. The 2021 Incentive Plan will be administered, and awards will be granted and may be exercised, only in such a manner as
to conform to such laws, rules and regulations.
 
Director Compensation
 
No compensation was paid to our non-employee directors for services rendered during the year ended December 31, 2020.
 
The material terms of the non-employee director compensation program, as it is currently contemplated, are summarized below.
 
The non-employee director compensation program will provide for annual retainer fees and/or long-term equity awards for our non-employee directors. We expect each non-
employee director will receive an annual retainer of $       . A non-employee director serving as chairman of the board or lead independent director will receive an additional
annual retainer of $           . Non-employee directors serving as the chairs of the audit, compensation and nominating and corporate governance committees will receive
additional annual retainers of $           , $          and $          , respectively. Non-employee directors serving as members of the audit, compensation and nominating and corporate
governance committees will receive additional annual retainers of $           , $           and $           , respectively. The non-employee directors will also receive initial equity grants
of            shares of our Common Stock, which shall be subject to vesting requirements, upon initial election to the board of directors. On the date of each annual meeting of our
stockholders following the completion of this offering, each non-employee director will receive an annual grant of equity with a pre-determined value, subject to vesting
requirements.
 
In addition, pursuant to the director compensation program, each of our non-employee directors will receive a grant of stock options to purchase         shares of our Common
Stock pursuant to the 2021 Incentive Plan in connection with this offering, effective as of immediately following the determination of the initial public offering price per share
of our Common Stock. These stock options will have an exercise price per share equal to the initial public offering price per share of our Common Stock and will vest on the
first anniversary of the date of grant.
 
Compensation under our non-employee director compensation policy will be subject to the annual limits on non-employee director compensation set forth in the 2021 Incentive
Plan, as described above, but such limits will not apply prior to the first calendar year following the calendar year in which this offering is completed. Our board of directors or
its authorized committee may modify the non-employee director compensation program from time to time in the exercise of its business judgment, taking into account such
factors, circumstances and considerations as it shall deem relevant from time to time, subject to the annual limit on non-employee director compensation set forth in the 2021
Incentive Plan. As provided in the 2021 Incentive Plan, our board of directors or its authorized committee may make exceptions to this limit for individual non-employee
directors in extraordinary circumstances, as the board of directors or its authorized committee may determine in its discretion.
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 CERTAIN RELATIONSHIPS AND RELATED PARTY TRANSACTIONS

 
The following includes a summary of transactions since May 12, 2020 (inception) to which we have been a party in which the amount involved will be the lesser of $120,000 or
1% of our assets, and in which any of our directors, executive officers or, to our knowledge, beneficial owners of more than 5% of our capital stock or any member of the
immediate family of any of the foregoing persons had or will have a direct or indirect material interest, other than equity and other compensation, termination, change in control
and other arrangements, which are described under “Executive and Director Compensation.” We also describe below certain other transactions with our directors, executive
officers and stockholders.
 
Related Party Transactions
 
Zen Healthcare – Purecare Ltd.
 
We entered into the Zen Knightsbridge and Holborn Collaboration Agreement with Purecare during the year ended December 31, 2020, whereby both parties have agreed to
collaborate on the provision of treatments at Purecare’s London based clinic. The Company has agreed to apply and maintain necessary licenses, market the treatments, and
develop and maintain a website for online booking and payments of treatments. Purecare has agreed to provide consulting and treatment rooms at its clinics, as well as
providing all pharmaceuticals and equipment necessary for the assessment of patients and provisions of the treatments. All resulting revenue from such treatments shall be
allocated 30% to the Company and 70% to Purecare.
 
Our Chief Operating Officer, Head of UK Clinics and Director, Dr. Yassine Bendiabdallah, is a co-founder, current managing director, and 25% shareholder of Purecare. As of
December 31, 2020, no payments have been made pursuant to the Zen Knightsbridge and Holborn Collaboration Agreement.
 
Zen Healthcare – Portman Health Ltd.
 
We entered into the Zen Baker Collaboration Agreement with Portman during the year ended December 31, 2020, whereby both parties have agreed to collaborate on the
provision of treatments at Portman’s London based clinic. The Company has agreed to apply and maintain necessary licenses, market the treatments, and develop and maintain
a website for online booking and payments of treatments. Portman has agreed to provide consulting and treatment rooms at its clinics, as well as providing all pharmaceuticals
and equipment necessary for the assessment of patients and provisions of the treatments. All resulting revenue from such treatments shall be allocated 30% to the Company and
70% to Portman.



 
Dr. Bendiabdallah is a co-founder and 16.25% shareholder of Portman. As of December 31, 2020, no payments have been made pursuant to the Zen Baker Collaboration
Agreement.
 
The IV Doc
 
On April 9, 2021, Pasithea Clinics Corp. (“Pasithea Clinics”), an affiliate of the Company, entered into a Business Support Services Subcontract (the “Subcontract”) with The
IV Doc, pursuant to which The IV Doc will provide certain non-clinical administrative, back office, and other business support services to one or more professional medical
practices in the State of New York. During the term of the Subcontract which shall be effective for 15 years from the effective date, Pasithea Clinics will pay The IV Doc
monthly subcontract fees in consideration of the subcontract services rendered by The IV Doc. The subcontract fees, which are equal to $22,500 per month, will represent fair
market value for the subcontract services and are commensurate with the subcontract services to be provided, and will not constitute an illegal fee-splitting or impermissible
profit-sharing arrangement in violation of any applicable laws. In addition to the subcontract fees, Pasithea Clinics will reimburse The IV Doc for all reasonable expenses,
including travel, meals and lodging expenses, incurred by The IV Doc in connection with the services provided pursuant to such agreement, provided that such expenses are
otherwise commercially reasonable and necessary.
  
Brio Financial Group
 
On April 13, 2021, the Company entered into an agreement with Brio Financial Group (“Brio”) pursuant to which Brio will provide Stanley M. Gloss to serve as the Chief
Financial Officer of the Company and also provide certain other specified financial and accounting services typically provided by a chief financial officer (the “Brio
Agreement”), which are described more fully in the Brio Agreement (the “CFO Services”). The term of the Brio Agreement will run through March 31, 2022, unless terminated
by either party upon 10 days prior written notice to the other party, pursuant to the terms of the Brio Agreement. The Company will pay a monthly fixed fee of $7,500 for the
CFO Services during the term of the Brio Agreement.
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Indemnification Agreements
 
We intend to enter into indemnification agreements with each of our directors and executive officers. These agreements, among other things, require us or will require us to
indemnify each director and executive officer to the fullest extent permitted by Delaware law, including indemnification of expenses such as attorneys’ fees, judgments, fines
and settlement amounts incurred by the director or executive officer in any action or proceeding, including any action or proceeding by or in right of us, arising out of the
person’s services as a director or executive officer. For further information, see “Description of Capital Stock—Limitations on Liability and Indemnification Matters.”
 
Policies and Procedures for Related Person Transactions
 
Our board will adopt a written related person transaction policy, to be effective immediately prior to the effectiveness of the registration statement of which this prospectus
forms a part, setting forth the policies and procedures for the review and approval or ratification of related person transactions. This policy will cover, with certain exceptions
set forth in Item 404 of Regulation S-K under the Securities Act, any transaction, arrangement or relationship, or any series of similar transactions, arrangements or
relationships, in which we were or are to be a participant, where the amount involved will be the lesser of $120,000 or 1% of assets the average of our total assets at year-end
for the last two completed fiscal years, in any fiscal year and a related person had, has or will have a direct or indirect material interest, including without limitation, purchases
of goods or services by or from the related person or entities in which the related person has a material interest, indebtedness, guarantees of indebtedness and employment by us
of a related person. In reviewing and approving any such transactions, our audit committee is tasked to consider all relevant facts and circumstances, including, but not limited
to, whether the transaction is on terms comparable to those that could be obtained in an arm’s length transaction and the extent of the related person’s interest in the transaction.
All of the transactions described in this section occurred prior to the adoption of this policy.
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 PRINCIPAL STOCKHOLDERS

 
The following table sets forth information with respect to the beneficial ownership of our Common Stock as of         , 2021 by:
 

 ● each person, or group of affiliated persons, known by us to beneficially own more than 5% of our outstanding shares of Common Stock (other than NEOs and
directors);

 
 ● each of our NEOs;
 
 ● each of our directors; and
 
 ● all of our executive officers and directors as a group.
 
The number of shares beneficially owned by each stockholder is determined in accordance with the rules issued by the SEC, and the information is not necessarily indicative of
beneficial ownership for any other purpose. Under these rules, beneficial ownership includes any shares as to which the individual or entity has sole or shared voting power or
investment power, which includes the power to dispose of or to direct the disposition of such security. Except as indicated in the footnotes below, we believe, based on the
information furnished to us, that the individuals and entities named in the table below have sole voting and investment power with respect to all shares of Common Stock
beneficially owned by them, subject to any community property laws.
 
Percentage ownership of our Common Stock before this offering is based on 8,307,327 shares of Common Stock outstanding as of April 13, 2021. Percentage ownership of our
Common Stock after this offering is based on         shares of Common Stock. In computing the number of shares beneficially owned by an individual or entity and the
percentage ownership of that person, shares of Common Stock subject to options, restricted units, warrants or other rights held by such person that are currently exercisable or
will become exercisable within 60 days of December 31, 2020 are considered outstanding, although these shares are not considered outstanding for purposes of computing the
percentage ownership of any other person.
 
To calculate a stockholder’s percentage of beneficial ownership of Common Stock, we must include in the numerator and denominator those shares of Common Stock, as well
as those shares of Common Stock underlying options, warrants and convertible securities, that such stockholder is considered to beneficially own. Shares of Common Stock,
and Common Stock underlying options, warrants and convertible securities, held by other stockholders, however, are disregarded in this calculation. Therefore, the
denominator used in calculating beneficial ownership of each of the stockholders may be different.
 
Unless otherwise indicated, the address of each beneficial owner listed below is c/o Pasithea Therapeutics Corp. 1111 Lincoln Road, Suite 500, Miami Beach, FL 33139. To our
knowledge, there is no arrangement, including any pledge by any person of securities of the Company, the operation of which may at a subsequent date result in a change in



control of the Company.
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Beneficial Ownership 

Before the Offering   
Beneficial Ownership 

After the Offering  
  Common Stock   Common Stock  
Name of Beneficial Owner  Shares   %   Shares  %  
5% Stockholders:            
Living Trust of Adam Nadelson (1)   450,000   5.4%         
Astatine Capital (2)   501,250   6.0%         
Theseus Capital Ltd. (3)   501,250   6.0%         
EL Capital Inc. (4)   902,600   10.9%       
DPL Capital Inc. (5)   902,600   10.9%       
Craig Auringer   1,001,000   12.1%       
Epic Capital Inc. (6)   1,051,575   12.7%       
               
Named Executive Officers and Directors:               
Dr. Tiago Reis Marques   600,000   7.2%       
Dr. Yassine Bendiabdallah   300,000   3.6%       
Prof. Lawrence Steinman   600,000   7.2%       
Simon Dumesnil   -   0%       
Stanley M. Gloss   -   0%       
All officers and directors as a group (5 persons)   1,500,000   18%       
               

(1) Living Trust of Adam Nadelson is a trust for which Adam Nadelson has voting power over.
(2) Astatine Capital is a Cayman Islands company for which Samantha Bauer owns 100% of the membership interests. The address of Astatine Capital is One Capital Place, 3rd

Floor, Grand Cayman KY1-1110 Cayman Islands.
(3) Theseus Capital Ltd. is a Cayman Islands company for which Ronald Bauer owns 100% of the membership interests. The address of Theseus Capital Ltd. is One Capital

Place, 3rd Floor, Grand Cayman KY1-1110 Cayman Islands.
(4) EL Capital Inc. is a Canadian corporation for which Eric Lazer owns 100% of the membership interests. The address of EL Capital Inc. is 111 Bedford Road, Toronto ON

M5R 2K5, Canada.
(5) DPL Capital Inc. is a Canadian corporation for which Dean Lazer owns 100% of the membership interests. The address of DPL Capital Inc. is 169 John Street PH #3 Toronto

ON M5T 1X3, Canada.
(6) Epic Capital Inc. is a Nevada Corporation for which Israel Maxx Abramowitz owns 100% of the membership interests. The address of Epic Capital Inc. is 5953 Mabel Road,

Unit #138 Las Vegas, NV 89110, United States.
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 DESCRIPTION OF CAPITAL STOCK

 
The following description summarizes important terms of our capital stock and certain provisions of our certificate of incorporation and bylaws, each of which will be in effect
upon the closing of this offering. Copies of these documents will be filed with the SEC as exhibits to our registration statement, of which this prospectus forms a part.
 
General
 
The Company does not have a classified Board of Directors. Pasithea is authorized to issue an aggregate of 500,000,000 shares. The authorized capital stock is divided into
495,000,000 shares of Common Stock having a par value of $0.0001 per share and 5,000,000 shares of preferred stock having a par value of $0.0001 per share. As of April 13,
2021, there were 8,307,327 shares of our Common Stock outstanding held by approximately 46 stockholders of record and no shares of our preferred stock outstanding.
 
Common Stock
 
All shares of Common Stock of the Company 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 the Board of Directors, the holders of outstanding shares of Common Stock have the exclusive right to vote on all
matters requiring stockholder action. On each matter on which holders of Common Stock are entitled to vote, each outstanding share of such Common Stock is entitled to one
vote.
 
Dividends. Subject to the rights of holders of any series of outstanding preferred stock, holders of shares of Common Stock have equal rights of participation in the dividends
and other distributions in cash, stock or property of the Company when, as and if declared thereon by the Board of Directors from time to time out of assets or funds of the
Company legally available therefor.
 
Liquidation. Subject to the rights of holders of any series of outstanding preferred stock, holders of shares of Common Stock have equal rights to receive the assets and funds of
the Company available for distribution to stockholders in the event of any liquidation, dissolution or winding up of the affairs of the Company, whether voluntary or involuntary.
 
Rights and Preferences. Holders of our Common Stock will have no preemptive, conversion or subscription rights, and there will be no redemption or sinking funds provisions
applicable to our Common Stock. The rights, preferences and privileges of the holders of our Common Stock 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 shares of Common Stock are, and the shares of Common Stock to be issued in this offering will be, fully paid and
nonassessable.
 
Preferred Stock
 
Shares of preferred stock of the Company may be issued from time to time in one or more series, the shares of each series to have such voting powers, full or limited, if any, and
such designations, preferences and relative, participating, optional or other special rights, and qualifications, limitations or restrictions thereof, as are stated and expressed in the



resolution or resolutions providing for the issue of such series, adopted by the Board of Directors. The resolutions providing for issuance of any series of preferred stock may
provide that such series shall be superior to, rank equally with or be junior to any other series of preferred stock to the extent permitted by law and the terms of any other series
of preferred stock.
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Anti-Takeover Provisions
 
Some provisions of Delaware law 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 shares.
 
These provisions, summarized below, are intended to discourage coercive takeover practices and inadequate takeover bids. These provisions are also designed to encourage
persons seeking to acquire control of us to first negotiate with our board of directors. We believe that the benefits of the increased protection of our potential ability to negotiate
with the proponent of an unfriendly or unsolicited proposal to acquire or restructure us outweigh the disadvantages of discouraging these proposals because negotiation of these
proposals could result in an improvement of their terms.
 
Undesignated Preferred Stock. The ability of our board of directors, without action by our stockholders, to issue up to 5,000,000 shares of undesignated preferred stock with
voting or other rights or preferences as designated by our board of directors 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.
 
Requirements for Advance Notification of Stockholder Nominations and Proposals. Our bylaws establish advance notice procedures with respect to stockholder proposals to be
brought before a stockholder meeting and the nomination of candidates for election as directors, other than nominations made by or at the direction of our board of directors of a
committee of our board of directors.
 
Limitations on Liability and Indemnification Matters
 
Our certificate of incorporation limits our directors’ liability to the fullest extent permitted under Delaware law, which prohibits our certificate of incorporation from limiting the
liability of our directors for the following:
 
 ● any breach of the director’s duty of loyalty to us or our stockholders;
 
 ● acts or omissions not in good faith or that involve intentional misconduct or a knowing violation of law;
 
 ● unlawful payment of dividends or unlawful stock repurchases or redemptions; or
 
 ● any transaction from which the director derived an improper personal benefit.
 
If Delaware law is amended to authorize corporate action further eliminating or limiting the personal liability of a director, then the liability of our directors will be eliminated
or limited to the fullest extent permitted by Delaware law, as so amended.
 
Our bylaws provide that we will indemnify our directors and officers to the fullest extent permitted under Delaware law and that we shall have the power to indemnify our
employees and agents to the fullest extent permitted by law. Our bylaws also permit us to secure insurance on behalf of any officer, director, employee or other agent for any
liability arising out of his or her actions in this capacity, regardless of whether we would have the power to indemnify such person against such expense, liability or loss under
the DGCL.
 
We also intend to enter into separate indemnification agreements with our directors and executive officers, in addition to indemnification provided for in our bylaws. 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 certificate of
incorporation and bylaws and indemnification agreements are necessary to attract and retain qualified persons as directors and executive officers.
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The above description of the limitation of liability and indemnification provisions of our certificate of incorporation, our bylaws 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 certificate of incorporation and bylaws may discourage stockholders 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 stockholders. A stockholder’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 intend to apply to have our Common Stock listed on The Nasdaq Capital Market under the symbol “KTTA”.
 
Transfer Agent and Registrar
 
The transfer agent and registrar for our Common Stock will be VStock Transfer, LLC.
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 SHARES ELIGIBLE FOR FUTURE SALE

 
Immediately prior to this offering, there was no public market for our Common Stock, and no predictions can be made about the effect, if any, that market sales of our Common
Stock or the availability of such shares for sale will have on the market price prevailing from time to time. Nevertheless, future sales of our Common Stock in the public market,
or the perception that such sales may occur, could adversely affect the market price of our Common Stock and could impair our ability to raise capital through future sales of
our securities. See “Risk Factors—Risks Related to this Offering and Ownership of Our Common Stock — Sales of a substantial number of shares of our Common Stock in the
public market could cause our stock price to fall.” Furthermore, although we intend to apply to have our Common Stock listed on The Nasdaq Capital Market, we cannot assure
you that there will be an active public trading market for our Common Stock.
 
Upon the closing of this offering, based on the number of shares of our Common Stock outstanding as of         , 2021, we will have an aggregate of         shares of our Common
Stock outstanding. Of these shares of our Common Stock, all of the shares sold in this offering (or shares if the underwriters exercise in full their option to purchase additional
shares) will be freely tradable without restriction or further registration under the Securities Act, except for any shares purchased by our “affiliates,” as that term is defined in
Rule 144 under the Securities Act, whose sales would be subject to the Rule 144 resale restrictions described below, other than the holding period requirement.
 
The remaining shares of our Common Stock will be “restricted securities,” as that term is defined in Rule 144 under the Securities Act. These restricted securities are eligible for
public sale only if they are registered under the Securities Act or if they qualify for an exemption from registration under Rules 144 or 701 under the Securities Act, which are
summarized below. We expect that substantially all of these shares will be subject to the lock-up agreements described below. Upon expiration of the lock-up period, we
estimate that approximately         shares of our Common Stock will be available for sale in the public market, subject in some cases to applicable volume limitations under Rule
144.
 
Lock-Up Agreements
 
All of our directors, executive officers and certain of our security holders are subject to lock-up agreements that, subject to certain exceptions, prohibit them from directly or
indirectly offering, pledging, selling, contracting to sell, selling any option or contract to purchase, purchasing any option or contract to purchase, granting any option, right or
warrant to purchase or otherwise transferring or disposing of any shares of our Common Stock, options to acquire shares of our Common Stock or any securities convertible
into or exercisable or exchangeable for Common Stock, whether now owned or hereafter acquired, or entering into any swap or any other agreement or any transaction that
transfer, in whole or in part, directly or indirectly, the economic consequence of ownership, for certain periods of time following the date of this prospectus, without the prior
written consent of Kingswood Capital Markets, division of Benchmark Investments, Inc. See the section entitled “Underwriting.”
  
Rule 144
 
Affiliate Resales of Restricted Securities. In general, beginning 90 days after the effective date of the registration statement of which this prospectus is a part, a person who is an
affiliate of ours, or who was an affiliate at any time during the 90 days before a sale, who has beneficially owned shares of our Common Stock for at least six months would be
entitled to sell in “brokers transactions” or certain “riskless principal transactions” or to market makers, a number of shares within any three month-period that does not exceed
the greater of:
 
 ● 1% of the number of our Common Stock then outstanding, which will equal approximately        shares of our Common Stock immediately after this offering; or
 

 ● the average weekly reported trading volume in shares of our Common Stock on The Nasdaq Capital Market during the four calendar weeks preceding the date on which
a notice of the sale on Form 144 is filed with the SEC with respect to such sale.
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Affiliates resales under Rule 144 are also subject to the availability of current public information about us. In addition, if the number of shares being sold under Rule 144 by an
affiliate during any three-month period exceeds 5,000 shares or has an aggregate sale price in excess of $50,000, the seller must file a notice on Form 144 with the SEC and
Nasdaq concurrently with either the placing of a sale order with the broker or the execution directly with a market maker.
 
Non-Affiliate Resales of Restricted Securities. In general, beginning 90 days after the effective date of the registration statement of which this prospectus is a part, a person who
is not an affiliate of ours at the time of sale, and has not been an affiliate at any time during the three months preceding a sale, and who has beneficially owned shares of our
Common Stock for at least six months but less than a year, is entitled to sell such shares subject only to the availability of current public information about us. If such person
has held our shares for at least one year, such person can resell under Rule 144(b)(1) without regard to any Rule 144 restrictions, including the 90-day public company
requirement and the current public information requirement.
 
Non-affiliate resales are not subject to manner of sale, volume limitation or notice filing provisions of Rule 144.
 
Rule 701
 
In general, under Rule 701 of the Securities Act, each of our employees, officers, directors, consultants or advisors who purchases shares of our Common Stock from us in
connection with a compensatory stock or option plan or other written agreement executed before the effective date of the registration statement under the Securities Act is
entitled to resell such shares 90 days after such effective date in reliance on Rule 144. An affiliate of ours can resell shares in reliance on Rule 144 without having to comply
with the holding period requirement, and non-affiliates of ours can resell shares in reliance on Rule 144 without having to comply with the current public information and
holding period requirements.
 
The SEC has indicated that Rule 701 will apply to typical 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 such options, including exercises after an issuer becomes subject to the reporting requirements of the Exchange Act.
 
Equity Incentive Plans
 
We intend to file with the SEC a registration statement on Form S-8 under the Securities Act covering the shares of Common Stock reserved for issuance under our 2021
Incentive Plan. The registration statement is expected to be filed and become effective as soon as practicable after the closing of this offering. Accordingly, shares registered
under the Form S-8 registration statement will be available for sale in the open market following the registration statement’s effective date, subject to Rule 144 volume
limitations and the lock-up agreements described above, if applicable.
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 MATERIAL U.S. FEDERAL INCOME TAX CONSEQUENCES TO NON-U.S. HOLDERS OF OUR

COMMON STOCK
 
The following discussion is a summary of the material U.S. federal income tax consequences to non-U.S. holders (as defined below) of the purchase, ownership and disposition
of our Common Stock issued pursuant to this offering, but does not purport to be a complete analysis of all potential tax effects. The effects of other U.S. federal tax laws, such
as estate and gift tax laws, and any applicable state, local or foreign tax laws are not addressed herein. This discussion is based on the Code, Treasury Regulations promulgated
thereunder, judicial decisions, and published rulings and administrative pronouncements of the U.S. Internal Revenue Service, or IRS, in effect as of the date of this offering.
These authorities may change or be subject to differing interpretations. Any such change or differing interpretation may be applied retroactively in a manner that could
adversely affect a non-U.S. holder of our Common Stock. We have not sought and will not seek any rulings from the IRS regarding the matters discussed below. There can be
no assurance the IRS or a court will not take a contrary position regarding the tax consequences of the purchase, ownership and disposition of our Common Stock.
 
This discussion is limited to non-U.S. holders that hold our Common Stock as a “capital asset” within the meaning of Section 1221 of the Code (generally, property held for
investment). This discussion does not address all U.S. federal income tax consequences relevant to a non-U.S. holder’s particular circumstances, including the impact of the
alternative minimum tax or the unearned income Medicare contribution tax. In addition, it does not address consequences relevant to holders subject to particular rules,
including, without limitation:
 
 ● U.S. expatriates and certain former citizens or long-term residents of the United States;
 
 ● persons holding our Common Stock as part of a hedge, straddle or other risk reduction strategy or as part of a conversion transaction or other integrated investment;
 
 ● banks, insurance companies, and other financial institutions;
 
 ● brokers, dealers or traders in securities or currencies;
 
 ● persons that hold more than 5% of our Common Stock, directly or indirectly;
 
 ● “controlled foreign corporations,” “passive foreign investment companies,” and corporations that accumulate earnings to avoid U.S. federal income tax;
 

 ● corporations organized outside of the United States, any state thereof or the District of Columbia that are nonetheless treated as U.S. taxpayers for U.S. federal income
tax purposes;

 
 ● partnerships or other entities or arrangements treated as partnerships for U.S. federal income tax purposes (and investors therein);
 
 ● tax-exempt organizations or governmental organizations;
 
 ● persons deemed to sell our Common Stock under the constructive sale provisions of the Code;
 
 ● persons for whom our Common Stock constitutes “qualified small business stock” within the meaning of Section 1202 of the Code;
 
 ● persons who hold or receive our Common Stock pursuant to the exercise of any employee stock option or otherwise as compensation;
 
 ● qualified foreign pension funds as defined in Section 897(l)(2) of the Code and entities all of the interests of which are held by qualified foreign pension funds;
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 ● persons subject to special tax accounting rules as a result of any item of gross income with respect to our Common Stock being taken into account in an applicable
financial statement; and

 
 ● tax-qualified retirement plans.
 
If a partnership (or other entity treated as a partnership for U.S. federal income tax purposes) holds our Common Stock, the tax treatment of a partner (or person or entity treated
as a partner) in the partnership will depend on the status of the partner, the activities of the partnership and certain determinations made at the partner level. Accordingly,
partnerships holding our Common Stock and the partners in such partnerships should consult their tax advisors regarding the U.S. federal income tax consequences to them.
 
THIS DISCUSSION IS FOR INFORMATION PURPOSES ONLY AND IS NOT INTENDED AS LEGAL OR TAX ADVICE. INVESTORS SHOULD CONSULT
THEIR TAX ADVISORS WITH RESPECT TO THE APPLICATION OF THE U.S. FEDERAL INCOME TAX LAWS TO THEIR PARTICULAR SITUATIONS
AS WELL AS ANY TAX CONSEQUENCES OF THE PURCHASE, OWNERSHIP AND DISPOSITION OF OUR COMMON STOCK ARISING UNDER THE U.S.
FEDERAL ESTATE OR GIFT TAX LAWS OR UNDER THE LAWS OF ANY STATE, LOCAL OR NON-U.S. TAXING JURISDICTION OR UNDER ANY
APPLICABLE INCOME TAX TREATY.
 
Definition of a Non-U.S. Holder
 
For purposes of this discussion, a “non-U.S. holder” is any beneficial owner of our Common Stock that is neither a “U.S. person,” nor an entity treated as a partnership for U.S.
federal income tax purposes regardless of its place of organization or formation. A U.S. person is any person that, for U.S. federal income tax purposes, is or is treated as any of
the following:
 
 ● an individual who is a citizen or resident of the United States;
 

 ● a corporation or other entity created or organized under the laws of the United States, any state thereof, or the District of Columbia and treated as a corporation for U.S.
federal income tax purposes;

 
 ● an estate, the income of which is subject to U.S. federal income tax regardless of its source; or
 

 ● a trust that (1) is subject to the primary supervision of a U.S. court and which has one or more U.S. persons (within the meaning of Section 7701(a)(30) of the Code) who
have the authority to control all substantial decisions of the trust, or (2) has a valid election in effect under applicable Treasury Regulations to be treated as a U.S. person.

 
Distributions
 



As described in the section titled “Dividend Policy,” we do not anticipate declaring or paying dividends to holders of our Common Stock in the foreseeable future. However, if
we do make distributions on our Common Stock, such distributions of cash or property on our Common Stock will constitute dividends for U.S. federal income tax purposes to
the extent paid from our current or accumulated earnings and profits, as determined under U.S. federal income tax principles. Amounts not treated as dividends for U.S. federal
income tax purposes will constitute a return of capital and first be applied against and reduce a non-U.S. holder’s adjusted tax basis in its Common Stock, but not below zero.
Any excess will be treated as capital gain and will be treated as described below under “—Sale or Other Disposition of Common Stock.”
 
Subject to the discussion below on effectively connected income, backup withholding and foreign accounts, dividends paid to a non-U.S. holder of our Common Stock that are
not effectively connected with the non-U.S. holder’s conduct of a trade or business within the United States will be subject to U.S. federal withholding tax at a rate of 30% of the
gross amount of the dividends (or such lower rate specified by an applicable income tax treaty).
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Non-U.S. holders may be entitled to a reduction in or an exemption from withholding on dividends as a result of either (a) an applicable income tax treaty or (b) the non-U.S.
holder holding our Common Stock in connection with the conduct of a trade or business within the United States and dividends being effectively connected with that trade or
business. To claim such a reduction in or exemption from withholding, the non-U.S. holder must provide the applicable withholding agent with a properly executed (a) IRS
Form W-8BEN or W-8BEN-E (or other applicable documentation) claiming an exemption from or reduction of the withholding tax under the benefit of an income tax treaty
between the United States and the country in which the non-U.S. holder resides or is established, or (b) IRS Form W-8ECI stating that the dividends are not subject to
withholding tax because they are effectively connected with the conduct by the non-U.S. holder of a trade or business within the United States, as may be applicable. These
certifications must be provided to the applicable withholding agent prior to the payment of dividends and must be updated periodically. If a non-U.S. holder holds stock through
a financial institution or other agent acting on the holder’s behalf, the holder will be required to provide appropriate documentation to such agent. The holder’s agent will then
be required to provide certification to us or our paying agent, either directly or through other intermediaries. Non-U.S. holders that do not timely provide the applicable
withholding agent with the required certification, but that qualify for a reduced rate under an applicable income tax treaty, may obtain a refund of any excess amounts withheld
by timely filing an appropriate claim for refund with the IRS.
 
If dividends paid to a non-U.S. holder are effectively connected with the non-U.S. holder’s conduct of a trade or business within the United States (and, if required by an
applicable income tax treaty, the non-U.S. holder maintains a permanent establishment in the United States to which such dividends are attributable), then, although exempt
from U.S. federal withholding tax (provided the non-U.S. holder provides appropriate certification, as described above), the non-U.S. holder will be subject to U.S. federal
income tax on such dividends on a net income basis at the regular U.S. federal income tax rates. In addition, a non-U.S. holder that is a corporation may be subject to a branch
profits tax at a rate of 30% (or such lower rate specified by an applicable income tax treaty) on its effectively connected earnings and profits for the taxable year that are
attributable to such dividends, as adjusted for certain items. Non-U.S. holders should consult their tax advisors regarding their entitlement to benefits under any applicable
income tax treaty.
 
Sale or Other Disposition of Common Stock
 
Subject to the discussions below on backup withholding and FATCA, a non-U.S. holder generally will not be subject to U.S. federal income tax on any gain realized upon the
sale or other disposition of our Common Stock unless:
 

 ● the gain is effectively connected with the non-U.S. holder’s conduct of a trade or business within the United States (and, if required by an applicable income tax treaty,
the non-U.S. holder maintains a permanent establishment in the United States to which such gain is attributable);

 

 ● the non-U.S. holder is a nonresident alien individual present in the United States for 183 days or more during the taxable year of the disposition and certain other
requirements are met; or

 

 ● our Common Stock constitute U.S. real property interests, or USRPIs, by reason of our status as a U.S. real property holding corporation, or USRPHC, for U.S. federal
income tax purposes.

 
Gain described in the first bullet point above will generally be subject to U.S. federal income tax on a net income basis at the regular U.S. federal income tax rates. A non-U.S.
holder that is a foreign corporation also may be subject to a branch profits tax at a rate of 30% (or such lower rate specified by an applicable income tax treaty) on its effectively
connected earnings and profits, as adjusted for certain items, which will include such effectively connected gain.
 
A non-U.S. holder described in the second bullet point above will be subject to U.S. federal income tax at a rate of 30% (or such lower rate specified by an applicable income
tax treaty) on any gain derived from the disposition, which may be offset by certain U.S. source capital losses of the non-U.S. holder (even though the individual is not
considered a resident of the United States) provided the non-U.S. holder has timely filed U.S. federal income tax returns with respect to such losses.
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With respect to the third bullet point above, we would be a USRPHC if our USRPIs comprise (by fair market value) at least 50 percent of our business assets. We believe we
are not currently and do not anticipate becoming a USRPHC. Because the determination of whether we are a USRPHC depends on the fair market value of our USRPIs relative
to the fair market value of our other business assets and our non-U.S. real property interests, however, there can be no assurance we are not a USRPHC or will not become one
in the future. Even if we are or were to become a USRPHC, gain arising from the sale or other taxable disposition by a non-U.S. holder of our Common Stock will not be
subject to U.S. federal income tax if our Common Stock are “regularly traded,” as defined by applicable Treasury Regulations, on an established securities market, and such
non-U.S. holder owned, actually and constructively, 5% or less of our Common Stock throughout the shorter of the five-year period ending on the date of the sale or other
taxable disposition or the non-U.S. holder’s holding period. There can be no assurance that our Common Stock will continue to qualify as regularly traded on an established
securities market. If any gain on your disposition is taxable because we are a United States real property holding corporation and your ownership of our Common Stock exceeds
5%, you will be taxed on such disposition generally in the manner as gain that is effectively connected with the conduct of a U.S. trade or business (subject to the provisions
under an applicable income tax treaty), except that the branch profits tax generally will not apply.
 
Non-U.S. holders should consult their tax advisors regarding potentially applicable income tax treaties that may provide for different rules.
 
Information Reporting and Backup Withholding
 
Subject to the discussion below on FATCA, a non-U.S. holder will not be subject to backup withholding with respect to distributions on our Common Stock we make to the non-
U.S. holder, provided the applicable withholding agent does not have actual knowledge or reason to know such holder is a U.S. person and the holder certifies its non-U.S.
status, such as by providing a valid IRS Form W-8BEN, W-8BEN-E or W-8ECI, or other applicable certification. However, information returns generally will be filed with the
IRS in connection with any distributions (including deemed distributions) made on our Common Stock to the non-U.S. holder, regardless of whether any tax was actually
withheld. Such information returns generally include the amount of any such dividends, the name and address of the recipient, and the amount, if any, of tax withheld. A similar
report is sent to the holder to whom any such dividends are paid. Copies of these information returns may also be made available under the provisions of a specific treaty or



agreement to the tax authorities of the country in which the non-U.S. holder resides or is established.
 
Information reporting and backup withholding may apply to the proceeds of a sale or other taxable disposition of our Common Stock within the United States, and information
reporting may (although backup withholding generally will not) apply to the proceeds of a sale or other taxable disposition of our Common Stock outside the United States
conducted through certain U.S.-related financial intermediaries, in each case, unless the beneficial owner certifies under penalty of perjury that it is a non-U.S. holder on IRS
Form W-8BEN or W-8BEN-E, or other applicable form (and the payor does not have actual knowledge or reason to know that the beneficial owner is a U.S. person) or such
owner otherwise establishes an exemption. Proceeds of a disposition of our Common Stock conducted through a non-U.S. office of a non-U.S. broker generally will not be
subject to backup withholding or information reporting.
 
Backup withholding is not an additional tax. Any amounts withheld under the backup withholding rules may be allowed as a refund or a credit against a non-U.S. holder’s U.S.
federal income tax liability, provided the required information is timely furnished to the IRS.
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Additional Withholding Tax on Payments Made to Foreign Accounts
 
Withholding taxes may be imposed under Sections 1471 to 1474 of the Code and applicable Treasury Regulations (commonly referred to as the Foreign Account Tax
Compliance Act, or FATCA), on certain types of payments made to non-U.S. financial institutions and certain other non-U.S. entities. Specifically, a 30% withholding tax may
be imposed on dividends paid on our Common Stock, or (subject to the proposed Treasury Regulations discussed below) gross proceeds from the sale or other disposition of our
Common Stock paid to a “foreign financial institution” or a “non-financial foreign entity” (each as defined in the Code) (including, in some cases, when such foreign financial
institution or non-financial foreign entity is acting as an intermediary), unless (1) the foreign financial institution undertakes certain diligence and reporting obligations, (2) the
non-financial foreign entity either certifies it does not have any “substantial United States owners” (as defined in the Code) or furnishes identifying information regarding each
substantial United States owner, or (3) the foreign financial institution or non-financial foreign entity otherwise qualifies for an exemption from these rules. If the payee is a
foreign financial institution and is subject to the diligence and reporting requirements in (1) above, it must enter into an agreement with the U.S. Department of the Treasury
requiring, among other things, that it undertake to identify accounts held by certain “specified United States persons” or “United States-owned foreign entities” (each as defined
in the Code), annually report certain information about such accounts, and withhold 30% on certain payments to non-compliant foreign financial institutions and certain other
account holders. Foreign financial institutions located in jurisdictions that have an intergovernmental agreement with the United States governing FATCA may be subject to
different rules.
 
The withholding provisions under FATCA generally apply to payments of dividends paid on our Common Stock. Further, current provisions of the Code and Treasury
Regulations treat gross proceeds from the sale or other disposition of Common Stock as subject to FATCA withholding after December 31, 2018. However, recently proposed
Treasury Regulations, if finalized in their present form, would eliminate FATCA withholding on payments of gross proceeds from a sale or other disposition of our Common
Stock. In its preamble to such proposed regulations, the U.S. Treasury Department stated that taxpayers generally may rely on these proposed Treasury Regulations until final
Treasury Regulations are issued. Prospective investors should consult their tax advisors regarding the potential application of FATCA.
 
EACH PROSPECTIVE INVESTOR SHOULD CONSULT ITS OWN TAX ADVISOR REGARDING THE TAX CONSEQUENCES OF PURCHASING, HOLDING AND
DISPOSING OF OUR COMMON STOCK, INCLUDING THE CONSEQUENCES OF ANY RECENT OR PROPOSED CHANGE IN APPLICABLE LAW.
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 UNDERWRITING

 
Under the terms and subject to the conditions in an underwriting agreement dated the date of this prospectus, the underwriters named below have agreed to purchase, and we
have agreed to sell to them, the number of shares indicated below:
 

Underwriter  
Number
of Shares  

Kingswood Capital Markets, division of Benchmark Investments, Inc.         
Total:     

 
The underwriters and the representative are collectively referred to as the “underwriters” and the “representative,” respectively. The underwriters are offering the shares of
Common Stock subject to their acceptance of the shares from us and subject to prior sale. The underwriting agreement provides that the obligations of the several underwriters
to pay for and accept delivery of the shares of Common Stock offered by this prospectus are subject to the approval of certain legal matters by their counsel and to certain other
conditions. The underwriters are obligated to take and pay for all of the shares of Common Stock offered by this prospectus if any such shares are taken. However, the
underwriters are not required to take or pay for the shares covered by the underwriters’ over-allotment option described below.
 
The underwriters initially propose to offer part of the shares of Common Stock directly to the public at the offering price listed on the cover page of this prospectus and part to
certain dealers at a price that represents a concession not in excess of $           per share under the public offering price. After the initial offering of the shares of Common Stock,
the offering price and other selling terms may from time to time be varied by the representative.
 
Over-Allotment Option
 
We have granted to the underwriters an option, exercisable for 45 days from the date of this prospectus, to purchase up to         additional shares of Common Stock at the public
offering price listed on the cover page of this prospectus, less underwriting discounts and commissions. The underwriters may exercise this option solely for the purpose of
covering over-allotments, if any, made in connection with the offering of the shares of Common Stock offered by this prospectus. To the extent the option is exercised, each
underwriter will become obligated, subject to certain conditions, to purchase about the same percentage of the additional shares of Common Stock as the number listed next to
the underwriter’s name in the preceding table bears to the total number of shares of Common Stock listed next to the names of all underwriters in the preceding table.
 
The following table shows the per share and total public offering price, underwriting discounts and commissions, and proceeds before expenses to us. These amounts are shown
assuming both no exercise and full exercise of the underwriters’ option to purchase up to an additional shares of Common Stock.
 

     Total  

  
Per

Share   
No

Exercise   
Full

Exercise  
Public offering price  $         $          $         



Underwriting discounts and commissions to be paid by us
 $    $    $   

Proceeds, before expenses, to us  $    $    $   
 
The estimated offering expenses payable by us, exclusive of the underwriting discounts and commissions, are approximately $          . We have agreed to reimburse the
underwriters for expenses relating to this offering up to $          . 
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Underwriter Warrants
 
We have agreed to issue warrants to Kingswood Capital Market, division of Benchmark Investments, Inc., as representative of the underwriters, upon the closing of this
offering, which entitle it to purchase up to 5% of the total number of shares of Common Stock being sold in this offering (the “Underwriter Warrants”). The exercise price of the
warrants is equal to 100% of the offering price of the Common Stock offered hereby. The Underwriter Warrants will be exercisable at any time and from time to time, in whole
or in part, during the four and a half-year period commencing six months from the effective date of this offering. The Underwriter Warrants shall not be redeemable. The
Underwriter Warrants and the shares of Common Stock underlying the warrants have been deemed compensation by FINRA and are therefore subject to a 180-day lock-up
pursuant to Rule 5110(g)(1) of FINRA. The Underwriter Warrants may not be sold, transferred, assigned, pledged or hypothecated or be the subject of any hedging, short sale,
derivative, put, or call transaction that would result in the effective economic disposition of the securities for a period of 180 days following the effective date of the registration
for this offering, except that they may be assigned, in whole or in part, to any officer or partner of the representative, and to members of the underwriting syndicate or selling
group (or to officers or partners thereof), or as otherwise permitted, in compliance with FINRA Rule 5110(g)(2). The Underwriter Warrants will contain provisions for one
demand registration of the sale of the underlying shares of Common Stock at our expense and unlimited “piggyback” registration rights for a period of five (5) years after the
effective date of the registration statement for this offering at our expense. The exercise price and number of shares issuable upon exercise of the Underwriters Warrants may be
adjusted in certain circumstances including in the event of a stock split or other corporate events and as otherwise permitted under Rule 5110(f)(2)(G) of FINRA.
 
The underwriters have informed us that they do not intend sales to discretionary accounts to exceed 5% of the total number of shares of Common Stock offered by them.
 
We and the underwriters have agreed to indemnify each other against certain liabilities, including liabilities under the Securities Act.
 
We have also granted Kingswood Capital Markets, division of Benchmark Investments, Inc., a 12-month right of first refusal to act as sole investment banker, sole book-runner,
and/or sole placement agent, for any public and private equity and debt offering, including all equity linked financings.
 
A prospectus in electronic format may be made available on websites maintained by one or more underwriters, or selling group members, if any, participating in this offering.
The representative may agree to allocate a number of shares of Common Stock to underwriters for sale to their online brokerage account holders. Internet distributions will be
allocated by the representative to underwriters that may make Internet distributions on the same basis as other allocations.
 
Pricing of the Offering
 
Prior to this offering, there has been no public market for our Common Stock. The initial public offering price was determined by negotiations between us and the
representatives. Among the factors considered in determining the initial public offering price were our future prospects and those of our industry in general, our sales, earnings
and certain other financial and operating information in recent periods, and the price-earnings ratios, price-sales ratios, market prices of securities, and certain financial and
operating information of companies engaged in activities similar to ours.
 
At our request, the underwriters have reserved for sale, at the initial public offering price, up to         % of the Common Stock in this offering for sale to our directors, officers,
employees and other individuals associated with us and members of their families.
 
Lock-ups
 
Our directors, executive officers and founders are subject to lock-up agreements that, subject to certain exceptions, prohibit them from directly or indirectly offering, pledging,
selling, contracting to sell, selling any option or contract to purchase, purchasing any option or contract to purchase, granting any option, right or warrant to purchase or
otherwise transferring or disposing of any shares of our Common Stock, options to acquire shares of our Common Stock or any securities convertible into or exercisable or
exchangeable for Common Stock, whether now owned or hereafter acquired, or entering into any swap or any other agreement or any transaction that transfer, in whole or in
part, directly or indirectly, the economic consequence of ownership (collectively, the “Prohibited Transactions”), for a period of 365 days following the date of this prospectus,
without the prior written consent of Kingswood Capital Markets, division of Benchmark Investments, Inc.; provided, however, if our stock price is above $9.00 per share for 20
of 30 consecutive trading days, then one-third of the securities owned by each of our directors and executive officers will be released from such lock-up restrictions; provided,
further however, if our stock price is above $13.50 per share for 20 of 30 consecutive trading days, then two-thirds of the securities owned by each of our directors and
executive officers will be released from such lock-up restrictions.
 
Certain of our security holders are subject to lock-up agreements pursuant to which they may not engage in the Prohibited Transactions for a period of three months following
the date of this prospectus without the prior written consent of Kingswood Capital Markets, division of Benchmark Investments, Inc.; provided, however, that an aggregate of
139,064 shares of Common Stock held by certain of our security holders are not subject to the lock-up agreements.
 
We are also prohibited from engaging in any Prohibited Transactions for a period of 18 months following the date of this prospectus, without the prior written consent of
Kingswood Capital Markets, division of Benchmark Investments, Inc.
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Selling Restrictions
 
Canada
 
The shares may be sold only to purchasers purchasing, or deemed to be purchasing, as principal that are accredited investors, as defined in National Instrument 45-106
Prospectus Exemptions or subsection 73.3(1) of the Securities Act (Ontario), and are permitted clients, as defined in National Instrument 31-103 Registration Requirements,
Exemptions and Ongoing Registrant Obligations. Any resale of the shares must be made in accordance with an exemption from, or in a transaction not subject to, the
prospectus requirements of applicable securities laws.
 
Securities legislation in certain provinces or territories of Canada may provide a purchaser with remedies for rescission or damages if this prospectus (including any amendment
thereto) contains a misrepresentation, provided that the remedies for rescission or damages are exercised by the purchaser within the time limit prescribed by the securities



legislation of the purchaser’s province or territory. The purchaser should refer to any applicable provisions of the securities legislation of the purchaser’s province or territory for
particulars of these rights or consult with a legal advisor.
 
Pursuant to section 3A.3 (or, in the case of securities issued or guaranteed by the government of a non-Canadian jurisdiction, section 3A.4) of National Instrument 33-105
Underwriting Conflicts (NI 33-105), the underwriters are not required to comply with the disclosure requirements of NI 33-105 regarding underwriter conflicts of interest in
connection with this offering.
 
European Economic Area
 
In relation to each Member State of the European Economic Area which has implemented the Prospectus Regulation, or each, a Relevant Member State, an offer to the public of
any shares of our Common Stock may not be made in that Relevant Member State, except that an offer to the public in that Relevant Member State of any shares of our
Common Stock may be made at any time under the following exemptions under the Prospectus Regulation, if they have been implemented in that Relevant Member State:
 
 (i) to any legal entity which is a qualified investor as defined in the Prospectus Regulation;
 
 (ii) t o fewer than 150 natural or legal persons (other than qualified investors as defined in the Prospectus Regulation), subject to obtaining the prior consent of the

representatives for any such offer; or
 
 (iii) in any other circumstances falling within Article 1(4) of the Prospectus Regulation,
 
provided that no such offer of shares of our Common Stock shall result in a requirement for the publication by us or any underwriter of a prospectus pursuant to Article 3 of the
Prospectus Regulation.
 
For the purposes of this provision, the expression an “offer to the public” in relation to any shares of our Common Stock in any Relevant Member State means the
communication in any form and by any means of sufficient information on the terms of the offer and any shares of our Common Stock to be offered so as to enable an investor
to decide to purchase any shares of our Common Stock, and the expression “Prospectus Regulation” means Regulation (EU) 2017/1129.
 
United Kingdom
 
Each underwriter has represented and agreed that:
 
 (a) it has only communicated or caused to be communicated and will only communicate or cause to be communicated an invitation or inducement to engage in investment

activity (within the meaning of Section 21 of the Financial Services and Markets Act 2000 (“FSMA) received by it in connection with the issue or sale of the shares of
our Common Stock in circumstances in which Section 21(1) of the FSMA does not apply to us; and

 
 (b) it has complied and will comply with all applicable provisions of the FSMA with respect to anything done by it in relation to the shares of our Common Stock in, from or

otherwise involving the United Kingdom.
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Hong Kong
 
Shares of our Common Stock may not be offered or sold by means of any document other than (i) in circumstances which do not constitute an offer to the public within the
meaning of the Companies Ordinance (Cap.32, Laws of Hong Kong), (ii) to “professional investors” within the meaning of the Securities and Futures Ordinance (Cap.571,
Laws of Hong Kong) and any rules made thereunder or (iii) in other circumstances which do not result in the document being a “prospectus” within the meaning of the
Companies Ordinance (Cap.32, Laws of Hong Kong), and no advertisement, invitation or document relating to shares of our Common Stock may be issued or may be in the
possession of any person for the purpose of issue (in each case whether in Hong Kong or elsewhere), which is directed at, or the contents of which are likely to be accessed or
read by, the public in Hong Kong (except if permitted to do so under the laws of Hong Kong) other than with respect to shares of our Common Stock which are or are intended
to be disposed of only to persons outside Hong Kong or only to “professional investors” within the meaning of the Securities and Futures Ordinance (Cap.571, Laws of Hong
Kong) and any rules made thereunder.
 
Japan
 
No registration pursuant to Article 4, paragraph 1 of the Financial Instruments and Exchange Law of Japan (Law No. 25 of 1948, as amended) (the “FIEL”) has been made or
will be made with respect to the solicitation of the application for the acquisition of the shares of Common Stock.
 
Accordingly, the shares of Common Stock have not been, directly or indirectly, offered or sold and will not be, directly or indirectly, offered or sold in Japan or to, or for the
benefit of, any resident of Japan (which term as used herein means any person resident in Japan, including any corporation or other entity organized under the laws of Japan) or
to others for re-offering or re-sale, directly or indirectly, in Japan or to, or for the benefit of, any resident of Japan except pursuant to an exemption from the registration
requirements, and otherwise in compliance with, the FIEL and the other applicable laws and regulations of Japan.
 
For Qualified Institutional Investors (“QII”)
 
Please note that the solicitation for newly-issued or secondary securities (each as described in Paragraph 2, Article 4 of the FIEL) in relation to the shares of Common Stock
constitutes either a “QII only private placement” or a “QII only secondary distribution” (each as described in Paragraph 1, Article 23-13 of the FIEL). Disclosure regarding any
such solicitation, as is otherwise prescribed in Paragraph 1, Article 4 of the FIEL, has not been made in relation to the shares of Common Stock. The shares of Common Stock
may only be transferred to QIIs.
 
For Non-QII Investors
 
Please note that the solicitation for newly-issued or secondary securities (each as described in Paragraph 2, Article 4 of the FIEL) in relation to the shares of Common Stock
constitutes either a “small number private placement” or a “small number private secondary distribution” (each as is described in Paragraph 4, Article 23-13 of the FIEL).
Disclosure regarding any such solicitation, as is otherwise prescribed in Paragraph 1, Article 4 of the FIEL, has not been made in relation to the shares of Common Stock. The
shares of Common Stock may only be transferred en bloc without subdivision to a single investor.
 
Singapore
 
This prospectus has not been registered as a prospectus with the Monetary Authority of Singapore. Accordingly, this prospectus and any other document or material in
connection with the offer or sale, or invitation for subscription or purchase, of shares of our Common Stock may not be circulated or distributed, nor may the shares of our
Common Stock be offered or sold, or be made the subject of an invitation for subscription or purchase, whether directly or indirectly, to persons in Singapore other than (i) to an
institutional investor under Section 274 of the Securities and Futures Act, Chapter 289 of Singapore, or the SFA, (ii) to a relevant person, or any person pursuant to Section



275(1A), and in accordance with the conditions, specified in Section 275 of the SFA or (iii) otherwise pursuant to, and in accordance with the conditions of, any other applicable
provision of the SFA.
 
Where shares of our Common Stock are subscribed or purchased under Section 275 by a relevant person which is: (i) a corporation (which is not an accredited investor) the
sole business of which is to hold investments and the entire share capital of which is owned by one or more individuals, each of whom is an accredited investor; or (ii) a trust
(where the trustee is not an accredited investor) whose sole purpose is to hold investments and each beneficiary is an accredited investor, shares, debentures and units of shares
and debentures of that corporation or the beneficiaries’ rights and interest in that trust shall not be transferable for 6 months after that corporation or that trust has acquired
shares of our Common Stock under Section 275 except: (a) to an institutional investor under Section 274 of the SFA or to a relevant person, or any person pursuant to Section
275(1A), and in accordance with the conditions, specified in Section 275 of the SFA; (b) where no consideration is given for the transfer; or (c) by operation of law.
 

103

 

 
 LEGAL MATTERS

 
The validity of the shares of Common Stock offered hereby and certain other legal matters will be passed upon for us by McDermott Will & Emery LLP. Certain legal matters
in connection with this offering will be passed upon for the underwriters by Sheppard, Mullin, Richter & Hampton LLP.
 

 EXPERTS
 
Marcum LLP, our independent registered public accounting firm, has audited our financial statements at December 31, 2020 and for the period from May 12, 2020 (inception)
to December 31, 2020, as set forth in their report. We have included our financial statements in the prospectus and elsewhere in the registration statement in reliance on Marcum
LLP’s report, given on their authority as experts in accounting and auditing.
 

 WHERE YOU CAN FIND MORE INFORMATION
 
We have filed with the Securities and Exchange Commission a registration statement on Form S-1 under the Securities Act with respect to the shares of Common Stock offered
hereby. This prospectus, which constitutes a part of the registration statement, does not contain all of the information set forth in the registration statement or the exhibits and
schedules filed therewith. For further information about us and the shares of Common Stock offered hereby, we refer you to the registration statement and the exhibits and
schedules filed thereto. Statements contained in this prospectus regarding the contents of any contract or any other document that is filed as an exhibit to the registration
statement are not necessarily complete, and each such statement is qualified in all respects by reference to the full text of such contract or other document filed as an exhibit to
the registration statement. Upon completion of this offering, we will be required to file periodic reports, proxy statements, and other information with the Securities and
Exchange Commission pursuant to the Exchange Act. You may obtain information on the operation of the public reference rooms by calling the Securities and Exchange
Commission at 1-800-SEC-0330. The Securities and Exchange Commission also maintains an Internet website that contains reports, proxy statements and other information
about registrants, like us, that file electronically with the Securities and Exchange Commission. The address of that site is www.sec.gov.
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 REPORT OF INDEPENDENT REGISTERED PUBLIC ACCOUNTING FIRM

 
To the Stockholders and Board of Directors of Pasithea Therapeutics Corp.
 
Opinion on the Financial Statements
 
We have audited the accompanying consolidated balance sheet of Pasithea Therapeutics Corp. (the “Company”) as of December 31, 2020, and the related consolidated
statements of operations, changes in stockholders’ equity and cash flows for the period from May 12, 2020 (inception) through December 31, 2020, and the related notes
(collectively referred to as the “financial statements”). In our opinion, the financial statements present fairly, in all material respects, the financial position of the Company as of
December 31, 2020, and the results of its operations and its cash flows for the period from May 12, 2020 (inception) through December 31, 2020, in conformity with accounting
principles generally accepted in the United States of America.
 
Explanatory Paragraph – Going Concern
 
The accompanying consolidated financial statements have been prepared assuming that the Company will continue as a going concern. As more fully described in Note 3 to the
financial statements, the Company’s ability to execute its business plan is dependent upon its completion of the proposed initial public offering described in the financial
statements, other issuances of equity securities, obtaining debt financing, or increasing sales. The Company lacks the financial resources it needs to sustain operations for a
reasonable period of time, which is considered to be one year from the issuance date of the financial statements. These conditions raise substantial doubt about the Company’s
ability to continue as a going concern. Management’s plans in regard to these matters are also described in Note 3. The financial statements do not include any adjustments that
might result from the outcome of this uncertainty.
 
Basis for Opinion
 



These financial statements are the responsibility of the Company’s management. Our responsibility is to express an opinion on the Company’s financial statements based on our
audit. 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 audit 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 financial statements are free of material misstatement, whether due to error or fraud. The Company is not required to have, nor were we engaged to perform, an
audit of its internal control over financial reporting. As part of our audit, we are required to obtain an understanding of internal control over financial reporting but not for the
purpose of expressing an opinion on the effectiveness of the Company’s internal control over financial reporting. Accordingly, we express no such opinion.
 
Our audit included performing procedures to assess the risks of material misstatement of the financial statements, whether due to error or fraud, and performing procedures that
respond to those risks. Such procedures included examining, on a test basis, evidence regarding the amounts and disclosures in the 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 financial statements. We believe
that our audit provides a reasonable basis for our opinion.
 
/s/ Marcum LLP
 
Marcum LLP
 
We have served as the Company’s auditor since 2021.
 
New Haven, CT
April 13, 2021
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 PASITHEA THERAPEUTICS CORP.
CONSOLIDATED BALANCE SHEET

 

  
December 31,

2020  
ASSETS    
Current assets:    

Cash and cash equivalents  $ 243,650 
Prepaid expenses   4,308 

Total current assets   247,958 
     
Total assets  $ 247,958 
     
LIABILITIES AND STOCKHOLDERS’ EQUITY     
Current liabilities:     

Accounts payable and accrued liabilities  $ 6,603 
Total current liabilities   6,603 
Total liabilities   6,603 
     
Commitments and Contingencies (Note 4)     
     
Stockholders’ equity:     
Preferred stock, par value $0.0001, 5,000,000 shares authorized; 0 issued and outstanding   - 
Common stock, par value $0.0001, 495,000,000 shares authorized; 7,469,125 shares issued and outstanding as of December 31, 2020   14,938 
Additional paid-in capital   267,401 
Accumulated deficit   (40,984)
Total stockholders’ equity   241,355 
Total liabilities and stockholders’ equity  $ 247,958 

 
The accompanying notes are an integral part of the consolidated financial statements.

 

F-3

 

 
 PASITHEA THERAPEUTICS CORP.

CONSOLIDATED STATEMENT OF OPERATIONS
 

  

For the Period
from Inception
(May 12, 2020)

Through
December 31,

2020  
Operating expenses:    

Selling, general and administrative  $ 40,984 

Loss from operations   (40,984)
     
Loss before income taxes   (40,984)
Benefit from (provision for) income taxes   - 



     
Net income (loss)  $ (40,984)
     
Weighted-average common shares outstanding, basic and diluted   7,364,166 
Basic and diluted net loss per common share  $ (0.00)

 
The accompanying notes are an integral part of the consolidated financial statements.
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 PASITHEA THERAPEUTICS CORP.

CONSOLIDATED STATEMENT OF STOCKHOLDERS’ EQUITY
 

        Additional      
Total

Stockholder’s  
  Common Stock   Paid-in   Accumulated   Equity  
  Shares   Amount   Capital   Deficit   (Deficit)  
Balance, May 12, 2020 (inception)   -  $ -   -   -  $ - 

Issuance of common stock for cash   7,300,000   14,600   -   -   14,600 
Issuance of common stock for cash   156,250   313   246,826   -   247,139 
Issuance of common stock for cash   12,875   25   20,575   -   20,600 
Net loss   -   -   -   (40,984)   (40,984)

Balance at December 31, 2020   7,469,125  $ 14,938  $ 267,401  $ (40,984)  $ 241,355 
 

The accompanying notes are an integral part of the consolidated financial statements.
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 PASITHEA THERAPEUTICS CORP.

CONSOLIDATED STATEMENT OF CASH FLOWS
 

  

For the Period
from Inception
(May 12, 2020)

Through
December 31,

2020  
CASH FLOWS FROM OPERATING ACTIVITIES:    

Net loss  $ (40,984)
Adjustments to reconcile net loss to net cash used in operating activities:     

Changes in operating assets and liabilities:     
Changes in prepaid expenses   (4,308)
Changes in accounts payable and accrued liabilities   6,603 

Net cash used in operating activities   (38,689)
     
CASH FLOWS FROM FINANCING ACTIVITIES:     

Cash proceeds from issuance of common stock   282,339 
   282,339 
     
NET CHANGE IN CASH   243,650 

Cash - Beginning of period   - 
Cash - End of period  $ 243,650 

 
The accompanying notes are an integral part of the consolidated financial statements.
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 PASITHEA THERAPEUTICS CORP.

NOTES TO CONSOLIDATED FINANCIAL STATEMENTS
FOR THE PERIOD MAY 12, 2020 (INCEPTION) TO DECEMBER 31, 2020

 
NOTE 1 – NATURE OF THE ORGANIZATION AND BUSINESS
 
Pasithea Therapeutics Corp. (“Pasithea” or the “Company”) was incorporated in the State of Delaware on May 12, 2020. The Company is engaged in psychiatric and
neurological research regarding CNS disorders with the goal of translating this research into clinic-ready drugs.
 
The Company’s secondary operations focus on establishing anti-depression clinics across the UK and providing business support services to similar entities in the US, using
trained pharmacists to administer intravenous infusions of ketamine. Pasithea has partnered with two successful clinics for immediate exposure in locations across Los Angeles,
New York City and London.



 
The Company is located in Miami Beach, Florida USA.
 
As of December 31, 2020, the Company had not commenced core operations. All activity for the period from May 12, 2020 (inception) through December 31, 2020 relates to
the Company’s formation and raising funds through issuing shares of the Company’s common stock. The Company has selected December 31 as its fiscal year end.
 
Throughout this report, the terms “our,” “we,” “us,” and the “Company” refer to Pasithea Therapeutics Corp. and its subsidiaries, Pasithea Therapeutics Limited (UK) and
Pasithea Clinics Inc. Pasithea Therapeutics Limited (UK) is a private limited Company, registered in the United Kingdom (UK). Pasithea Clinics Inc. is incorporated in
Delaware.
 
Basis of Presentation
 
The accompanying audited consolidated financial statements of the Company have been prepared in accordance with accounting principles generally accepted in the United
States of America (“U.S. GAAP”).
 
Emerging Growth Company
 
The Company is an “emerging growth company,” as defined in Section 2(a) of the Securities Act, as modified by the Jumpstart Our Business Startups Act of 2012 (the “JOBS
Act”), and it may take advantage of certain exemptions from various reporting requirements that are applicable to other public companies that are not emerging growth
companies including, but not limited to, not being required to comply with the auditor attestation requirements of Section 404 of the Sarbanes-Oxley Act of 2002, reduced
disclosure obligations regarding executive compensation in its periodic reports and proxy statements, and exemptions from the requirements of holding a nonbinding advisory
vote on executive compensation and stockholder approval of any golden parachute payments not previously approved. Further, Section 102(b)(1) of the JOBS Act exempts
emerging growth companies from being required to comply with new or revised financial accounting standards until private companies (that is, those that have not had a
Securities Act registration statement declared effective or do not have a class of securities registered under the Exchange Act) are required to comply with the new or revised
financial accounting standards. The JOBS Act provides that a company can elect to opt out of the extended transition period and comply with the requirements that apply to non-
emerging growth companies but any such election to opt out is irrevocable. The Company has elected not to opt out of such extended transition period which means that when a
standard is issued or revised and it has different application dates for public or private companies, the Company, as an emerging growth company, can adopt the new or revised
standard at the time private companies adopt the new or revised standard. This may make comparison of the Company’s unaudited condensed financial statements with another
public company which is neither an emerging growth company nor an emerging growth company which has opted out of using the extended transition period difficult or
impossible because of the potential differences in accounting standards used.
 
Basis of Consolidation
 
The consolidated financial statements include the consolidated financial statements of the Company and our wholly owned subsidiaries, Pasithea Therapeutics Limited (UK)
and Pasithea Clinics Inc. All inter-company balances and transactions among the companies have been eliminated upon consolidation.
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COVID-19 Pandemic
 
In March 2020, the World Health Organization characterized the outbreak of the novel strain of coronavirus, specifically identified as COVID-19, as a global pandemic. This
has resulted in governments enacting emergency measures to combat the spread of the virus. These measures, which include the implementation of travel bans, self-imposed
quarantine periods and social distancing, have caused material disruption to business, resulting in a global economic slowdown. Equity markets have experienced significant
volatility and weakness and the governments and central banks have reacted with significant monetary and fiscal interventions designed to stabilize economic conditions.
 
The current challenging economic climate may lead to adverse changes in cash flows, working capital levels and/or debt balances, which may also have a direct impact on the
Company’s operating results and financial position in the future. The ultimate duration and magnitude of the impact and the efficacy of government interventions on the
economy and the financial effect on the Company is not known at this time. The extent of such impact will depend on future developments, which are highly uncertain and not
in the Company’s control, including new information which may emerge concerning the spread and severity of COVID-19 and actions taken to address its impact, among
others. The repercussions of this health crisis could have a material adverse effect on the Company’s business, financial condition, liquidity and operating results.
 
In response to COVID-19, the Company has implemented working practices to address potential impacts to its operations, employees and customers, and will take further
measures in the future if and as required. At present, we do not believe there has been any appreciable impact on the Company specifically associated with COVID-19.
 
NOTE 2 – ORGANIZATION AND SUMMARY OF SIGNIFICANT ACCOUNTING POLICIES
 
Principles of Consolidation
 
The Company evaluates the need to consolidate affiliates based on standards set forth in ASC 810 Consolidation (“ASC 810”).
 
The consolidated financial statements include the accounts of the Company and its wholly owned subsidiaries, Pasithea Therapeutics Limited (UK) and Pasithea Clinics Inc.
All significant consolidated transactions and balances have been eliminated in consolidation.
 
These consolidated financial statements are presented in U.S. Dollars.
 
Significant Accounting Policies
 
Use of Estimates
 
The preparation of financial statement in conformity with GAAP requires the Company’s management to make estimates and assumptions that affect the reported amounts of
assets and liabilities and disclosure of contingent assets and liabilities at the date of the financial statement and the reported amounts of revenues and expenses during the
reporting period.
 
Making estimates requires management to exercise significant judgment. It is at least reasonably possible that the estimate of the effect of a condition, situation or set of
circumstances that existed at the date of the financial statement, which management considered in formulating its estimate, could change in the near term due to one or more
future confirming events. Accordingly, the actual results could differ significantly from those estimates.
 
Cash and cash equivalents
 
The Company considers all short-term investments with an original maturity of three months or less when purchased to be cash equivalents. As of December 31, 2020, we had
no cash balances in bank deposit accounts that exceeded federally insured limits.
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Income Taxes
 
The Company follows the asset and liability method of accounting for income taxes under ASC 740, “Income Taxes.” Deferred tax assets and liabilities are recognized for the
estimated future tax consequences attributable to differences between the financial statement carrying amounts of existing assets and liabilities and their respective tax bases.
Deferred tax assets and liabilities are measured using enacted tax rates expected to apply to taxable income in the years in which those temporary differences are expected to be
recovered or settled. The effect on deferred tax assets and liabilities of a change in tax rates is recognized in income in the period that included the enactment date. Valuation
allowances are established, when necessary, to reduce deferred tax assets to the amount expected to be realized.
 
ASC 740 prescribes a recognition threshold and a measurement attribute for the financial statement recognition and measurement of tax positions taken or expected to be taken
in a tax return. For those benefits to be recognized, a tax position must be more likely than not to be sustained upon examination by taxing authorities. The Company recognizes
accrued interest and penalties related to unrecognized tax benefits as income tax expense. There were no unrecognized tax benefits and no amounts accrued for interest and
penalties as of December 31, 2020. The Company is currently not aware of any issues under review that could result in significant payments, accruals or material deviation
from its position. The Company is subject to income tax examinations by major taxing authorities since inception.
 
Concentration of Credit Risk
 
Financial instruments that potentially subject the Company to concentrations of credit risk consist of a cash account in a financial institution, which, at times, may exceed the
Federal Depository Insurance Coverage of $250,000. As of December 31, 2020, the Company has not experienced losses on this account and management believes the
Company is not exposed to significant risks on such account.
 
Fair Value of Financial Instruments
 
The fair value of the Company’s assets and liabilities, which qualify as financial instruments under ASC 820, “Fair Value Measurements and Disclosures,” approximates the
carrying amounts represented in the accompanying balance sheet, primarily due to their short-term nature.
 
Net Loss Per Share
 
Net loss per share is computed by dividing net loss by the weighted average number of common shares outstanding during the reporting period. Diluted earnings per share is
computed similar to basic earnings per share, except the weighted average number of common shares outstanding are increased to include additional shares from the assumed
exercise of share options, if dilutive. There are no outstanding dilutive or potentially dilutive instruments.
 
Recent Accounting Pronouncements
 
Management does not believe that any recently issued, but not yet effective, accounting pronouncements, if currently adopted, would have a material effect on the Company’s
financial statement.
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NOTE 3 – GOING CONCERN AND MANAGEMENT’S LIQUIDITY PLANS
 
As of December 31, 2020, the Company had $243,650 in its operating bank account, and working capital of $241,355. The Company’s liquidity needs up to December 31, 2020
had been satisfied through proceeds from the issuance of common stock.
 
The accompanying consolidated financial statements have been prepared on the basis that the Company will continue as a going concern, which assumes the realization of
assets and the satisfaction of liabilities in the normal course of business. As of December 31, 2020, the Company has an accumulated deficit of $40,984 and has experienced
losses from continuing operations. Based on the Company’s cash balance as of December 31, 2020, and projected cash needs for 2021, management estimates that it will need
to increase sales revenue and/or raise additional capital to cover operating and capital requirements. Management will need to raise the additional funds through issuing
additional shares of common stock or other equity securities or obtaining debt financing. Although management has been successful to date in raising necessary funding, there
can be no assurance that sales revenue will substantially increase or that any required future financing can be successfully completed on a timely basis, or on terms acceptable to
the Company. Based on these circumstances, management has determined that these conditions raise substantial doubt about the Company’s ability to continue as a going
concern.
 
Accordingly, the accompanying consolidated financial statements have been prepared in conformity with U.S. GAAP, which contemplates continuation of the Company as a
going concern and the realization of assets and the satisfaction of liabilities in the normal course of business. The consolidated financial statements do not include any
adjustments that might result from the outcome of this uncertainty.
 
NOTE 4 – COMMITMENTS AND CONTINGENCIES
 
Collaboration Agreement – Zen Baker Street Clinic (UK)
 
During the year ended December 31, 2020, the Company entered into a Collaboration Agreement with Portman Health Ltd, (UK) (“Portman”), whereby both parties have
agreed to collaborate on the provision of treatments at Portman’s London based clinic. The Company has agreed to apply and maintain necessary licenses, market the
treatments, and develop and maintain a website for online booking and payments of treatments. Portman Health has agreed to provide consulting and treatment rooms at its
clinics, as well as providing all pharmaceuticals and equipment necessary for the assessment of patients and provisions of the treatments. All resulting revenue from such
treatments shall be allocated 30% to the Company and 70% to Portman.
 
Collaboration Agreement – Zen Knightsbridge Clinic (UK)
 
During the year ended December 31, 2020, the Company entered into a Collaboration Agreement with Purecare Limited (UK) (“Purecare”), whereby both parties have agreed
to collaborate on the provision of treatments at Purecare’s London based clinic. The Company has agreed to apply and maintain necessary licenses, market the treatments, and
develop and maintain a website for online booking and payments of treatments. Purecare has agreed to provide consulting and treatment rooms at its clinics, as well as
providing all pharmaceuticals and equipment necessary for the assessment of patients and provisions of the treatments. All resulting revenue from such treatments shall be
allocated 30% to the Company and 70% to Purecare.
 



Business Support Services Subcontract – The IV Doc
 
On April 9, 2021, Pasithea Clinics Corp. (“Pasithea Clinics”), an affiliate of the Company, entered into a Business Support Services Subcontract (the “Subcontract”) with The
IV Doc, pursuant to which The IV Doc will provide certain non-clinical administrative, back office, and other business support services to one or more professional medical
practices in the State of New York. During the term of the Subcontract which shall be effective for 15 years from the effective date, Pasithea Clinics will pay The IV Doc
monthly subcontract fees in consideration of the subcontract services rendered by The IV Doc. The subcontract fees, which are equal to $22,500 per month, will represent fair
market value for the subcontract services and are commensurate with the subcontract services to be provided, and will not constitute an illegal fee-splitting or impermissible
profit-sharing arrangement in violation of any applicable laws. In addition to the subcontract fees, Pasithea Clinics will reimburse The IV Doc for all reasonable expenses,
including travel, meals and lodging expenses, incurred by The IV Doc in connection with the provision of the subcontract services, provided that such expenses are otherwise
commercially reasonable and necessary.
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NOTE 5 – STOCKHOLDERS’ EQUITY
 
The Company is authorized to issue an aggregate of 500,000,000 shares. The authorized capital stock is divided into: (i) 495,000,000 shares of common stock having a par
value of $0.0001 per share and (ii) 5,000,000 shares of preferred stock having a par value of $0.0001 per share.
 
From inception, May 12, 2020 through December 31, 2020, the Company issued 7,300,000 shares of common stock at a price of $0.0001 per share and 156,250 shares of
common stock at a price of $0.08 per share for total cash of approximately of $261,739, which is net of share issuance costs of $2,861.
 
During the period, several investors advanced funds totaling approximately $20,600 to the Company with no specific terms of repayment, interest or maturity, subsequent to
which the parties executed conversion documents to convert the funds into common shares. As the fair value of the equity instruments was equal to the funds advanced, there
was no gain or loss on the transaction when on December 30, 2020, the Company issued 12,875 shares of common stock at a price of $0.08 per share to the respective investors.
 
NOTE 6 – INCOME TAXES
 
The Company accounts for income taxes under ASC 740 - Income Taxes (“ASC 740”), which provides for an asset and liability approach of accounting for income taxes.
Under this approach, deferred tax assets and liabilities are recognized based on anticipated future tax consequences, using currently enacted tax laws, attributed to temporary
differences between the carrying amounts of assets and liabilities for financial reporting purposes and the amounts calculated for income tax purposes.
 
Significant components of the Company’s deferred tax assets as of December 31, 2020 are summarized below.
 

  
December 31,

2020  
Deferred tax assets:    

Net operation loss carryforwards  $ 11,000 
Total deferred tax asset   11,000 

Valuation allowance   (11,000)
  $ - 
 
The Company recognizes deferred tax assets to the extent that it believes that these assets are more likely than not to be realized. In making such a determination, the Company
considers all available positive and negative evidence, including future reversals of existing taxable temporary differences, projected future taxable income, tax-planning
strategies, and results of recent operations. The Company assessed the need for a valuation allowance against its net deferred tax assets and determined a full valuation
allowance is required because it is more likely than not that all of the deferred tax assets will not be realized. The ultimate realization of deferred tax assets is dependent upon
the generation of future taxable income during the periods in which those temporary differences become deductible. Based upon the level of historical taxable income and
projections for future taxable income over the periods in which the DTAs are deductible, management believes it is more likely than not that the Company will not realize the
benefits of these deductible differences as of December 31, 2020. The Company has no history of generating taxable income. Therefore, a valuation allowance of $11,000 was
recorded as of December 31, 2020. Deferred tax assets were calculated using the Company’s combined effective tax rate, which it estimated to be 28%. The effective rate is
reduced to 0% for 2020 due to the full valuation allowance on its net deferred tax assets.
 
The Company’s ability to utilize net operating loss carryforwards will depend on its ability to generate adequate future taxable income. Future utilization of the net operating loss
carry forwards is subject to certain limitations under Section 382 of the Internal Revenue Code. As of December 31, 2020, the Company had net operating loss carryforwards
available to offset future taxable income in the amounts of approximately $41,000.
 
The Company has evaluated its income tax positions and has determined that it does not have any uncertain tax positions. The Company will recognize interest and penalties
related to any uncertain tax positions through its income tax expense.
 
The Company is subject to franchise tax filing requirements in the State of Delaware.
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NOTE 7 – SUBSEQUENT EVENTS
 
Subsequent to December 31, 2020, the Company entered into various subscription agreements in connection with its private placement (the “Offering”) seeking to raise up to $1
million through the sale of 625,000 shares of the Company’s common stock, at a price of $0.08 per share, with a closing date for accepted subscriptions of January 31, 2021. In
2021 to date, the Company issued a total of 395,625 shares for aggregate proceeds received of approximately $633,000 related to the Offering.
 
In 2021 to date, the Company entered into various subscription agreements in connection with its private placement (the “Offering 2”) seeking to raise up to $5 million through
the sale of 2,083,333 shares of the Company’s common stock, at a price of $0.12 per share, with a closing date for accepted subscriptions of March 31, 2021. The Company
reserves the right to extend the closing date at the board of directors’ discretion. In 2021 to date, the Company issued a total of 239,969 shares for aggregate proceeds received
of approximately $576,000 related to the Offering 2.
 
Effective April 8, 2021, we amended our certificate of incorporation to effect a 1-for-20 reverse stock split of our outstanding shares of Common Stock. No fractional shares
will be issued as a result of the reverse stock split. Any fractional shares resulting from the reverse stock split shall be paid in cash. The reverse stock split does not otherwise
affect any of the rights currently accruing to holders of our Common Stock. All share information presented in this prospectus (including the financial statements) has been



retroactively adjusted to reflect the reduced number of shares outstanding.
 
The Company has evaluated subsequent events through the date the consolidated financial statements are available to be issued. Other than the matters described above, there
are no subsequent events identified that would require disclosure in the consolidated financial statements.
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Pasithea Therapeutics Corp.

 
SHARES OF COMMON STOCK

 
 

 
PROSPECTUS

 

 
 

KINGSWOOD CAPITAL MARKETS
 

division of Benchmark Investments, Inc.
 

                         , 2021
 
 

Through and including                             , 2021 (the 25th day after the date of this offering), all dealers effecting transactions in these securities, whether or not
participating in this offering, may be required to deliver a prospectus. This is in addition to a dealer’s obligation to deliver a prospectus when acting as an underwriter and with
respect to an unsold allotment or subscription.

 

 



 

 
Part II

 
INFORMATION NOT REQUIRED IN PROSPECTUS

 
Item 13. Other Expenses of Issuance and Distribution.
 
The following table indicates the expenses to be incurred in connection with the offering described in this registration statement, other than underwriting discounts and
commissions, all of which will be paid by us. All amounts are estimated except the Securities and Exchange Commission registration fee, the Financial Industry Regulatory
Authority, Inc., or FINRA, filing fee and the Nasdaq listing fee.
 

  Amount  
Securities and Exchange Commission registration fee  $ 2,182 
FINRA filing fee   * 
Initial listing fee   * 
Accountants’ fees and expenses   * 
Legal fees and expenses   * 
Blue Sky fees and expenses   * 
Transfer Agent’s fees and expenses   * 
Printing and engraving expenses   * 
Miscellaneous   * 
Total expenses  $ * 
 

* To be filed by amendment.
 
Item 14. Indemnification of Directors and Officers.
 
Section 102 of the DGCL permits a corporation to eliminate the personal liability of directors of a corporation to the corporation or its stockholders for monetary damages for a
breach of fiduciary duty as a director, except where the director breached his duty of loyalty, failed to act in good faith, engaged in intentional misconduct or knowingly violated
a law, authorized the payment of a dividend or approved a stock repurchase in violation of Delaware corporate law or obtained an improper personal benefit. Our certificate of
incorporation provides that no director of the Registrant shall be personally liable to it or its stockholders for monetary damages for any breach of fiduciary duty as a director,
notwithstanding any provision of law imposing such liability, except to the extent that the DGCL prohibits the elimination or limitation of liability of directors for breaches of
fiduciary duty.
 
Section 145 of the DGCL provides that a corporation has the power to indemnify a director, officer, employee, or agent of the corporation, or a person serving at the request of
the corporation for another corporation, partnership, joint venture, trust or other enterprise in related capacities against expenses (including attorneys’ fees), judgments, fines and
amounts paid in settlement actually and reasonably incurred by the person in connection with an action, suit or proceeding to which he was or is a party or is threatened to be
made a party to any threatened, ending or completed action, suit or proceeding by reason of such position, if such person acted in good faith and in a manner he reasonably
believed to be in or not opposed to the best interests of the corporation, and, in any criminal action or proceeding, had no reasonable cause to believe his conduct was unlawful,
except that, in the case of actions brought by or in the right of the corporation, no indemnification shall be made with respect to any claim, issue or matter as to which such
person shall have been adjudged to be liable to the corporation unless and only to the extent that the Court of Chancery or other adjudicating court determines that, despite the
adjudication of liability but in view of all of the circumstances of the case, such person is fairly and reasonably entitled to indemnity for such expenses which the Court of
Chancery or such other court shall deem proper.
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Our certificate of incorporation provides that we will indemnify each person who was or is a party or threatened to be made a party to any threatened, pending or completed
action, suit or proceeding (other than an action by or in the right of us) by reason of the fact that he or she is or was, or has agreed to become, a director or officer, or is or was
serving, or has agreed to serve, at our request as a director, officer, partner, employee or trustee of, or in a similar capacity with, another corporation, partnership, joint venture,
trust or other enterprise (all such persons being referred to as an “Indemnitee”), or by reason of any action alleged to have been taken or omitted in such capacity, against all
expenses (including attorneys’ fees), judgments, fines and amounts paid in settlement actually and reasonably incurred in connection with such action, suit or proceeding and
any appeal therefrom, if such Indemnitee acted in good faith and in a manner he or she reasonably believed to be in, or not opposed to, our best interests, and, with respect to
any criminal action or proceeding, he or she had no reasonable cause to believe his or her conduct was unlawful. Our certificate of incorporation provides that we will indemnify
any Indemnitee who was or is a party to an action or suit by or in the right of us to procure a judgment in our favor by reason of the fact that the Indemnitee is or was, or has
agreed to become, a director or officer, or is or was serving, or has agreed to serve, at our request as a director, officer, partner, employee or trustee of, or in a similar capacity
with, another corporation, partnership, joint venture, trust or other enterprise, or by reason of any action alleged to have been taken or omitted in such capacity, against all
expenses (including attorneys’ fees) and, to the extent permitted by law, amounts paid in settlement actually and reasonably incurred in connection with such action, suit or
proceeding, and any appeal therefrom, if the Indemnitee acted in good faith and in a manner he or she reasonably believed to be in, or not opposed to, our best interests, except
that no indemnification shall be made with respect to any claim, issue or matter as to which such person shall have been adjudged to be liable to us, unless a court determines
that, despite such adjudication but in view of all of the circumstances, he or she is entitled to indemnification of such expenses. Notwithstanding the foregoing, to the extent that
any Indemnitee has been successful, on the merits or otherwise, he or she will be indemnified by us against all expenses (including attorneys’ fees) actually and reasonably
incurred in connection therewith. Expenses must be advanced to an Indemnitee under certain circumstances.
 
We intend to enter into indemnification agreements with each of our directors and officers. These indemnification agreements may require us, among other things, to indemnify
our directors and officers for some expenses, including attorneys’ fees, judgments, fines and settlement amounts incurred by a director or officer in any action or proceeding
arising out of his or her service as one of our directors or officers, or any other company or enterprise to which the person provides services at our request.
 
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 Stock 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 15. Recent Sales of Unregistered Securities.
 
Set forth below is information regarding unregistered securities issued by us within the past three years. Also included is the consideration received by us for such unregistered
securities and information relating to the section of the Securities Act, or rule of the Securities and Exchange Commission, under which exemption from registration was
claimed.
 

1. Subsequent to December 31, 2020, the Company entered into various subscription agreements in connection with its private placement (the “Offering”) seeking to raise
up to $1 million through the sale of 625,000 shares of the Company’s Common Stock, at a price of $0.08 per share, with a closing date for accepted subscriptions of
January 31, 2021. In 2021 to date, the Company issued a total of 395,625 shares for aggregate proceeds received of approximately $633,000 related to the Offering.

 
2. In 2021 to date, the Company entered into various subscription agreements in connection with its private placement (the “Offering 2”) seeking to raise up to $5 million

through the sale of 2,083,333 shares of the Company’s Common Stock, at a price of $0.12 per share, with a closing date for accepted subscriptions of March 31, 2021.
The Company reserves the right to extend the closing date at the board of directors’ discretion. In 2021 to date, the Company issued a total of 239,969 shares for
aggregate proceeds received of approximately $1,200,000 related to the Offering 2.
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The offer and sale of all securities listed in this item 15 was made to a limited number of accredited investors and qualified institutional buyers in reliance upon exemptions from
the registration requirements pursuant to Section 4(a)(2) under the Securities Act and Regulation D promulgated under the Securities Act. Individuals who purchased securities
as described above represented their intention to acquire the securities for investment only and not with a view to or for sale in connection with any distribution thereof, and
appropriate legends were affixed to the share certificates issued in such transactions.
 
Item 16. Exhibits and Financial Statement Schedules.
 
(a) Exhibits.
 

Exhibit
Number  Description of Exhibit

1.1*  Form of Underwriting Agreement
3.1  Amended & Restated Certificate of Incorporation of Pasithea Therapeutics Corp.
3.2  Bylaws of Pasithea Therapeutics Corp.

4.1*  Specimen Common Stock Certificate evidencing the shares of Common Stock
5.1*  Opinion of McDermott Will & Emery LLP
10.1  Zen Knightsbridge and Holborn Collaboration Agreement
10.2  Zen Baker and Portman Collaboration Agreement
10.3  Form of Professional Corporation Agreement
10.4  IV Docs Subcontract Agreement
10.5  Employment Agreement between Pasithea Therapeutics Corp. and Dr. Tiago Reis Marques
21.1*  Subsidiaries of the Registrant
23.1  Consent of Independent Registered Public Accounting Firm (Marcum LLP)
23.2*  Consent of McDermott Will & Emery LLP (included in Exhibit 5.1)
24.1*  Power of Attorney (included on signature page)

 

* To be filed by amendment.
 
(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 17. Undertakings.
 
The undersigned registrant hereby undertakes to provide to the underwriter, at the closing specified in the underwriting agreement, certificates in such denominations and
registered in such names as required by the underwriter to permit prompt delivery to each purchaser.
 
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
foregoing provisions, or otherwise, the registrant has been advised that in the opinion of the Securities and Exchange Commission such indemnification is against public policy
as expressed in the Securities 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 Securities Act and will be
governed by the final adjudication of such issue.
 
The undersigned hereby undertakes that:
 
 (1) 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) 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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SIGNATURES

 
Pursuant to the requirements of the Securities Act, the registrant has duly caused this registration statement to be signed on its behalf by the undersigned, thereunto duly
authorized in the City of Miami, State of Florida, on this 13th day of April, 2021.
 
 PASITHEA THERAPEUTICS CORP.
  
 By: /s/ Dr. Tiago Reis Marques
  Dr. Tiago Reis Marques
  Chief Executive Officer and Director
 

 SIGNATURES AND POWER OF ATTORNEY
 
We, the undersigned officers and directors of Pasithea Therapeutics Corp., hereby severally constitute and appoint Dr. Tiago Reis Marques and Dr. Yassine Bendiabdallah, and
each of them singly (with full power to each of them to act alone), our true and lawful attorneys-in-fact and agents, with full power of substitution and resubstitution in each of
them for him and in his name, place and stead, and in any and all capacities, to sign any and all amendments (including post-effective amendments) to this registration statement
(or any other registration statement for the same offering that is to be effective upon filing pursuant to Rule 462(b) under the Securities Act of 1933), and to file the same, with
all exhibits thereto and other documents in connection therewith, with the Securities and Exchange Commission, granting unto said attorneys-in-fact and agents, and each of
them, full power and authority to do and perform each and every act and thing requisite or necessary to be done in and about the premises, as full to all intents and purposes as
he might or could do in person, hereby ratifying and confirming all that said attorneys-in-fact and agents or any of them, or their or his substitute or substitutes, may lawfully do
or cause to be done by virtue hereof.
 
Pursuant to the requirements of the Securities Act of 1933, this registration statement has been signed by the following persons in the capacities held on the dates indicated.
  

Signature  Title  Date
     
/s/ Dr. Tiago Reis Marques  Chief Executive Officer and Director  April 13, 2021
Dr. Tiago Reis Marques  (principal executive officer)   
     
/s/ Stanley M. Gloss  Chief Financial Officer  April 13, 2021
Stanley M. Gloss  (principal financial and accounting officer)   
     
/s/ Dr. Yassine Bendiabdallah  Chief Operating Officer and Director  April 13, 2021
Dr. Yassine Bendiabdallah  (principal operating officer)   
     
/s/ Prof. Lawrence Steinman  Director  April 13, 2021
Prof. Lawrence Steinman     
     
/s/ Simon Dumesnil  Director  April 13, 2021
Simon Dumesnil     
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Exhibit 3.1
 

AMENDED AND RESTATED CERTIFICATE OF INCORPORATION
OF

PASITHEA THERAPEUTICS CORP.
 

The undersigned, as Chief Executive Officer of Pasithea Therapeutics Corp., a Delaware corporation (the “Company”) organized and existing under and by virtue of
the General Corporation Law of the State of Delaware (the “General Corporation Law”), does hereby certify that:

 
1. The name of the Company is Pasithea Therapeutics Corp. The Company was incorporated on May 19, 2020.
 
2. This Amended and Restated Certificate of Incorporation restates, integrates and amends the certificate of incorporation of the Company, as amended, on file with the

Secretary of State of the State of Delaware immediately preceding the filing hereof, was duly adopted in accordance with the provisions of Sections 242 and 245 of the General
Corporation Law, and was approved by written consent of the stockholders of the Company given in accordance with the provisions of Section 228 of the General Corporation
Law.

 
3. The certificate of incorporation of the Company is hereby amended and restated in its entirety as follows:
 
 

[CONTINUED ON NEXT PAGE]
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AMENDED AND RESTATED

CERTIFICATE OF INCORPORATION
OF

PASITHEA THERAPEUTICS CORP.
(a Delaware corporation)

 
ARTICLE I

NAME
 

The name of this corporation is Pasithea Therapeutics Corp. (hereinafter called the “Company”).
 

ARTICLE II
REGISTERED OFFICE AND AGENT

 
The Registered Office of the Company in the State of Delaware is located at 8 The Green STE A, in the City of Dover, County of Kent County, Zip Code 19901. The

name of the Registered Agent at such address upon whom process against the Company may be served is A Registered Agent, Inc.
 

ARTICLE Ill
PURPOSE AND POWERS

 
The purpose of the Company is to engage in any lawful act or activity for which corporations may be organized under the General Corporation Law of the State of

Delaware (the “General Corporation Law”).
 

ARTICLE IV
CAPITAL STOCK

 
A. Classes of Stock. The total number of shares of all classes of capital stock that the Company is authorized to issue is 500,000,000 shares. The authorized capital stock is

divided into: (i) 495,000,000 shares of common stock having a par value of $0.0001 per share (hereinafter, the “Common Stock”) and (ii) 5,000,000 shares of preferred
stock having a par value of $0.0001 per share (hereinafter, the “Preferred Stock”).
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Upon the filing and effectiveness of this Amended and Restated Certificate of Incorporation (the “Effective Time”), and without any further action on the part of the
Company, any stockholder, or any other person, (i) each one (1) share of the Company’s common stock, par value $0.0001 per share, issued and outstanding, or held as
treasury shares, immediately prior to the Effective Time (the “Old Common Stock”), shall be automatically reclassified, combined and converted into one twentieth
(1/20) of a validly issued, fully paid and non-assessable share of Common Stock, and (ii) each one (1) share of the Company’s preferred stock, par value $0.0001 per
share, issued and outstanding, or held as treasury shares, immediately prior to the Effective Time (the “Old Preferred Stock”), shall be automatically reclassified,
combined and converted into one twentieth (1/20) of a validly issued, fully paid and non-assessable share of Preferred Stock (the “Reverse Stock Split”). Any stock
certificate that, immediately prior to the Effective Time, represented shares of the Old Common Stock or Old Preferred Stock will, from and after the Effective Time,
automatically and without the necessity of presenting the same for exchange, represent the number of shares of the Common Stock or Preferred Stock, as applicable,
equaling the product obtained by multiplying the number of shares of Old Common Stock or Old Preferred Stock, as applicable, represented by such certificate
immediately prior to the Effective Time by one twentieth (1/20).
 
No fractional shares shall be issued in connection with the Reverse Stock Split. Stockholders who otherwise would be entitled to receive fractional shares of Common
Stock or Preferred Stock shall be entitled to receive cash (without interest or deduction) in lieu of such fractional share interests, in an amount determined by the Board
of Directors of the Company to be the fair value of such fractions of a share as of the Effective Time.
 

B. Common Stock. All shares of Common Stock of the Company shall be of one and the same class, shall be identical in all respects and shall have equal rights, powers
and privileges.

 
1. Except as otherwise provided for by resolution or resolutions of the Board of Directors pursuant to this Article IV with respect to the issuance of any series of

Preferred Stock or by the General Corporation Law, the holders of outstanding shares of Common Stock shall have the exclusive right to vote on all matters
requiring stockholder action. On each matter on which holders of Common Stock are entitled to vote, each outstanding share of such Common Stock will be
entitled to one vote.

 
2. Subject to the rights of holders of any series of outstanding Preferred Stock and the terms of such Preferred Stock, holders of shares of Common Stock shall

have equal rights of participation in the dividends and other distributions in cash, stock or property of the Company when, as and if declared thereon by the
Board of Directors from time to time out of assets or funds of the Company legally available therefor and shall have equal rights to receive the assets and funds
of the Company available for distribution to stockholders in the event of any liquidation, dissolution or winding up of the affairs of the Company, whether
voluntary or involuntary.
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C. Preferred Stock

 
1. Shares of Preferred Stock of the Company may be issued from time to time in one or more series, the shares of each series to have such voting powers, full or

limited, if any, and such designations, preferences and relative, participating, optional or other special rights, and qualifications, limitations or restrictions
thereof, as are stated and expressed herein or in the resolution or resolutions providing for the issue of such series, adopted by the Board of Directors as
hereinafter provided.

 
2. Authority is hereby expressly granted to the Board of Directors of the Company, subject to the provisions of this Article IV and to the limitations prescribed by

the General Corporation Law, to authorize by resolution or resolutions from time to time the issuance of one or more series of Preferred Stock out of the
authorized but unissued shares of Preferred Stock and with respect to each such series to fix, by filing a certificate of designation pursuant to the General
Corporation Law setting forth such resolution or resolutions and providing for the issuance of such series, the voting powers, full or limited, if any, of the shares
of such series and the designations, preferences and relative, participating, optional or other special rights, and qualifications, limitations or restrictions thereof.
The authority of the Board of Directors with respect to each series shall include, but not be limited to, the determination or fixing of the following:

 
i. the designation of such series;

 
ii. the number of shares of such series, which number the Board of Directors may thereafter (except where otherwise provided in the certificate of

designation for such series) increase or decrease (but not below the number of shares of such series then outstanding);
 

iii. the dividend rate, if any, payable to holders of shares of such series, any conditions and dates upon which such dividends shall be payable, the relation
which such dividends shall bear to the dividends payable on any other class or classes of stock or any other series of any class of stock of the
Company, and whether such dividends shall be cumulative or non-cumulative;

 
iv. whether the shares of such series shall be subject to redemption by the Company, in whole or in part, at the option of the Company or of the holder

thereof, and, if made subject to such redemption, the times, prices, form of payment and other terms and conditions of such redemption;
 

v. the terms and amount of any sinking fund provided for the purchase or redemption of the shares of such series;
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vi. whether or not the shares of such series shall be convertible into or exchangeable for shares of any other class or classes of any stock or any other

series of any class of stock of the Company or any other security, and, if provision is made for conversion or exchange, the times, prices, rates,
adjustments, and other terms and conditions of such conversion or exchanges;

 
vii. the extent, if any, to which the holders of shares of such series shall be entitled to vote generally, with respect to the election of directors, upon

specified events or otherwise;
 

viii. the restrictions, if any, on the issue or reissue of any additional Preferred Stock; and
 

ix. the rights and preferences of the holders of the shares of such series upon any voluntary or involuntary liquidation or dissolution of, or upon the
distribution of assets of, the Company.

 
3. Without limiting the generality of the foregoing, the resolutions providing for issuance of any series of Preferred Stock may provide that such series shall be

superior to, rank equally with or be junior to any other series of Preferred Stock to the extent permitted by law and the terms of any other series of Preferred
Stock.

 
ARTICLE V

BOARD OF DIRECTORS
 

A. Power of the Board of Directors. The business and affairs of the Company shall be managed by or under the direction of the Board of Directors. In furtherance, and not
in limitation, of the powers conferred by the laws of the State of Delaware, the Board of Directors shall be expressly authorized to:

 
1. determine the rights, powers, duties, rules and procedures that affect the power of the Board of Directors to manage and direct the business and affairs of the

Company;
 

2. establish one or more committees of the Board of Directors, by the affirmative vote of a majority of the entire Board of Directors, to which may be delegated
any or all of the powers and duties of the Board of Directors to the fullest extent permitted by law; and

 
3. exercise all such powers and do all such acts as may be exercised by the Company, subject to the provisions of the laws of the State of Delaware, this Certificate

of Incorporation, and the Bylaws of the Company (as the same may be amended and/or restated from time to time, the “Bylaws”).
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B. Number of Directors. The number of directors constituting the entire Board of Directors shall be fixed from time to time exclusively by a vote of a majority of the entire

Board of Directors in the manner provided in the Bylaws. As used in this Certificate of Incorporation, the term “entire Board of Directors” means the total authorized
number of directors that the Company would have if there were no vacancies.

 
C. Vacancies. Except as otherwise required by law and subject to the rights of the holders of any class or series of Preferred Stock to elect directors, any vacancies on the

Board of Directors for any reason, including from the death, resignation, disqualification or removal of any director, and any newly created directorships resulting by
reason of any increase in the number of directors shall be filled exclusively by the Board of Directors, acting by the affirmative vote of a majority of the remaining
directors then in office, even if less than a quorum, or by a sole remaining director, and shall not be filled by stockholders. Any directors elected to fill a vacancy shall
hold office until the next annual meeting of stockholders or until their successors are duly elected and qualified.

 
D. Removal of Directors. Except as otherwise required by law and subject to the rights of the holders of any class or series of Preferred Stock, any director, or the entire

Board of Directors, may be removed from office at any time, with or without cause only by the affirmative vote of the holders of a majority of the voting power of all of
the shares of capital stock of the Company then entitled to vote generally in the election of directors, voting as a single class.

 
E. Appointment of Directors. Elections of directors need not be by written ballot unless the Bylaws of the Company shall so provide. There shall be no cumulative voting

in the election of directors.
 

ARTICLE VI
LIMITATION OF LIABILITY AND INDEMNIFICATION

 
A. Limitation of Liability of Directors. A Director of the Company shall not be personally liable to the Company or its stockholders for monetary damages for breach of

fiduciary duty as a Director to the fullest extent permitted by the General Corporation Law as the same now exists or hereafter may be amended. No repeal or
modification of this Article VI shall apply or have any adverse effect on any right or protection of, or any limitation of the liability of, any person entitled to any right or
protection under this Article VI existing at the time of such repeal or modification with respect to acts or omissions occurring prior to such repeal or modification.
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B. Indemnification. Directors, officers, employees and agents of the Company may be indemnified by the Company to the fullest extent as is permitted by the laws of the

State of Delaware as it presently exists or may hereafter be amended and as the Bylaws may from time to time provide.
 

ARTICLE VII
STOCKHOLDER ACTION

 
Subject to the rights of the holders of any series of Preferred Stock with respect to such series of Preferred Stock, any action required to be taken at any annual or

special meeting of stockholders of the Company or any action which may be taken at any annual or special meeting of such stockholders, may be taken without a meeting,
without prior notice and without a vote, if a consent or consents in writing setting forth the action so taken, shall have been signed by the holder or holders having not less than
the minimum number of votes that would be necessary to take the action that is the subject of the consent at a meeting, in which each owner or holder entitled to vote on the
action is present and votes. Delivery made to the Company’s registered office shall be by hand or by certified or registered mail, return receipt requested.

 
Meetings of stockholders may be held within or without the State of Delaware, as the Bylaws of the Company may provide. The books of the Company may be kept at

such place within or without the State of Delaware as the Bylaws of the Company may provide or as may be designated from time to time by the Board of Directors of the
Company.

 
ARTICLE VIII

AMENDMENT OF BYLAWS
 

A. Amendment by the Board of Directors. In furtherance, and not in limitation, of the powers conferred upon it by law, the Board of Directors is expressly authorized and
empowered to amend, alter, change, adopt or repeal the Bylaws of the Company: provided, however, that no Bylaws hereafter adopted shall invalidate any prior act of the
directors that would have been valid if such Bylaws had not been adopted.

 
B. Amendment by Stockholders. In addition to any requirements of the General Corporation Law (and notwithstanding the fact that a lesser percentage may be specified by

the General Corporation Law), unless otherwise specified in the Bylaws, the affirmative vote of the holders of a majority of the voting power of all the shares of capital
stock of the Company then entitled to vote generally in the election of directors, voting together as a single class, shall be required for the stockholders of the Company
to amend, alter, change or repeal or to adopt any provision of the Bylaws of the Company.
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ARTICLE IX

AMENDMENT OF CERTIFICATE OF INCORPORATION
 

The Company hereby reserves the right at any time and from time to time to amend, alter, change or repeal any provision contained in this Certificate of Incorporation,
and any other provisions authorized by the General Corporation Law may be added or inserted, in the manner now or hereafter prescribed by the General Corporation Law, and
all rights, preferences and privileges of whatsoever nature conferred on stockholders, directors or any other persons whomsoever therein granted are subject to this reservation.
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IN WITNESS WHEREOF, the Corporation has caused this Amended and Restated Certificate of Incorporation to be signed by its duly authorized officer on this 8th

day of April 2021.
 

By: /s/ Dr. Tiago Reis Marques
 Name: Dr. Tiago Reis Marques
 Title: Chief Executive Officer
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BYLAWS

OF
Pasithea Therapeutics Corp.

a Delaware Corporation
 

Adopted June 2020
 

ARTICLE I.
DEFINITIONS

 
1.1. Definitions. Unless the context clearly requires otherwise, in these Bylaws:
 

1.1.1 “Board” means the board of directors of the Company and/or an authorized Committee of the Board, as applicable.
 
1.1.2 “Bylaws” means these Bylaws as adopted by the Board and includes amendments subsequently adopted by the Board or by the Stockholders.
 
1.1.3 “Certificate of Incorporation” or “Certificate” means the Certificate of Incorporation of Pasithea Therapeutics Corp., as filed with the Secretary of

State of the State of Delaware and includes all amendments thereto and restatements thereof subsequently filed.
 
1.1.4 “Company” means Pasithea Therapeutics Corp., a Delaware corporation.
 
1.1.5 “Delaware Law” means the Delaware General Corporation Law (Title 8, Chapter 1 of the Delaware Code).
 
1.1.6 “Section” refers to sections of these Bylaws.
 
1.1.7 “Stockholder” means stockholders of record of the Company.
 

1.2. Offices. The title of an office refers to the person or persons who at any given time perform the duties of that particular office for the Company.
 

ARTICLE II.
OFFICES

 
2.1. Principal Office. The Company may locate its principal office within or without the state of incorporation as the Board may determine.
 
2.2. Registered Office. The registered office of the Company required by law to be maintained in the state of incorporation may be, but need not be, the same as the

principal place of business of the Company. The Board may change the address of the registered office from time to time.
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2.3. Other Offices. The Company may have offices at such other places, either within or without the state of incorporation, as the Board may designate or as the

business of the Company may require from time to time.
 

ARTICLE III.
MEETINGS OF STOCKHOLDERS

 
3.1. Annual Meetings. The Stockholders of the Company shall hold their annual meetings for the purpose of electing directors and for the transaction of such other

proper business as may come before such meetings at such time, date and place as the Board shall determine by resolution, provided the Board may also determine that a virtual
meeting of Stockholders by means of remote communication shall be held in addition to or instead of a physical meeting as permitted by Delaware law.

 
3.2. Special Meetings. The Board, the Chairman of the Board, the President, a majority of the members of the Board or a committee of the Board duly designated and

whose powers and authority include the power to call meetings may call special meetings of the Stockholders of the Company at any time for any purpose or purposes. Special
meetings of the Stockholders of the Company may also be called by the holders of at least 25% of all shares entitled to vote at the proposed special meeting.

 
If any person(s) other than the Board or the Chairman call a special meeting, the request shall:
 

(i) be in writing;
 

(ii) specify the general nature of the business proposed to be transacted; and
 

(iii) be delivered personally or sent by registered mail or by facsimile transmission to the Secretary of the Company.
 

(iv) additionally, if the special meeting is called by Stockholders as provided above, the request shall include documentation sufficient to confirm the Stockholder(s)
total ownership of shares entitled to vote at the proposed special meeting.

 
Upon receipt of such a request, the Board shall determine the date, time and place of such special meeting, which must be scheduled to be held on a date that is within

ninety (90) days of receipt by the Secretary of the request therefor, and the Secretary of the Company shall prepare a proper notice thereof. No business may be transacted at
such special meeting other than the business specified in the notice to Stockholders of such meeting.

 
3.3. Place of Meetings. The Stockholders shall hold all meetings at such places, within or without the State of Delaware, as the Board or a committee of the Board shall

specify in the notice or waiver of notice for such meetings.
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3.4. Notice of Meetings. Except as otherwise required by law, the Board or a committee of the Board shall give notice of each meeting of Stockholders, whether annual

or special, not less than 10 nor more than 60 days before the date of the meeting. The Board or a committee of the Board shall deliver a notice to each Stockholder entitled to
vote at such meeting by delivering a typewritten or printed notice thereof to him personally, or by depositing such notice in the United States mail, in a postage prepaid
envelope, directed to him at his address as it appears on the records of the Company, or by transmitting a notice thereof to him at such address by telegraph, telecopy, cable or
wireless or, if the Stockholder has provided the Company his, her or its, email and authorization to be contacted via email, via email. If mailed, notice is given on the date
deposited in the United States mail, postage prepaid, directed to the Stockholder at his address as it appears on the records of the Company. If emailed, in accordance with the
above, notice is given on the date the email is sent to the Stockholder at his, her or its email address as it appears on the records of the Company. An affidavit of the Secretary or
an Assistant Secretary or of the Transfer Agent of the Company that he has given notice shall constitute, in the absence of fraud, prima facie evidence of the facts stated therein.

 
Every notice of a meeting of the Stockholders shall state the place, date and hour of the meeting and, in the case of a special meeting, also shall state the purpose or

purposes of the meeting. Furthermore, if the Company will maintain the list at a place other than where the meeting will take place, every notice of a meeting of the
Stockholders shall specify where the Company will maintain the list of Stockholders entitled to vote at the meeting.

 
3.5. Notice of Stockholder Business and Nominations. Subject to the Certificate of Incorporation, the Stockholders who intend to nominate persons to the Board of

Directors, subject where applicable to these Bylaws and applicable law, or propose any other action at an annual meeting of Stockholders must timely notify the Secretary of the
Company of such intent. To be timely, a Stockholder’s notice must be delivered, mailed or emailed, and received at the principal executive offices of the Company or via email,
as applicable, not earlier than the close of business on the day which falls 120 days prior to the one year anniversary of the Company’s last annual meeting of Stockholders and
not later than the close of business on the day which falls 90 days prior to the one year anniversary of the Company’s last annual meeting of Stockholders, together with written
notice of the stockholder’s intention to present a proposal for action at the meeting, unless the Company’s annual meeting date occurs more than 30 days before or 30 days after
the one year anniversary of the Company’s last annual meeting of Stockholders. In that case, the Company must receive proposals not earlier than the close of business on the
120th day prior to the date of the annual meeting and not later than the close of business on the later of the 90th day prior to the date of the annual meeting or, if the first public
announcement (or announcement to the stockholders if the Company is privately held) of the date of the annual meeting is less than 100 days prior to the date of the meeting,
the 10th day following the day on which the Company first makes a public announcement of the date of the annual meeting (or if the Company is privately held, the first
stockholder announcement of the date of the annual meeting). Such notice must be in writing and must include (a) the name and record address of the Stockholder who intends
to propose the business and the class or series and number of shares of capital stock of the Company which are owned beneficially or of record by such Stockholder; (b) a
representation that the Stockholder is a holder of record of stock of the Company entitled to vote at such meeting and intends to appear in person or by proxy at the meeting to
introduce the business specified in the notice; (c) a brief description of the business desired to be brought before the annual meeting and the reasons for conducting such
business at the annual meeting; (d) any material interest of the Stockholder in such business; and (e) any other information that is required to be provided by the Stockholder
pursuant to Regulation 14A under the Securities Exchange Act of 1934, as amended (such act, and the rules and regulations promulgated thereunder, the “ Exchange Act”), if
the Company is subject to the Exchange Act. In the event the Stockholder proposal relates to a nomination for appointment of a director of the Company, the notice shall also
forth (a) as to each person whom the Stockholder proposes to nominate for election as a director (i) the name, age, business address and residence address of the person, (ii) the
principal occupation or employment of the person, (iii) the class or series and number of shares of capital stock of the Company which are owned beneficially or of record by
the person and (iv) any other information relating to the person that would be required to be disclosed in a proxy statement or other filings required to be made in connection
with solicitations of proxies for election of directors pursuant to Section 14 of the Exchange Act, and the rules and regulations promulgated thereunder. Such notice must be
accompanied by a written consent of each proposed nominee to being named as a nominee and to serve as a director if elected.
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Nominations of persons for election to the Board of Directors may be made at any annual meeting of Stockholders, or at any special meeting of Stockholders called for

the purpose of electing directors, (a) by or at the direction of the Board of Directors (or any duly authorized committee thereof) or (b) by any Stockholder of the Company (i)
who is a Stockholder of record on the date of the giving of the notice provided for in this Section 3.5 and on the record date for the determination of Stockholders entitled to
notice of and to vote at such meeting and (ii) who complies with the notice procedures set forth in this Section 3.5.

 
Notwithstanding the foregoing, in order to include information with respect to a Stockholder proposal in the proxy statement and form of proxy for a stockholder’s

meeting, Stockholders must provide notice as required by, and otherwise comply with the requirements of, the Exchange Act and the regulations promulgated thereunder. The
Board of Directors reserves the right to refuse to submit any such proposal to Stockholders at an annual meeting if, in its judgment, the information provided in the notice is
inaccurate or incomplete. For the avoidance of doubt, the foregoing Section 3.5 shall be the exclusive means for a Stockholder to make nominations or propose business (other
than business included in the Corporation’s proxy materials pursuant to Rule 14a-8 under the Exchange Act, if the Company is subject to the Exchange Act) at an annual
meeting of stockholders. For purposes of these Bylaws, “public announcement” shall mean disclosure in a press release reported by a national service or in a document
publicly filed by the Corporation with the Securities and Exchange Commission pursuant to Section 13, 14 or 15(d) of the Exchange Act or if the Company is privately held, a
private announcement by the Company to its stockholders. Notwithstanding the foregoing provisions of this Section 3.5, a stockholder shall also comply with all applicable
requirements of the Exchange Act and applicable state law with respect to matters set forth in this Section 3.5, if the Company is subject to the Exchange Act. Nothing in this
Section 3.5 shall be deemed to affect any rights of stockholders to request inclusion of proposals in the Corporation’s proxy statement pursuant to Rule 14a-8 under the
Exchange Act (if the Company is subject to the Exchange Act), or the Company’s or the Board of Director’s rights and obligations under the Exchange Act (if the Company is
subject to the Exchange Act) and state law, as applicable.
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3.6. Waiver of Notice. Whenever these Bylaws require written notice, a written waiver thereof, signed by the person entitled to notice, whether before or after the time

stated therein, shall constitute the equivalent of notice. Attendance of a person at any meeting shall constitute a waiver of notice of such meeting, except when the person attends
the meeting for the express purpose of objecting, at the beginning of the meeting, to the transaction of any business because the meeting is not lawfully called or convened. No
written waiver of notice need specify either the business to be transacted at, or the purpose or purposes of any regular or special meeting of the Stockholders, directors or
members of a committee of the Board.

 
3.7. Adjournment of Meeting. When the Stockholders, the Board of Directors, or an officer (as provided in Section 3.8 below), adjourn a meeting to another time or

place, notice need not be given of the adjourned meeting if the time and place thereof are announced at the meeting at which the adjournment is taken. At the adjourned
meeting, the Stockholders may transact any business which they may have transacted at the original meeting. If the adjournment is for more than 30 days or, if after the
adjournment, the Board or a committee of the Board fixes a new record date for the adjourned meeting, the Board or a committee of the Board shall give notice of the adjourned
meeting to each Stockholder of record entitled to vote at the meeting.

 
3.8. Quorum. Except as otherwise required by law, the holders of 33 1/3% of all of the shares of the stock entitled to vote at the meeting, present in person or by proxy,

shall constitute a quorum for all purposes at any meeting of the Stockholders except as otherwise provided by applicable law, by the Certificate of Incorporation or by these
Bylaws. In the absence of a quorum at any meeting or any adjournment thereof, (A) the Board of Directors, without a vote of the Stockholders, may (1) postpone, reschedule, or
cancel any previously scheduled annual meeting of stockholders and (2) postpone, reschedule, or cancel any previously scheduled special meeting of the Stockholders called by
the Board of Directors or management (but not by the Stockholders); or (B) the holders of a majority of the shares of stock entitled to vote who are present, in person or by
proxy, or, in the absence therefrom of all the Stockholders, any officer entitled to preside at, or to act as secretary of, such meeting may adjourn such meeting to another place,
date or time.

 
If the chairman of the meeting gives notice of any adjourned special meeting of Stockholders to all Stockholders entitled to vote thereat, stating that the minimum

percentage of Stockholders for a quorum as provided by Delaware Law shall constitute a quorum, then, except as otherwise required by law, that percentage at such adjourned
meeting shall constitute a quorum and a majority of the votes cast at such meeting shall determine all matters.

 
Votes cast shall include votes cast against any proposal and shall exclude abstentions and broker non-votes, provided that votes cast against any proposal, abstentions

and broker non-votes shall be counted in determining a quorum at any meeting.
 
3.9. Organization. Such person as the Board may have designated or, in the absence of such a person, the highest ranking officer of the Company who is present shall

call to order any meeting of the Stockholders, determine the presence of a quorum, and act as chairman of the meeting. In the absence of the Secretary or an Assistant Secretary
of the Company, the chairman shall appoint someone to act as the secretary of the meeting.

 
3.10. Conduct of Business. The chairman of any meeting of Stockholders shall determine the order of business and the procedure at the meeting, including such

regulations of the manner of voting and the conduct of discussion as he deems in order.
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3.11. List of Stockholders. At least 10 days before every meeting of Stockholders, the Secretary shall prepare a list of the Stockholders entitled to vote at the meeting or

any adjournment thereof, arranged in alphabetical order, showing the address of each Stockholder and the number of shares registered in the name of each Stockholder. The
Company shall make the list available for examination by any Stockholder for any purpose germane to the meeting, during ordinary business hours, for a period of at least 10
days prior to the meeting, either at a place within the city where the meeting will take place or at the place designated in the notice of the meeting.

 
The Secretary shall produce and keep the list at the time and place of the meeting during the entire duration of the meeting, and any Stockholder who is present may

inspect the list at the meeting. The list shall constitute presumptive proof of the identity of the Stockholders entitled to vote at the meeting and the number of shares each
Stockholder holds.

 
A determination of Stockholders entitled to vote at any meeting of Stockholders pursuant to this Section shall apply to any adjournment thereof.
 
3.12. Fixing of Record Date. For the purpose of determining Stockholders entitled to notice of or to vote at any meeting of Stockholders or any adjournment thereof, or

Stockholders entitled to receive payment of any dividend, or in order to make a determination of Stockholders for any other proper purpose, the Board or a committee of the
Board may fix in advance a date as the record date for any such determination of Stockholders. However, the Board shall not fix such date, in any case, more than 60 days nor
less than 10 days prior to the date of the particular action.

 
If the Board or a committee of the Board does not fix a record date for the determination of Stockholders entitled to notice of or to vote at a meeting of Stockholders,

the record date shall be at the close of business on the day next preceding the day on which notice is given or if notice is waived, at the close of business on the day next
preceding the day on which the meeting is held or the date on which the Board adopts the resolution declaring a dividend.

 
3.13. Voting of Shares . Except as otherwise required by Delaware Law, the Certificate, any certificate of designations, or the Bylaws, (i) at all meetings of

Stockholders for the election of directors, a plurality of votes cast shall be sufficient to elect such directors; (ii) any other action taken by Stockholders shall be valid and binding
upon the Company with the affirmative vote of the holders of the majority of the shares entitled to vote on, and who voted for, against, or expressly abstained with respect to,
the matter at a Stockholders’ meeting of the Company at which a quorum is present, except that adoption, amendment or repeal of the Bylaws by Stockholders will require the
vote of a majority of the shares entitled to vote; and (iii) broker non-votes are considered for purposes of establishing a quorum but not considered as votes cast for or against a
proposal or director nominee. Each Stockholder shall have one vote for every share of stock having voting rights registered in his name on the record date for the meeting,
except as otherwise provided in any preferred stock designation setting forth the right of preferred stock stockholders. The Company shall not have the right to vote treasury
stock of the Company, nor shall another corporation have the right to vote its stock of the Company if the Company holds, directly or indirectly, a majority of the shares entitled
to vote in the election of directors of such other corporation. Persons holding stock of the Company in a fiduciary capacity shall have the right to vote such stock. Persons who
have pledged their stock of the Company shall have the right to vote such stock unless in the transfer on the books of the Company the pledgor expressly empowered the
pledgee to vote such stock. In that event, only the pledgee, or his proxy, may represent such stock and vote thereon.
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Where a separate vote by a class or classes is required, a majority of the outstanding shares of such class or classes, present in person or represented by proxy, shall

constitute a quorum entitled to take action with respect to that vote on that matter and the affirmative vote of the majority of shares of such class or classes present in person or
represented by proxy at the meeting shall be the act of such class.

 
3.14. Inspectors. At any meeting in which the Stockholders vote by ballot, the chairman may appoint one or more inspectors. Each inspector shall take and sign an oath

to execute the duties of inspector at such meeting faithfully, with strict impartiality, and according to the best of his ability. The inspectors shall ascertain the number of shares
outstanding and the voting power of each; determine the shares represented at a meeting and the validity of proxies and ballots; count all votes and ballots; determine and retain
for a reasonable period a record of the disposition of any challenges made to any determination by the inspectors; and certify their determination of the number of shares
represented at the meeting, and their count of all votes and ballots. The certification required herein shall take the form of a subscribed, written report prepared by the inspectors
and delivered to the Secretary of the Company. An inspector need not be a Stockholder of the Company, and any officer of the Company may be an inspector on any question
other than a vote for or against a proposal in which he has a material interest.

 
3.15. Proxies. A Stockholder may exercise any voting rights in person or by his proxy appointed by an instrument in writing, which he or his authorized attorney-in-

fact has subscribed and which the proxy has delivered to the Secretary of the meeting pursuant to the manner prescribed by law.
 
A proxy is not valid after the expiration of 3 years after the date of its execution, unless the person executing it specifies thereon the length of time for which it is to

continue in force or limits its use to a particular meeting. Each proxy is irrevocable if it expressly states that it is irrevocable and if, and only as long as, it is coupled with an
interest sufficient in law to support an irrevocable power.

 
The attendance at any meeting of a Stockholder who previously has given a proxy shall not have the effect of revoking the same unless he notifies the Secretary in

writing prior to the voting of the proxy.
 
3.16. Action by Consent. Any action required to be taken at any annual or special meeting of Stockholders of the Company or any action which may be taken at any

annual or special meeting of such Stockholders, may be taken without a meeting, without prior notice and without a vote, if a consent or consents in writing setting forth the
action so taken, shall be signed by the holders of outstanding stock having not less than the minimum number of votes that would be necessary to authorize or take such action
that is the subject of the consent at a meeting in which each Stockholder entitled to vote on the action is present and votes, and shall be delivered to the Company by delivery to
its registered office, its principal place of business, or an officer or agent of the Company having custody of the book in which proceedings of meetings of stockholders are
recorded.
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Every written consent shall bear the date of signature of each Stockholder who signs the consent, and no written consent shall be effective to take the corporate action

referred to therein unless, within 60 days (or such other period as provided by applicable law) of the earliest dated consent delivered in the manner required by this Section to the
Company, written consents signed by a sufficient number of holders to take action are delivered to the Company by delivery to its registered office, its principal place of
business or an officer or agent of the Company having custody of the book in which proceedings of meetings of stockholders are recorded. Delivery made to the Company’s
registered office shall be by hand or by certified or registered mail, return receipt requested.

 
Prompt notice of the taking of the corporate action without a meeting by less than unanimous written consent shall be given to those Stockholders who have not

consented in writing, provided further that failure to provide such notice shall not effect the validity of such action.
 
In the event of the delivery to the Company of a consent or consents in writing (“Consents”), the secretary of the Company, or such other officer of the Company as

the Board may designate, shall provide for the safe-keeping of such Consents and any related revocations and shall promptly conduct such ministerial review of the sufficiency
of all Consents and any related revocations and of the validity of the action to be taken by Stockholder consent as the secretary of the Company, or such other officer of the
Company as the Board may designate, as the case may be, deems necessary or appropriate, including, without limitation, whether the Stockholders of a number of shares
having the requisite voting power to authorize or take the action specified in Consents have given consent; provided, however, that if the corporate action to which the Consents
relate is the removal or replacement of one or more members of the Board, the secretary of the Company, or such other officer of the Company as the Board may designate, as
the case may be, shall promptly designate two persons, who shall not be members of the Board, to serve as inspectors (“Inspectors”) with respect to such Consent and such
Inspectors shall discharge the functions of the secretary of the Company, or such other officer of the Company as the Board may designate, as the case may be, under this
section. If after such investigation the secretary of the Company, such other officer of the Company as the Board may designate or the Inspectors, as the case may be, shall
determine that the action purported to have been taken is duly authorized by the Consents, that fact shall be certified on the records of the Company kept for the purpose of
recording the proceedings of meetings of Stockholders and the Consents shall be filed in such records.

 
In conducting the investigation required by this section, the secretary of the Company, such other officer of the Company as the Board may designate or the Inspectors,

as the case may be, may, at the expense of the Company, retain special legal counsel and any other necessary or appropriate professional advisors as such person or persons
may deem necessary or appropriate and shall be fully protected in relying in good faith upon the opinion of such counsel or advisors.

 
No action by written consent without a meeting shall be effective until such date as the secretary of the Company, such other officer of the Company as the Board may

designate, or the Inspectors, as applicable, certify to the Company that the Consents delivered to the Company in accordance with this section, represent at least the minimum
number of votes that would be necessary to take the corporate action in accordance with Delaware law and the Certificate of Incorporation and Bylaws of the Company.
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Nothing contained in this Section 3.16 shall in any way be construed to suggest or imply that the Board or any Stockholder shall not be entitled to contest the validity

of any Consents or related revocations, whether before or after such certification by the secretary of the Company, such other officer of the Company as the Board may
designate or the Inspectors, as the case may be, or to take any other action (including, without limitation, the commencement, prosecution, or defense of any litigation with
respect thereto, and the seeking of injunctive relief in such litigation).

 
3.17. Cumulative Voting. Cumulative voting is expressly forbidden.
 
3.18. Telephonic or Virtual Meetings. Unless otherwise restricted by the Certificate of Incorporation or these Bylaws, meetings of the Stockholders may be held

through the use of conference telephone or similar communications equipment (including, but not limited to video conferencing), email or instant mail as long as all members
participating in such meeting can communicate with one another at the time of such meeting. Participation in such meeting constitutes presence in person at such meeting.

 
ARTICLE IV.

BOARD OF DIRECTORS
 

4.1. General Powers. The Board shall manage the property, business and affairs of the Company.
 
4.2. Number. The number of directors who shall constitute the Board shall equal not less than 1 nor more than 10, as the Board or majority Stockholders may

determine by resolution from time to time.
 
4.3. Election of Directors and Term of Office. The Stockholders of the Company shall elect the directors at the annual or adjourned annual meeting (except as

otherwise provided herein for the filling of vacancies). Each director shall hold office until his death, resignation, retirement, removal, or disqualification, or until his successor
shall have been elected and qualified.

 
4.4. Resignations. Any director of the Company may resign at any time by giving written notice to the Board or to the Secretary of the Company. Any resignation shall

take effect upon receipt or at the time specified in the notice. Unless the notice specifies otherwise, the effectiveness of the resignation shall not depend upon its acceptance.
 
4.5. Removal. Unless otherwise provided in the Certificate of Incorporation, any applicable certificate of designation or these Bylaws, stockholders holding a majority

of the outstanding shares entitled to vote at an election of directors may remove any director or the entire Board of Directors at any time, with or without cause.
 
4.6. Vacancies. Unless otherwise provided in the Certificate of Incorporation, any applicable certificate of designation or these Bylaws, and subject to applicable law,

any vacancy on the Board, whether because of death, resignation, disqualification, an increase in the number of directors, or any other cause may be filled by a majority of the
remaining directors, a sole remaining director, or the majority Stockholders. Whenever the holders of any class or classes of stock or series thereof are entitled to elect one or
more directors by the provisions of the Certificate of Incorporation or any applicable certificate of designation, vacancies and newly created directorships of such class or classes
or series may be filled by a majority of the directors elected by such class or classes or series thereof then in office, or by a sole remaining director so elected. Any director
elected to fill a vacancy shall hold office until his death, resignation, retirement, removal, or disqualification, or until his successor shall have been elected and qualified.
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4.7. Chairman of the Board. At the initial and annual meeting of the Board, the directors may elect from their number a Chairman of the Board of Directors. The

Chairman shall preside at all meetings of the Board and shall perform such other duties as the Board may direct. The Board also may elect a Vice Chairman and other officers of
the Board, with such powers and duties as the Board may designate from time to time.

 
4.8. Compensation. The Board may compensate directors for their services and may provide for the payment of all expenses the directors incur by attending meetings

of the Board or otherwise.
 
4.9. Insuring Directors, Officers, and Employees. The Company may purchase and maintain insurance on behalf of any director, officer, employee, or agent of the

Company, or on behalf of any person serving at the request of the Company as a director, officer, employee, or agent of another company, partnership, joint venture, trust, or
other enterprise, against any liability asserted against that person and incurred by that person in any such company, whether or not the Company has the power to indemnify
that person against liability for any of those acts.

 
4.10. Delegation of Authority. Notwithstanding any provision of these Bylaws to the contrary, the Board may delegate the powers or duties of any officer to any other

officer or agent.
 

ARTICLE V.
MEETINGS OF DIRECTORS

 
5.1. Regular Meetings. The Board may hold regular meetings at such places, dates and times as the Board shall establish by resolution. If any day fixed for a meeting

falls on a legal holiday, the Board shall hold the meeting at the same place and time on the next succeeding business day. The Board need not give notice of regular meetings.
 
5.2. Place of Meetings. The Board may hold any of its meetings in or out of the State of Delaware, at such places as the Board may designate, at such places as the

notice or waiver of notice of any such meeting may designate, or at such places as the persons calling the meeting may designate.
 
5.3. Meetings by Telecommunications or other Electronic Meetings. Unless otherwise restricted by the Certificate of Incorporation or these Bylaws, meetings of the

Board or of any committee designated by the Board may be held through the use of a conference telephone or similar communications equipment such as email, instant
messaging or similar communication so long as all members participating in such meeting can communicate with one another at the time of such meeting. Participation in such a
meeting constitutes presence in person at such meeting. Each person participating in the meeting, or a duly appointed Secretary of the meeting, who attended such meeting, shall
sign the minutes thereof, which may be in counterparts. Approval of said meeting may be accomplished via email or fax.
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5.4. Special Meetings. The Chairman of the Board (or if there is no Chairman, any member of the Board of Directors), the President (or any Vice President if the

President is absent or unable or refuses to act), or any two directors then in office (not including the Chairman, if the Company has a Chairman) may call a special meeting of
the Board. The person or persons authorized to call special meetings of the Board may fix any place, either in or out of the State of Delaware as the place for the meeting.

 
5.5. Notice of Special Meetings. The person or persons calling a special meeting of the Board shall give written notice to each director of the time, place, date and

purpose of the meeting of not less than three business days if by mail and not less than 24 hours if by facsimile (with confirmation of delivery), email or in person before the
date of the meeting, or as otherwise provided by law. If mailed, notice is given on the date deposited in the United States mail, postage prepaid, to such director. If emailed,
notice is given on the date the email is sent the member of the Board at his or her email address as it appears on the records of the Company. A director may waive notice of any
special meeting, and any meeting shall constitute a legal meeting without notice if all the directors are present or if those not present sign either before or after the meeting a
written waiver of notice, a consent to such meeting, or an approval of the minutes of the meeting. A notice or waiver of notice need not specify the purposes of the meeting or
the business which the Board will transact at the meeting. Generally, a tentative agenda will be included, but the meeting shall not be confined to any agenda included with the
notice.

 
Upon providing notice, the Secretary or other officer sending notice shall sign and file in the Corporate Record Book a statement of the details of the notice given to

each director. If such statement should later not be found in the Corporate Record Book, due notice shall be presumed.
 
5.6. Waiver by Presence. Except when expressly for the purpose of objecting to the legality of a meeting, a director’s presence at a meeting shall constitute a waiver of

notice of such meeting.
 
5.7. Quorum. A majority of the directors then in office shall constitute a quorum for all purposes at any meeting of the Board. In the absence of a quorum, a majority of

directors present at any meeting may adjourn the meeting to another place, date or time without further notice. No proxies shall be given by directors to any person for purposes
of voting or establishing a quorum at a directors’ meeting.

 
5.8. Conduct of Business. The Board shall transact business in such order and manner as the Board may determine. Except as the law requires otherwise, the Board

shall determine all matters by the vote of a majority of the directors present at a meeting at which a quorum is present. The directors shall act as a Board, and the individual
directors shall have no power as such. At every meeting of the Board of Directors, the Chairman of the Board, if there is such an officer, and if not, the President, or in the
President’s absence, a Vice President designated by the President, or in the absence of such designation, a Chairman chosen by a majority of the directors present, shall preside.
The Secretary of the Company shall act as Secretary of the Board of Directors’ meetings. When the Secretary is absent from any meeting or in the discretion of the Chairman,
the Chairman may appoint any person to act as Secretary of that meeting.
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5.9. Action by Consent. Unless otherwise restricted by the Certificate or these Bylaws, any action required or permitted to be taken at any meeting of the Board, or of

any committee thereof, may be taken without a meeting if all members of the Board or committee, as the case may be, consent thereto in writing or by electronic transmission
and the writing or writings or electronic transmission or transmissions are filed with the minutes of proceedings of the Board or committee. Such filing shall be in paper form if
the minutes are maintained in paper form and shall be in electronic form if the minutes are maintained in electronic form.

 
5.10. Transactions with Interested Directors. Any contract or other transaction between the Company and any of its directors (or any corporation or firm in which any

of its directors are directly or indirectly interested) shall be valid for all purposes notwithstanding the presence of that director at the meeting during which the contract or
transaction was authorized, and notwithstanding the directors’ participation in that meeting. This Section shall apply only if the contract or transaction is just and reasonable to
the Company at the time it is authorized and ratified, the interest of each director is known or disclosed to the Board of Directors, and the Board (or an authorized committee
thereof) nevertheless authorizes or ratifies the contract or transaction by a majority of the disinterested directors present (or by authorized committee of the Board). Each
interested director is to be counted in determining whether a quorum is present, but shall not vote and shall not be counted in calculating the majority necessary to carry the
vote. This Section shall not be construed to invalidate contracts or transactions that would be valid in its absence.

 
ARTICLE VI.

COMMITTEES
 

6.1. Committees of the Board. The Board may designate, by a vote of a majority of the directors then in office, committees of the Board. The committees shall serve at
the pleasure of the Board and shall possess such lawfully delegable powers and duties as the Board may confer.

 
6.2. Selection of Committee Members. The Board shall elect by a vote of a majority of the directors then in office a director or directors to serve as the member or

members of a committee. By the same vote, the Board may designate other directors as alternate members who may replace any absent or disqualified member at any meeting
of a committee. In the absence or disqualification of any member of any committee and any alternate member in his place, the member or members of the committee present at
the meeting and not disqualified from voting, whether or not he or they constitute a quorum, may appoint by unanimous vote another member of the Board to act at the meeting
in the place of the absent or disqualified member.

 
6.3. Conduct of Business. Each committee may determine the procedural rules for meeting and conducting its business and shall act in accordance therewith, except as

the law or these Bylaws require otherwise and except as the Board shall otherwise determine. Each committee shall make adequate provision for notice of all meetings to
members. A majority of the members of the committee shall constitute a quorum, unless the committee consists of one or two members. In that event, one member shall
constitute a quorum. A majority vote of the members present shall determine all matters. A committee may take action without a meeting if all the members of the committee
consent in writing and file the consent or consents with the minutes of the proceedings of the committee.
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6.4. Authority. Any committee, to the extent the Board provides, shall have and may exercise all the powers and authority of the Board in the management of the

business and affairs of the Company, and may authorize the affixation of the Company’s seal to all instruments which may require or permit it. However, no committee shall
have any power or authority with regard to amending the Certificate of Incorporation, adopting an agreement of merger or consolidation, recommending to the Stockholders the
sale, lease or exchange of all or substantially all of the Company’s property and assets, recommending to the Stockholders a dissolution of the Company or a revocation of a
dissolution of the Company, or amending these Bylaws of the Company. Unless a resolution of the Board expressly provides, no committee shall have the power or authority to
declare a dividend, to authorize the issuance of stock, or to adopt a certificate of ownership and merger.

 
6.5. Minutes. Each committee shall keep regular minutes of its proceedings and report the same to the Board when required.
 
6.6. Committees. All Committees and all powers provided to such Committees shall be consistent with Delaware Law, the Certificate and the rules and regulations of

the principal market or exchange on which the Company’s capital stock then trades.
 

ARTICLE VII.
OFFICERS

 
7.1. Officers of the Company. The officers of the Company may consist of a Chief Executive Officer, President, a Secretary, a Treasurer and such Vice Presidents, a

Chief Financial Officer, Assistant Secretaries, Assistant Treasurers, and other officers as the Board may designate and elect from time to time. The same person may hold at the
same time any two or more offices.

 
7.2. Election and Term. The Board shall elect the officers of the Company. Each officer shall hold office until his death, resignation, retirement, removal or

disqualification, or until his successor shall have been elected and qualified.
 
7.3. Compensation of Officers. The Board shall fix the compensation of all officers of the Company. No officer shall serve the Company in any other capacity and

receive compensation, unless the Board authorizes the additional compensation.
 
7.4. Removal of Officers and Agents. The Board may remove any officer or agent it has elected or appointed at any time, with or without cause.
 
7.5. Resignation of Officers and Agents. Any officer or agent the Board has elected or appointed may resign at any time by giving written notice to the Board, the

Chairman of the Board, the President, or the Secretary of the Company. Any such resignation shall take effect at the date of the receipt of such notice or at any later time
specified. Unless otherwise specified in the notice, the Board need not accept the resignation to make it effective.
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7.6. Bond. The Board may require by resolution any officer, agent, or employee of the Company to give bond to the Company, with sufficient sureties conditioned on

the faithful performance of the duties of his respective office or agency. The Board also may require by resolution any officer, agent or employee to comply with such other
conditions as the Board may require from time to time.

 
7.7. Chief Executive Officer. The Chief Executive Officer (CEO) shall be the chief operating officer of the Company and, subject to the Board’s control, shall

supervise and direct all of the business and affairs of the Company. When present, he shall sign (with or without the Secretary, an Assistant Secretary, or any other officer or
agent of the Company which the Board has authorized) deeds, mortgages, bonds, contracts or other instruments which the Board has authorized an officer or agent of the
Company to execute. However, the Chief Executive Officer shall not sign any instrument which the law, these Bylaws, or the Board expressly require some other officer or
agent of the Company to sign and execute. In general, the Chief Executive Officer shall perform all duties incident to the office of Chief Executive Officer and such other duties
as the Board may prescribe from time to time.

 
7.8. President. Each President shall have such powers and duties as may be delegated to him or her by the Board. A President may be designated by the Board to

perform the duties and exercise the powers of the CEO in the event of the CEO’s absence or disability. In the event the Company does not have a Chief Executive Officer, all of
the powers of the CEO, as set forth in Section 7.7, above, shall be held by the President.

 
7.9. Vice Presidents. In the absence of the President or in the event of his death, inability or refusal to act, the Vice Presidents in the order of their length of service as

Vice Presidents, unless the Board determines otherwise, shall perform the duties of the President. When acting as the President, a Vice President shall have all the powers and
restrictions of the Presidency. A Vice President shall perform such other duties as the President or the Board may assign to him from time to time.

 
7.10. Chief Financial Officer. The Chief Financial Officer shall keep and maintain, or cause to be kept and maintained, adequate and correct books and records of

accounts of the properties and business transactions of the Company, including accounts of its assets, liabilities, receipts, disbursements, gains, losses, capital, retained earnings
and shares. The books of account shall at all reasonable times be open to inspection by any director.

 
The Chief Financial Officer shall deposit all money and other valuables in the name and to the credit of the Company with such depositories as the Board may

designate. The Chief Financial Officer shall disburse the funds of the Company as may be ordered by the Board, shall render to the Chief Executive Officer or, in the absence of
a Chief Executive Officer, any president and directors, whenever they request it, an account of all of his or her transactions as Chief Financial Officer and of the financial
condition of the Company, and shall have other powers and perform such other duties as may be prescribed by the Board or these Bylaws.

 
The Chief Financial Officer may be the Treasurer of the Company.
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7.11. Secretary. The Secretary shall (a) keep the minutes of the meetings of the Stockholders and of the Board in one or more books for that purpose, (b) give all

notices which these Bylaws or the law requires, (c) serve as custodian of the records and seal of the Company, (d) affix the seal of the Company to all documents which the
Board has authorized execution on behalf of the Company under seal, (e) maintain a register of the address of each Stockholder of the Company (unless maintained by a duly
appointed Transfer Agent), (f) sign, with the President, a Vice President, or any other officer or agent of the Company which the Board has authorized, certificates for shares of
the Company, (g) have charge of the stock transfer books of the Company, and (h) perform all duties which the President or the Board may assign to him from time to time.

 
7.12. Assistant Secretaries. In the absence of the Secretary or in the event of his death, inability or refusal to act, the Assistant Secretaries in the order of their length of

service as Assistant Secretary, unless the Board determines otherwise, shall perform the duties of the Secretary. When acting as the Secretary, an Assistant Secretary shall have
the powers and restrictions of the Secretary. An Assistant Secretary shall perform such other duties as the President, Secretary or Board may assign from time to time.

 
7.13. Treasurer. The Treasurer shall (a) have responsibility for all funds and securities of the Company, (b) receive and give receipts for moneys due and payable to the

Company from any source whatsoever, (c) deposit all moneys in the name of the Company in depositories which the Board selects, and (d) perform all of the duties which the
President or the Board may assign to him from time to time.

 
7.14. Assistant Treasurers. In the absence of the Treasurer or in the event of his death, inability or refusal to act, the Assistant Treasurers in the order of their length of

service as Assistant Treasurer, unless the Board determines otherwise, shall perform the duties of the Treasurer. When acting as the Treasurer, an Assistant Treasurer shall have
the powers and restrictions of the Treasurer. An Assistant Treasurer shall perform such other duties as the Treasurer, the President, or the Board may assign to him from time to
time.

 
7.15. Other Officers. The Board may appoint, or empower the Chief Executive Officer, or any other duly appointed officer of the Company, to appoint, such other

officers and agents as the business of the Company may require. Each of such officers and agents shall hold office for such period, have such authority, and perform such duties
as are provided in these Bylaws or as the Board, Chief Executive Officer, or other designated officer may from time to time determine.

 
7.16. Delegation of Authority. Notwithstanding any provision of these Bylaws to the contrary, the Board may delegate the powers or duties of any officer to any other

officer or agent.
 
7.17. Action with Respect to Securities of Other Corporations. Unless the Board directs otherwise, the Chief Executive Officer and President shall have the power to

vote and otherwise act on behalf of the Company, in person or by proxy, at any meeting of stockholders of or with respect to any action of stockholders of any other corporation
in which the Company holds securities. Furthermore, unless the Board directs otherwise, the Executive Officer and President shall exercise any and all rights and powers which
the Company possesses by reason of its ownership of securities in another corporation.
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7.18. Vacancies. The Board may fill any vacancy in any office because of death, resignation, removal, disqualification or any other cause in the manner which these

Bylaws prescribe for the regular appointment to such office.
 

ARTICLE VIII.
CONTRACTS, DRAFTS, DEPOSITS AND ACCOUNTS

 
8.1. Contracts. Except as otherwise provided in these Bylaws, the Board, or any officers of the corporation authorized thereby, may authorize any officer or officers, or

agent or agents, to enter into any contract or execute any instrument in the name of and on behalf of the Company; such authority may be general or confined to specific
instances.

 
8.2. Drafts. From time to time, the Board shall determine by resolution which person or persons may sign or endorse all checks, drafts, other orders for payment of

money, notes or other evidences of indebtedness that are issued in the name of or payable to the corporation, and only the persons so authorized shall sign or endorse those
instruments.

 
8.3. Deposits. The Treasurer shall deposit all funds of the Company not otherwise employed in such banks, trust companies, or other depositories as the Board may

select or as any officer, assistant, agent or attorney of the Company to whom the Board has delegated such power may select. For the purpose of deposit and collection for the
account of the Company, the President or the Treasurer (or any other officer, assistant, agent or attorney of the Company whom the Board has authorized) may endorse, assign
and deliver checks, drafts and other orders for the payment of money payable to the order of the Company.

 
8.4. General and Special Bank Accounts. The Board may authorize the opening and keeping of general and special bank accounts with such banks, trust companies, or

other depositories as the Board may select or as any officer, assistant, agent or attorney of the Company to whom the Board has delegated such power may select. The Board
may make such special rules and regulations with respect to such bank accounts, not inconsistent with the provisions of these Bylaws, as it may deem expedient.

 
ARTICLE IX.

CERTIFICATES FOR SHARES AND THEIR TRANSFER
 

9.1. Certificates for Shares. Shares of the capital stock of the Company may be certificated or uncertificated, as provided under Delaware Law. Each Stockholder, upon
written request to the Transfer Agent or registrar of the Company, shall be entitled to a certificate of the capital stock of the Company in such form as may from time to time be
prescribed by the Board of Directors. The Secretary, Transfer Agent, or registrar of the Company shall number the certificates representing shares of the stock of the Company
in the order in which the Company issues them. The President or any Vice President and the Secretary or any Assistant Secretary shall sign the certificates in the name of the
Company. Any or all certificates may contain facsimile signatures. In case any officer, Transfer Agent, or registrar who has signed a certificate, or whose facsimile signature
appears on a certificate, ceases to serve as such officer, Transfer Agent, or registrar before the Company issues the certificate, the Company may issue the certificate with the
same effect as though the person who signed such certificate, or whose facsimile signature appears on the certificate, was such officer, Transfer Agent, or registrar at the date of
issue. The Secretary, Transfer Agent, or registrar of the Company shall keep a record in the stock transfer books of the Company of the names of the persons, firms or
corporations owning the stock represented by the certificates, the number and class of shares represented by the certificates and the dates thereof and, in the case of cancellation,
the dates of cancellation. The Secretary, Transfer Agent, or registrar of the Company shall cancel every certificate surrendered to the Company for exchange or transfer. Except
in the case of a lost, destroyed, stolen or mutilated certificate, the Secretary, Transfer Agent, or registrar of the Company shall not issue a new certificate in exchange for an
existing certificate until he has canceled the existing certificate.
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If the Company shall be authorized to issue more than one class of stock or more than one series of any class, the powers, designations, preferences and relative,

participating, optional or other special rights of each class of stock or series thereof and the qualification, limitations or restrictions of such preferences and/or rights shall be set
forth in full or summarized on the face or back of the certificate which the Company shall issue to represent such class or series of stock, provided that, except as otherwise
provided in Section 202 of Delaware Law, in lieu of the foregoing requirements, there may be set forth on the face or back of the certificate which the Company shall issue to
represent such class or series of stock, a statement that the Company will furnish without charge to each stockholder who so requests the powers, designations, preferences and
relative, participating, optional or other special rights of each class of stock or series thereof and the qualifications, limitations or restrictions of such preferences and/or rights.

 
9.2. Transfer of Shares. A holder of record of shares of the Company’s stock, or his attorney-in-fact authorized by power of attorney duly executed and filed with the

Secretary, Transfer Agent or registrar of the Company, may transfer his shares only on the stock transfer books of the Company. Such person shall furnish to the Secretary,
Transfer Agent, or registrar of the Company proper evidence of his authority to make the transfer and shall properly endorse and surrender for cancellation his existing
certificate or certificates for such shares. Whenever a holder of record of shares of the Company’s stock makes a transfer of shares for collateral security, the Secretary, Transfer
Agent, or registrar of the Company shall state such fact in the entry of transfer if the transferor and the transferee request. When a transfer of shares is requested and there is
reasonable doubt as to the right of the person seeking the transfer, the Company or its Transfer Agent, before recording the transfer of the shares on its books or issuing any
certificate there for, may require from the person seeking the transfer reasonable proof of that person’s right to the transfer. If there remains a reasonable doubt of the right to the
transfer, the Company may refuse a transfer unless the person gives adequate security or a bond of indemnity executed by a corporate surety or by two individual sureties
satisfactory to the Company as to form, amount, and responsibility of sureties. The bond shall be conditioned to protect the Company, its officers, Transfer Agents, and
registrars, or any of them, against any loss, damage, expense, or other liability for the transfer or the issuance of a new certificate for shares.

 
9.3. Lost Certificates. The Board may direct the Secretary, Transfer Agent, or registrar of the Company to issue a new certificate to any holder of record of shares of

the Company’s stock claiming that he has lost such certificate, or that someone has stolen, destroyed or mutilated such certificate, upon the receipt of an affidavit from such
holder to such fact. When authorizing the issue of a new certificate, the Board, in its discretion may require as a condition precedent to the issuance that the owner of such
certificate give the Company a bond of indemnity in such form and amount as the Board may direct.
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9.4. Regulations. The Board may make such rules and regulations, not inconsistent with these Bylaws, as it deems expedient concerning the issue, transfer and

registration of certificates for shares of the stock of the Company. The Board may appoint or authorize any officer or officers to appoint one or more Transfer Agents, or one or
more registrars, and may require all certificates for stock to bear the signature or signatures of any of them.

 
9.5. Holder of Record. The Company may treat as absolute owners of shares the person in whose name the shares stand of record as if that person had full competency,

capacity and authority to exercise all rights of ownership, despite any knowledge or notice to the contrary or any description indicating a representative, pledge or other
fiduciary relation, or any reference to any other instrument or to the rights of any other person appearing upon its record or upon the share certificate. However, the Company
may treat any person furnishing proof of his appointment as a fiduciary as if he were the holder of record of the shares.

 
9.6. Treasury Shares. Treasury shares of the Company shall consist of shares which the Company has issued and thereafter acquired but not canceled. Treasury shares

shall not carry voting or dividend rights.
 
9.7. Consideration For Shares. Shares may be issued for such consideration as may be fixed from time to time by the Board of Directors, but not less than the par value

stated in the Certificate.
 

ARTICLE X.
INDEMNIFICATION

 
10.1. Definitions. In this Article:
 

(a) “Indemnitee” means (i) any present or former director, advisory director or officer of the Company, (ii) any person who while serving in any of the
capacities referred to in clause (i) hereof served at the Company’s request as a director, officer, partner, venturer, proprietor, trustee, employee, agent or similar
functionary of another foreign or domestic corporation, partnership, joint venture, trust, employee benefit plan or other enterprise, and (iii) any person nominated or
designated by (or pursuant to authority granted by) the Board of Directors or any committee thereof to serve in any of the capacities referred to in clauses (i) or (ii)
hereof.

 
(b) “Official Capacity” means (i) when used with respect to a director, the office of director of the Company, and (ii) when used with respect to a person other

than a director, the elective or appointive office of the Company held by such person or the employment or agency relationship undertaken by such person on behalf of
the Company, but in each case does not include service for any other foreign or domestic corporation or any partnership, joint venture, sole proprietorship, trust,
employee benefit plan or other enterprise.
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(c) “Proceeding” means any threatened, pending or completed action, suit or proceeding, whether civil, criminal, administrative, arbitrative or investigative,

any appeal in such an action, suit or proceeding, and any inquiry or investigation that could lead to such an action, suit or proceeding.
 

10.2. Indemnification. The Company shall indemnify every Indemnitee against all judgments, penalties (including excise and similar taxes), fines, amounts paid in
settlement and reasonable expenses actually incurred by the Indemnitee in connection with any Proceeding in which he was, is or is threatened to be named defendant or
respondent, or in which he was or is a witness without being named a defendant or respondent, by reason, in whole or in part, of his serving or having served, or having been
nominated or designated to serve, in any of the capacities referred to in Section 10.1, if it is determined in accordance with Section 10.4 that the Indemnitee (a) conducted
himself in good faith, (b) reasonably believed, in the case of conduct in his Official Capacity, that his conduct was in the Company’s best interests and, in all other cases, that his
conduct was at least not opposed to the Company’s best interests, and (c) in the case of any criminal proceeding, had no reasonable cause to believe that his conduct was
unlawful; provided, however, that in the event that an Indemnitee is found liable to the Company or is found liable on the basis that personal benefit was improperly received by
the Indemnitee the indemnification (i) is limited to reasonable expenses actually incurred by the Indemnitee in connection with the Proceeding and (ii) shall not be made in
respect of any Proceeding in which the Indemnitee shall have been found liable for willful or intentional misconduct in the performance of his duty to the Company. Except as
provided in the immediately preceding proviso to the first sentence of this Section 10.2, no indemnification shall be made under this Section 10.2 in respect of any Proceeding in
which such Indemnitee shall have been (a) found liable on the basis that personal benefit was improperly received by him, whether or not the benefit resulted from an action
taken in the Indemnitee’s Official Capacity, or (b) found liable to the Company. The termination of any Proceeding by judgment, order, settlement or conviction, or on a plea of
nolo contendere or its equivalent, is not of itself determinative that the Indemnitee did not meet the requirements set forth in clauses (a), (b) or (c) in the first sentence of this
Section 10.2. An Indemnitee shall be deemed to have been found liable in respect of any claim, issue or matter only after the Indemnitee shall have been so adjudged by a court
of competent jurisdiction after exhaustion of all appeals therefrom. Reasonable expenses shall, include, without limitation, all court costs and all fees and disbursements of
attorneys for the Indemnitee. The indemnification provided herein shall be applicable whether or not negligence or gross negligence of the Indemnitee is alleged or proven.

 
10.3. Successful Defense. Without limitation of Section 10.2 and in addition to the indemnification provided for in Section 10.2, the Company shall indemnify every

Indemnitee against reasonable expenses incurred by such person in connection with any Proceeding in which he is a witness or a named defendant or respondent because he
served in any of the capacities referred to in Section 10.1, if such person has been wholly successful, on the merits or otherwise, in defense of the Proceeding.
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10.4. Determinations. Any indemnification under Section 10.2 (unless ordered by a court of competent jurisdiction) shall be made by the Company only upon a

determination that indemnification of the Indemnitee is proper in the circumstances because he has met the applicable standard of conduct. Such determination shall be made
(a) by the Board of Directors by a majority vote of a quorum consisting of directors who, at the time of such vote, are not named defendants or respondents in the Proceeding;
(b) if such a quorum cannot be obtained, then by a majority vote of a committee of the Board of Directors, duly designated to act in the matter by a majority vote of all directors
(in which designated directors who are named defendants or respondents in the Proceeding may participate), such committee to consist solely of two (2) or more directors who,
at the time of the committee vote, are not named defendants or respondents in the Proceeding; (c) by special legal counsel selected by the Board of Directors or a committee
thereof by vote as set forth in clauses (a) or (b) of this Section 10.4 or, if the requisite quorum of all of the directors cannot be obtained therefor and such committee cannot be
established, by a majority vote of all of the directors (in which directors who are named defendants or respondents in the Proceeding may participate); or (d) by the stockholders
in a vote that excludes the shares held by directors that are named defendants or respondents in the Proceeding. Determination as to reasonableness of expenses shall be made in
the same manner as the determination that indemnification is permissible, except that if the determination that indemnification is permissible is made by special legal counsel,
determination as to reasonableness of expenses must be made in the manner specified in clause (c) of the preceding sentence for the selection of special legal counsel. In the
event a determination is made under this Section 10.4 that the Indemnitee has met the applicable standard of conduct as to some matters but not as to others, amounts to be
indemnified may be reasonably prorated.

 
10.5. Advancement of Expenses. Reasonable expenses (including court costs and attorneys’ fees) incurred by an Indemnitee who was or is a witness or was, is or is

threatened to be made a named defendant or respondent in a Proceeding shall be paid by the Company at reasonable intervals in advance of the final disposition of such
Proceeding, and without making any of the determinations specified in Section 10.4, after receipt by the Company of (a) a written affirmation by such Indemnitee of his good
faith belief that he has met the standard of conduct necessary for indemnification by the Company under this Article and (b) a written undertaking by or on behalf of such
Indemnitee to repay the amount paid or reimbursed by the Company if it shall ultimately be determined that he is not entitled to be indemnified by the Company as authorized
in this Article. Such written undertaking shall be an unlimited obligation of the Indemnitee but need not be secured and it may be accepted without reference to financial ability
to make repayment. Notwithstanding any other provision of this Article, the Company may pay or reimburse expenses incurred by an Indemnitee in connection with his
appearance as a witness or other participation in a Proceeding at a time when he is not named a defendant or respondent in the Proceeding.

 
10.6. Employee Benefit Plans. For purposes of this Article, the Company shall be deemed to have requested an Indemnitee to serve an employee benefit plan

whenever the performance by him of his duties to the Company also imposes duties on or otherwise involves services by him to the plan or participants or beneficiaries of the
plan. Excise taxes assessed on an Indemnitee with respect to an employee benefit plan pursuant to applicable law shall be deemed fines. Action taken or omitted by an
Indemnitee with respect to an employee benefit plan in the performance of his duties for a purpose reasonably believed by him to be in the interest of the participants and
beneficiaries of the plan shall be deemed to be for a purpose which is not opposed to the best interests of the Company.
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10.7. Other Indemnification and Insurance. The indemnification provided by this Article shall (a) not be deemed exclusive of, or to preclude, any other rights to which

those seeking indemnification may at any time be entitled under the Company’s Certificate of Incorporation, any law, agreement or vote of stockholders or disinterested
directors, or otherwise, or under any policy or policies of insurance purchased and maintained by the Company on behalf of any Indemnitee, both as to action in his Official
Capacity and as to action in any other capacity, (b) continue as to a person who has ceased to be in the capacity by reason of which he was an Indemnitee with respect to matters
arising during the period he was in such capacity, (c) inure to the benefit of the heirs, executors and administrators of such a person and (d) not be required if and to the extent
that the person otherwise entitled to payment of such amounts hereunder has actually received payment therefor under any insurance policy, contract or otherwise.

 
10.8. Notice. Any indemnification of or advance of expenses to an Indemnitee in accordance with this Article shall be reported in writing to the stockholders of the

Company with or before the notice or waiver of notice of the next stockholders’ meeting or with or before the next submission to stockholders of a consent to action without a
meeting and, in any case, within the 12-month period immediately following the date of the indemnification or advance.

 
10.9. Construction. The indemnification provided by this Article shall be subject to all valid and applicable laws, including, without limitation, Delaware Law, and, in

the event this Article or any of the provisions hereof or the indemnification contemplated hereby are found to be inconsistent with or contrary to any such valid laws, the latter
shall be deemed to control and this Article shall be regarded as modified accordingly, and, as so modified, to continue in full force and effect.

 
10.10. Continuing Offer, Reliance, etc. The provisions of this Article (a) are for the benefit of, and may be enforced by, each Indemnitee of the Company, the same as

if set forth in their entirety in a written instrument duly executed and delivered by the Company and such Indemnitee and (b) constitute a continuing offer to all present and
future Indemnitees. The Company, by its adoption of these Bylaws, (a) acknowledges and agrees that each Indemnitee of the Company has relied upon and will continue to rely
upon the provisions of this Article in becoming, and serving in any of the capacities referred to in Section 10.1 of this Article, (b) waives reliance upon, and all notices of
acceptance of, such provisions by such Indemnitees and (c) acknowledges and agrees that no present or future Indemnitee shall be prejudiced in his right to enforce the
provisions of this Article in accordance with its terms by any act or failure to act on the part of the Company.

 
10.11. Effect of Amendment. No amendment, modification or repeal of this Article or any provision hereof shall in any manner terminate, reduce or impair the right of

any past, present or future Indemnitees to be indemnified by the Company, nor the obligation of the Company to indemnify any such Indemnitees, under and in accordance with
the provisions of the Article as in effect immediately prior to such amendment, modification or repeal with respect to claims arising from or relating to matters occurring, in
whole or in part, prior to such amendment, modification or repeal, regardless of when such claims may arise or be asserted.

 
ARTICLE XI.

TAKEOVER OFFERS
 

11.1. Takeover Offers. In the event the Company receives a takeover offer, the Board of Directors shall consider all relevant factors in evaluating such offer, including,
but not limited to, the terms of the offer, and the potential economic and social impact of such offer on the Company’s Stockholders, employees, customers, creditors and
community in which it operates.
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ARTICLE XII.
DIVIDENDS

 
12.1. General. The Board, subject to any restrictions contained in either (i) Delaware Law, or (ii) the Certificate, may declare and pay dividends upon the shares of its

capital stock. Dividends may be paid in cash, in property, or in shares of the Company’s capital stock.
 
12.2. Dividend Reserve. The Board may set apart out of any of the funds of the Company available for dividends a reserve or reserves for any proper purpose and may

abolish any such reserve.
 

ARTICLE XIII.
NOTICES

 
13.1. General. Whenever these Bylaws require notice to any Stockholder, director, officer or agent, such notice does not mean personal notice. A person may give

effective notice under these Bylaws in every case by depositing a writing in a post office or letter box in a postpaid, sealed wrapper, or by dispatching a prepaid telegram
addressed to such Stockholder, director, officer or agent at his address on the books of the Company. Unless these Bylaws expressly provide to the contrary, the time when the
person sends notice shall constitute the time of the giving of notice.

 
13.2. Waiver of Notice. Whenever the law or these Bylaws require notice, the person entitled to said notice may waive such notice in writing, either before or after the

time stated therein.
 
13.3. Electronic Notice. Without limiting the manner by which notice otherwise may be given effectively to Stockholders pursuant to Delaware Law, the Certificate or

these Bylaws, any notice to Stockholders given by the Company under any provision of Delaware Law, the Certificate or these Bylaws shall be effective if given by a form of
electronic transmission consented to by the Stockholder to whom the notice is given. Any such consent shall be revocable by the Stockholder by written notice to the Company.
Any such consent shall be deemed revoked if:

 
(i) the Company is unable to deliver by electronic transmission two consecutive notices given by the Company in accordance with such consent; and

 
(ii) such inability becomes known to the Secretary or an Assistant Secretary of the Company or to the Transfer Agent, or other person responsible for the giving of

notice.
 

However, the inadvertent failure to treat such inability as a revocation shall not invalidate any meeting or other action.
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Any notice given pursuant to the preceding paragraph shall be deemed given:
 
(i) if by facsimile telecommunication, when directed to a number at which the Stockholder has consented to receive notice;

 
(ii) if by electronic mail, when directed to an electronic mail address at which the Stockholder has consented to receive notice;

 
(iii) if by a posting on an electronic network together with separate notice to the Stockholder of such specific posting, upon the later of (A) such posting and (B) the

giving of such separate notice; and
 

(iv) if by any other form of electronic transmission, when directed to the Stockholder.
 

An affidavit of the Secretary or an Assistant Secretary or of the Transfer Agent or other agent of the Company that the notice has been given by a form of electronic
transmission shall, in the absence of fraud, be prima facie evidence of the facts stated therein. An “electronic transmission” means any form of communication, not directly
involving the physical transmission of paper, that creates a record that may be retained, retrieved, and reviewed by a recipient thereof, and that may be directly reproduced in
paper form by such a recipient through an automated process.

 
Notwithstanding the above, no notice by a form of electronic transmission shall be effective if prohibited by Delaware Law, the Certificate or these Bylaws.
 
13.4. Undeliverable Notices. Whenever notice is required to be given, under any provision of Delaware Law, the Certificate or these Bylaws, to any Stockholder to

whom (a) notice of two (2) consecutive annual meetings, or (b) all, and at least two (2) payments (if sent by first-class mail) of dividends or interest on securities during a twelve
(12) month period, have been mailed addressed to such person at such person’s address as shown on the records of the Company and have been returned undeliverable, the
giving of such notice to such person shall not be required. Any action or meeting which shall be taken or held without notice to such person shall have the same force and effect
as if such notice had been duly given. If any such person shall deliver to the Company a written notice setting forth such person’s then current address, the requirement that
notice be given to such person shall be reinstated. In the event that the action taken by the Company is such as to require the filing of an amendment to the Certificate with the
Secretary of State of Delaware, the amendment need not state that notice was not given to persons to whom notice was not required to be given pursuant to Delaware Law.

 
ARTICLE XIV. 

MISCELLANEOUS
 

14.1. Facsimile Signatures. In addition to the use of facsimile signatures which these Bylaws specifically authorize, the Company may use such facsimile signatures of
any officer or officers, agents or agent, of the Company as the Board or a committee of the Board may authorize.

 
14.2. Corporate Seal. The Board may provide for a suitable seal containing the name of the Company, of which the Secretary shall be in charge. The Treasurer, any

Assistant Secretary, or any Assistant Treasurer may keep and use the seal or duplicates of the seal if and when the Board or a committee of the Board so directs.
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14.3. Fiscal Year. The Board shall have the authority to fix and change the fiscal year of the Company.
 
14.4. Bylaw Provisions Additional and Supplemental to Provisions of Law. All restrictions, limitations, requirements and other provisions of these Bylaws shall be

construed, insofar as possible, as supplemental and additional to all provisions of law applicable to the subject matter thereof and shall be fully complied with in addition to the
said provisions of law unless such compliance shall be illegal.

 
14.5. Bylaw Provisions Contrary to or Inconsistent with Provisions of Law. Any article, section, subsection, subdivision, sentence, clause or phrase of these Bylaws

which, upon being construed in the manner provided in Section 14.4 of these Bylaws, shall be contrary to or inconsistent with any applicable provision of law, shall not apply so
long as said provisions of law shall remain in effect, but such result shall not affect the validity or applicability of any other portions of these Bylaws, it being hereby declared
that these Bylaws, and each article, section, subsection, subdivision, sentence, clause, or phrase thereof, would have been adopted irrespective of the fact that any one or more
articles, sections, subsections, subdivisions, sentences, clauses or phrases is or are illegal.

 
ARTICLE XV.

AMENDMENTS
 

15.1. Amendments. Subject to the provisions of the Certificate, the Stockholders or the Board may amend or repeal these Bylaws at any stockholders or directors
meeting, subject to the voting and approval requirements of the stockholders and the directors, as applicable, set forth herein for general Company matters. All amendments
shall be upon advice of counsel as to legality, except in emergency. Bylaw changes shall take effect upon adoption unless otherwise specified.
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Dated  2020
 
 
 
 
 

(1) PASITHEA THERAPEUTICS LIMITED
 

(2) PURECARE LIMITED
 
 
 
 
 

 
 

Collaboration Agreement
 

In relation to a Pasithea clinic at
 

Zen Knightsbridge Clinic, 53 Beauchamp Place, London SW3 1NY
 
 

 
 
 
 
 

 
11 Harwood Road, Fulham, London,SW6 4QP

DX 161362 Chelsea 4
 
 
 
 
 

 



 

 
This agreement is dated 2020
 
Parties
 
(1) PASITHEA THERAPEUTICS LIMITED incorporated and registered in England and Wales with company number 12621714 whose registered office is at 73 Cronhill,

London EC3V 3QQ (Pasithea)
 
(2) PURECARE LIMITED incorporated and registered in England and Wales with company number 09329216 whose registered office is at 53 Beauchamp Place, London

SW3 1NY (Purecare)
 
BACKGROUND
 
(A) Pasithea has developed a branded booking system for patients interested in ketamine infusion treatment (the Treatments).
 
(B) Purecare operates a health clinic at 53 Beauchamp Place, London SW3 1NY known as Zen Knightsbridge Clinic (the Clinic).
 
(C) Pasithea and Purecare have agreed to collaborate on the provision of the Treatments at the Clinic on the terms of this agreement.
 
Agreed terms
 
1. Interpretation
 
1.1. The definitions and rules of interpretation in this clause apply in this agreement.
 

Business Day means a day other than a Saturday, Sunday or bank or other public holiday in England;
 
Clinic means Zen Knightsbridge Clinic, 53 Beauchamp Place, London SW3 1NY
 
CQC means the Quality Care Commission
 
Group Company means in relation to either Party, any of such Party’s Subsidiaries or Holding Companies from time to time, or any Subsidiary from time to time of any
such Holding Company, and Group Companies shall be construed accordingly;
 
Intellectual Property Rights means all rights available for the protection of any discovery, invention, name, design, process or works in which copyright subsists and all
patents, copyrights, registered designs, design rights, trade marks, service marks, trade secrets, other unpublished information and other forms of protection from time to
time subsisting in relation to the same, including the right to apply for any such protection;
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Key Employee means any person who immediately prior to termination of this Agreement worked on the Project and was a management level employee of either Party,
or who was in a position from which he or she had access to confidential information of that Party to a material extent (other than employees with purely clerical or
secretarial roles);
 
LCIA means the London Court of International Arbitration;
 
LCIA Rules means the rules of the LCIA;
 
Party means either Pasithea or Purecare, together the ‘Parties’;
 
Project means the collaboration between the Parties described in Clause 2.1;
 
Subsidiary and Holding Company in relation to a company means, respectively, ‘subsidiary’ and ‘holding company’ as defined in section 1159 Companies Act 2006.
 
Treatments means ketamine infusion treatments and any other treatments agreed by the parties from time to time
 
Website means the website and online booking system referred to at clause 4.1(b)
 

1.2. Clause and paragraph headings shall not affect the interpretation of this agreement.
 
1.3. References to clauses are to the clauses of this agreement and references to paragraphs are to paragraphs of the Schedule.
 
1.4. A person includes a natural person, corporate or unincorporated body (whether or not having separate legal personality) [and that person’s personal representatives,

successors and permitted assigns].
 
1.5. A reference to a company shall include any company, corporation or other body corporate, wherever and however incorporated or established.
 
1.6. Unless the context otherwise requires, words in the singular shall include the plural and in the plural shall include the singular.
 
1.7. Unless the context otherwise requires, a reference to one gender shall include a reference to the other genders.
 
1.8. A reference to any party shall include that party’s personal representatives, successors and permitted assigns.
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1.9. A reference to writing or written includes fax and email.



 
1.10. Any obligation on a party not to do something includes an obligation not to allow that thing to be done.
 
1.11. Any words following the terms including, include, in particular, for example or any similar expression shall be construed as illustrative and shall not limit the sense of

the words, description, definition, phrase or term preceding those terms.
 
1.12. Any reference to this agreement terminating shall, where the context requires, include a reference to this agreement terminating by expiry.
 
2. Purpose of collaboration
 
2.1. The Parties agree to collaborate with each other in relation to the provision of the Treatments at the Clinic on the terms and conditions set out in this Agreement:
 
3. Commencement and duration
 
3.1. This agreement shall commence on the date when it has been signed by both parties.
 
3.2. Unless terminated earlier in accordance with clause 15 (Termination) or this clause, this agreement shall continue for 5 years (Initial Term) and shall automatically

extend for 5 years (Extended Term) at the end of the Initial Term and at the end of each Extended Term.
 
4. Pasithea’s obligations
 
4.1. Pasithea shall:
 

(a) Apply for and maintain a CQC licence for the provision of the Treatments at the Clinic;
 
(b) Market the Treatments;
 
(c) Arrange and pay for the fit-out of the consulting room at the Clinic, to a specification to be agreed between the parties;

 
(d) Develop operate and maintain a website for the Treatments to include online booking and payment for the Treatments (the Website);

 
(e) make bookings for and take payment from patients through the Website;
 
(f) provide suitably licensed and qualified staff and all pharmaceuticals and equipment necessary for the assessment of patients and provision of the Treatments
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(g) Assess patients for their suitability for the Treatments, and if appropriate;
 
(h) Administer the Treatments to patients at the Clinic.
 

5. Purecare’s obligations
 
5.1. Purecare shall:
 

(a) Provide consulting and treatment rooms at the Clinic
 
(b) Provide all pharmaceuticals and equipment necessary for the assessment of patients and provision of the Treatments.
 

6. Apportionment of Revenue
 
6.1. All revenue which results from the provision of the Treatments (whether or not the patients were introduced by Pasithea) shall be split in the following proportions:
 

(a) Purecare: 70%
 
(b) Pasithea: 30%
 

6.2. Pasithea shall not be entitled to any proportion of fees paid by patients introduced by Pasithea for treatments other than the Treatments.
 
6.3. Each Party shall bear its own costs of or in connection with the preparation and execution of this Agreement.
 
7. Parties’ responsibilities
 
7.1. Each party shall in relation to its obligations under this Agreement:
 

(a) use reasonable care and skill in performing such obligations;
 
(b) comply with good industry practice;
 
(c) comply with all laws applicable to it; and
 
(d) obtain and maintain consents, licences and permissions (statutory, regulatory, contractual or otherwise) that are necessary to enable it to comply with such

obligations.
 

7.2. Each party shall ensure that any employees or agents it uses in performing its obligations are suitably qualified, licenced and experienced.
 
7.3. To enable the parties to maximise the benefits of their collaboration, each party shall:
 

(a) engage the other in planning discussions in relation to the Project from time to time;
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(b) keep the other party informed about its own progress in relation to the Project; and

 
(c) facilitate regular discussions between appropriate members of its personnel and those of the other party in relation to each Project, including in relation to:
 

(i) performance and issues of concern in relation to each Project;
 
(ii) new developments and resource requirements;
 
(iii) compliance with deadlines; and
 
(iv) such other matters as may be agreed between the parties from time to time.
 

7.4. Each party shall:
 

(a) supply to the other party information and assistance reasonably requested by it relating to a Project as is necessary to enable that other party to perform its own
obligations in relation to the Project; and

 
(b) review documentation, including draft specifications or service descriptions or other technical documentation, for use when performing its obligations in

relation to a Project (if any), as soon as reasonably practicable at the request of the other party, and notify it of any errors or incorrect assumptions made in any
such documents so far as it is aware.

 
8. Invoicing and payment
 
8.1. Pasithea shall invoice and take payment from patients for the Treatments in advance of the Treatments being provided
 
8.2. Purecare shall invoice Pasithea on a [weekly/monthly] basis for 70% of their share of revenue as set out at clause 6.1
 
8.3. A party shall pay an invoice issued to it in accordance with this agreement within [30] days of the date of receiving the invoice.
 
8.4. If a party fails to make a payment due to the other Party under this agreement by the due date, then, without limiting the other party’s remedies, the defaulting party shall

pay interest on the overdue sum from the due date until payment of the overdue sum, whether before or after judgment.
 
8.5. Interest under this clause will accrue each day at 4% a year above the Bank of England’s base rate from time to time, but at 4% a year for any period when that base rate

is below 0%.
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9. Intellectual property rights
 
9.1. Each Party shall for the duration of this Agreement and indefinitely thereafter, to the exclusion of the other Party:
 

(a) remain the owner of all Intellectual Property Rights it owns at the date of this Agreement in any materials which it has created, including without limitation the
Intellectual Property Rights described in Schedule 4.

 
(b) reserve all of its rights in or to all Intellectual Property Rights at the date of this Agreement in materials created by a third party who has been commissioned by

such Party, including without limitation the Intellectual Property Rights described in Schedule 4.
 

9.2. Subject and without prejudice to Clause 8.1, Pasithea grants to Purecare for the duration of this Agreement a licence and right to use solely for the purposes of the
Project the right to use the name Pasithea in relation to the Treatments.

 
9.3. All Intellectual Property in the Website shall be the property of Pasithea.
 
10. Data protection
 
10.1. Subject to Clause 9.2, each Party consents to the holding and processing both electronically and manually of any data (including sensitive personal data as defined by the

Data Protection Act 2018) which relates to that Party or any Group Company of that Party or any of its or their staff or clients that the other Party collects in the course
of the Project and for compliance with applicable procedures, laws and regulations. Both Parties consent to the transfer of such personal information to third parties
whether or not outside the European Economic Area for administrative purposes and any other purposes where it is necessary or desirable for the other Party to do so.

 
10.2. Both Parties agree to:
 

(a) take appropriate technical and organisational measures against the unauthorised or unlawful processing of any data relating to the other Party or any of its or
their staff or clients and against accidental loss or destruction of, or damage to, any such data;

 
(b) process data relating to the other Party or any Group Company of such other Party, or any of its or their staff or clients, only in accordance with the other Party’s

instructions; and
 
(c) provide to the other Party such information regarding compliance with the requirements of this Clause 9 as that Party may from time-to-time reasonable require

to enable it to comply with its data protection obligations.
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11. Confidentiality

 
11.1. Each Party will keep confidential any information relating to the other Party that is provided or otherwise accessed in the course of this Agreement or otherwise in

relation to the Project. Neither Party shall disclose any information of the other Party without the consent of that Party, except in order to comply with law or regulation
or the order of a court of competent jurisdiction or as required in connection with legal proceedings relating to or arising out of this Agreement.

 
11.2. Subject to Clause 10.3, the Parties will keep confidential any information about the Project and neither Party shall disclose any information in relation to the Project

without the consent of the other Party.
 
11.3. Clause 10.2 shall not prevent the disclosure by either Party of any information:
 

(a) relating to the Project which is reasonably disclosed for the furtherance of the Project, except insofar as that information relates to the other Party, provided that
the disclosing party takes all steps that are commercially practicable to preserve the confidentiality of the information; or

 
(b) in order to comply with law or regulation or the order of a court of competent jurisdiction or as required in connection with legal proceedings relating to or

arising out of this Agreement.
 

11.4. The Parties’ obligations under this Clause 10 shall continue for the duration of this Agreement and shall survive termination of this Agreement unless or until the
information concerned becomes public knowledge or is otherwise in the public domain through no fault of the Party bound to keep its confidentiality under this Clause
11.

 
11.5. For the avoidance of doubt, the restrictions in this Agreement shall not apply to any information that was known by or in the possession of either Party prior to the date

of this Agreement.
 
12. Restrictive covenants
 
12.1. Each Party covenants that it will not, save with the prior written consent of the other Party (to be given or withheld at such other Party’s absolute discretion) for the

duration of this Agreement and for 12 months following the termination of this Agreement solicit or try to solicit the employment or engagement of any Key Employee
involved in the Project (whether or not such person would thereby breach their own contract of employment or engagement).

 
12.2. The covenants in this Clause 12 apply to actions carried out by the Parties in any capacity and whether directly or indirectly, by or on behalf of that Party, on behalf of

any person other than that Party, or jointly by that Party with any other person.
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12.3. The restrictions in this Clause 12 are considered by the Parties to be reasonable.
 
12.4. The provisions of this Clause 12 shall be severable and if any provision is held by a court of competent jurisdiction to be invalid, void or otherwise unenforceable, the

remaining provisions shall remain enforceable to the fullest extent permitted by law.
 
13. Insurance
 

During the term of this agreement and for a period of 6 years thereafter, Purecare shall maintain in force, with a reputable insurance company, professional indemnity
insurance in an amount not less than £5M and shall, on the other Pasithea’s request, produce both the insurance certificate giving details of cover and the receipt for the
current year’s premium.
 

14. Relationship between the parties
 
14.1. This Agreement relates only to the purpose set out in Clause 2.
 
14.2. No relationship of agency, joint venture or partnership shall exist or be deemed to exist between the Parties and, except as explicitly provided herein, no Party shall have

the authority to bind the other Party without that other Party’s prior written approval.
 
15. Termination
 
15.1. Notwithstanding Clause 3, either Party (the ‘Non-Defaulting Party’) may terminate this Agreement immediately at any time by giving written notice to the other Party in

the event that:
 

(a) such other Party or any of its employees, officers or agents, commits any serious or persistent default or breach of any obligation under this Agreement which is
either not capable of remedy or which, if capable of remedy, has not been remedied within 21 days of such default or breach having been notified to such other
Party;

 
(b) such other Party or any Group Company of such other Party is convicted of a criminal offence which materially and adversely affects the Project or the

business or reputation of the Non-Defaulting Party;
 
(c) such other Party has committed any act of fraud or dishonesty;
 
(d) such other Party or any Group Company of such other Party has done anything with the intention of bringing the Non-Defaulting Party or any of its Group

Companies into disrepute; or
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(e) such other Party suspends, or threatens to suspend, payment of its debts or is unable to pay its debts as they fall due or admits inability to pay its debts or

[(being a company or limited liability partnership) is deemed unable to pay its debts within the meaning of section 123 of the Insolvency Act 1986 as if the
words “it is proved to the satisfaction of the court” did not appear in sections 123(1)(e) or 123(2) of the Insolvency Act 1986;

 



(f) if the other party commences negotiations with all or any class of its creditors with a view to rescheduling any of its debts, or makes a proposal for or enters into
any compromise or arrangement with its creditors other than (being a company) for the sole purpose of a scheme for a solvent amalgamation of that other party
with one or more other companies or the solvent reconstruction of that other party;

 
(g) if a petition is filed, a notice is given, a resolution is passed, or an order is made, for or in connection with the winding up of that other party (being a company,

limited liability partnership or partnership) other than for the sole purpose of a scheme for a solvent amalgamation of that other party with one or more other
companies or the solvent reconstruction of that other party;

 
(h) if an application is made to court, or an order is made, for the appointment of an administrator, or if a notice of intention to appoint an administrator is given or

if an administrator is appointed, over the other party (being a company);
 
(i) i f the holder of a qualifying floating charge over the assets of that other party (being a company) has become entitled to appoint or has appointed an

administrative receiver;
 
(j) if a person becomes entitled to appoint a receiver over the assets of the other party or a receiver is appointed over the assets of the other party;
 
(k) if any event occurs, or proceeding is taken, with respect to the other party in any jurisdiction to which it is subject that has an effect equivalent or similar to any

of the events mentioned in clause (e)15.1(e) to clause 15.1(j) (inclusive);
 
(l) if the other party suspends or ceases, or threatens to suspend or cease, carrying on all or a substantial part of its business;
 
(m) if there is a change of control of the other party; or
 
(n) if Purecare ceases to be lawfully able to provide the Treatments.
 

15.2. Termination of this Agreement shall not prejudice or affect the rights of either Party against the other regarding any breach of this Agreement or in respect of any monies
payable by one Party to the other for the period prior to termination.

 
15.3. As soon as reasonably practicable after termination of this Agreement, each Party shall deliver up to the other Party or destroy all materials provided by the other Party,

together with any copies which remain in its possession, power or control, unless required in order to comply with any law or regulation or the order of a court of
competent jurisdiction.
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15.4. Any termination under this Clause 13 shall be without prejudice to the provisions of this Agreement which are expressed to have effect notwithstanding that termination,

and to any claims under this Agreement which either Party may have against the other and which subsist immediately prior to that termination.
 
16. Notices
 
16.1. Any notice or communication to a Party under this Agreement shall be in writing and shall be delivered either:
 

(a) by hand, first class post or courier to the address set out in this Agreement; or
 
(b) by email to the email address of such party set out below:
 

(i) Pasithea – craig@bonsaicap.com
 
(ii) Purecare – yassine@zenhealthcare.co.uk
 

16.2. A notice or communication delivered by hand or by courier is deemed to have been received:
 

(a) when delivered, if delivered before 6pm on a Business Day; or
 
(b) on the first Business Day following delivery, if delivered on or after 6pm on a Business Day or if delivered on a day which is not a Business Day.
 

16.3. A notice or communication sent by first class post is deemed to have been received on the second Business Day falling after the day on which it is posted.
 
16.4. A notice or other communication sent by email is deemed to have been received:
 

(a) upon delivery to the recipient’s server, if transmitted before 6pm on a Business Day without apparent error in the operation of the sender’s email system; or
 
(b) on the first Business Day following delivery to the recipient’s server, if transmitted on or after 6pm on a Business Day or if transmitted on a day which is not a

Business Day, in either case without apparent error in the operation of the sender’s email system.
 

17. Dispute Resolution
 
17.1. Any dispute relating to this Agreement which cannot be resolved by negotiation between the Parties within 28 days of either Party having given notice to the other Party

that a dispute has arisen shall be submitted to mediation pursuant to LCIA Rules.
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18. Assignment and other dealings
 
18.1. Neither party shall assign, transfer, mortgage, charge, subcontract, declare a trust over or deal in any other manner with any or all of its rights and obligations under this

agreement without the prior written consent of the other party.
 



19. Variation

 
19.1. No variation of this agreement shall be effective unless it is in writing and signed by the parties (or their authorised representatives).
 
19.2. Any variation of this agreement agreed by the parties in accordance with clause 19.1 shall be deemed to apply to all future Project Schedules entered into after the date of

such variation, but shall not apply to Project Schedules already in force at that date unless such variation specifically so provides.
 
20. Severance
 
20.1. If any provision or part-provision of this agreement is or becomes invalid, illegal or unenforceable, it shall be deemed modified to the minimum extent necessary to

make it valid, legal and enforceable. If such modification is not possible, the relevant provision or part-provision shall be deemed deleted. Any modification to or
deletion of a provision or part-provision under this clause shall not affect the validity and enforceability of the rest of this agreement.

 
20.2. If one party gives notice to the other of the possibility that any provision or part-provision of this agreement is invalid, illegal or unenforceable, the parties shall negotiate

in good faith to amend such provision so that, as amended, it is legal, valid and enforceable, and, to the greatest extent possible, achieves the intended commercial result
of the original provision.

 
21. Rights and remedies
 

The rights and remedies provided under this agreement are in addition to, and not exclusive of, any rights or remedies provided by law.
 

22. Counterparts
 
22.1. This agreement may be executed in any number of counterparts, each of which when executed shall constitute a duplicate original, but all the counterparts shall together

constitute the one agreement.
 
22.2. Transmission of the executed signature page of a counterpart of this agreement by email (in PDF, JPEG or other agreed format) shall take effect as delivery of an

executed counterpart of this agreement. If this method of delivery is adopted, without prejudice to the validity of the agreement thus made, each party shall
provide the others with the original of such counterpart as soon as reasonably possible thereafter.
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22.3. No counterpart shall be effective until each party has executed at least one counterpart.
 
23. Third party rights
 
23.1. This agreement does not give rise to any rights under the Contracts (Rights of Third Parties) Act 1999 to enforce any term of this agreement.
 
23.2. The rights of the parties to rescind or vary this agreement are not subject to the consent of any other person.
 
24. Further assurance
 

Each party shall, and shall use all reasonable endeavours to procure that any necessary third party shall, promptly execute and deliver such documents and perform such
acts as may reasonably be required for the purpose of giving full effect to this agreement.
 

25. Costs
 

Each party shall pay its own costs incurred in connection with the negotiation, preparation, and execution of this agreement.
 

26. Entire agreement
 
26.1. This agreement constitutes the entire agreement between the parties and supersedes and extinguishes all previous drafts, agreements, arrangements and understandings

between them, whether written or oral, relating to its subject matter.
 
26.2. Each party agrees that it shall have no remedies in respect of any representation or warranty (whether made innocently or negligently) that is not set out in this

agreement. No party shall have any claim for innocent or negligent misrepresentation based on any statement in this agreement.
 
27. Governing law
 

This agreement and any dispute or claim arising out of or in connection with it or its subject matter or formation (including non-contractual disputes or claims) shall be
governed by and construed in accordance with the law of England and Wales.
 

28. Jurisdiction
 

Each party irrevocably agrees that the courts of England and Wales shall have exclusive jurisdiction to settle any dispute or claim arising out of or in connection with this
agreement or its subject matter or formation (including non-contractual disputes or claims).
 

This agreement has been entered into on the date stated at the beginning of it.
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Signed for and on behalf of  /s/ Israel “Maxx” Abramowitz
Pasithea Therapeutics Limited  Israel “Maxx” Abramowitz
  Director
 
 



Signed for and on behalf of  /s/ Dr Yassine Bendiabdallah
Purecare Limited  Dr Yassine Bendiabdallah
  Director
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This agreement is dated 2020

 
Parties
 
(1) PASITHEA THERAPEUTICS LIMITED incorporated andregistered in England and Wales with company number 12621714 whose registered office is at 73 Cornhill,

London EC3V 3QQ (Pasithea)
 
(2) PORTMAN HEALTH LTD incorporated and registered in England and Wales with company number 11077807 whose registered office is at 3d Baker Street, London

W1U 8ED (Portman)
 
BACKGROUND
 
(A) Pasithea has developed a branded booking system for patients interested in ketamine infusion treatment (the Treatments).
 
(B) Portman operates a health clinic at 3d Baker Street, London W1U 8ED known as Zen Baker Street Clinic (the Clinic).

 
(C) Pasithea and Portman have agreed to collaborate on the provision of the Treatments at the Clinic on the terms of this agreement.
 
Agreed terms
 
1. Interpretation
 
1.1. The definitions and rules of interpretation in this clause apply in this agreement.
 

Business Day means a day other than a Saturday, Sunday or bank or other public holiday in England;
 
Clinic means Zen Baker Street Clinic, 3d Baker Street, London W1U 8ED
 
CQC means the Quality Care Commission
 
Group Company means in relation to either Party, any of such Party’s Subsidiaries or Holding Companies from time to time, or any Subsidiary from time to time of any
such Holding Company, and Group Companies shall be construed accordingly;
 
Intellectual Property Rights means all rights available for the protection of any discovery, invention, name, design, process or works in which copyright subsists and all
patents, copyrights, registered designs, design rights, trade marks, service marks, trade secrets, other unpublished information and other forms of protection from time to
time subsisting in relation to the same, including the right to apply for any such protection;
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Key Employee means any person who immediatelyprior to termination of this Agreement worked on the Project and was a management level employee of either Party,
or who was in a position from which he or she had access to confidential information of that Party to a material extent (other than employeeswith purely clerical or
secretarial roles);
 
LCIA means the London Court of International Arbitration;
 
LCIA Rules means the rules of the LCIA;
 
Party means either Pasithea or Portman, together the ‘Parties’;
 
Project means the collaboration between the Parties described in Clause 2.1;
 
Subs idiary and Holding Company in relation to a company means, respectively, ’subsidiary’ and ‘holding company’ as defined in section 1159 Companies Act 2006.
 
Treatments means ketamine infusion treatments and any other treatments agreed by the parties from time to time
 
Website means the website and online booking system referred to at clause 4.1(b)
 

1.2. Clause and paragraph headings shall not affect the interpretation of this agreement.
 
1.3. References to clauses are to the clauses of this agreement and references to paragraphs are to paragraphs of the Schedule.
 
1.4. A person includes a natural person, corporate or unincorporatedbody (whether or not having separate legal personality) [and that person’s personal representatives,

successors and permitted assigns].
 
1.5. A reference to a company shall include any company, corporation or other body corporate, wherever and however incorporated or established.
 
1.6. Unless the context otherwise requires, words in the singular shall include the plural and in the plural shall include the singular.
 
1.7. Unless the context otherwise requires, a reference to one gender shall include a reference to the othergenders.
 
1.8. A reference to any party shall include that party’s personal representatives, successors and permitted assigns.
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1.9. A reference to writing or written includes fax and email.



 
1.10. Any obligation on a party not to do something includes an obligation not to allow that thing to be done.
 
1.11. Any words following the terms including, include, in particular, for example or any similar expression shall be construed as illustrative and shall not limit the sense of

the words, description, definition, phrase or term preceding those terms.
 
1.12. Any reference to this agreement terminating shall, where the context requires, include a reference to this agreementterminating by expiry.
 
2. Purpose of collaboration
 
2.1. The Parties agree to collaborate with each other in relation to the prov1s1on of the Treatments at the Clinic on the terms and conditions set out in this Agreement:
 
3. Commencement and duration
 
3.1. This agreement shall commence on the date when it has been signed by both parties.
 
3.2. Unless terminated earlier in accordance with clause 15 (Termination) or this clause, this agreement shall continue for 5 years (Initial Term) and shall automatically

extend for 5 years (ExtendedTerm) at the end of the Initial Term and at the end of each Extended Term.
 
4. Pasithea’s obligations
 
4.1. Pasithea shall:
 

(a) Apply for and maintain a CQC licence for the provision of the Treatments at the Clinic;
 

(b) Market the Treatments;
 
(c) Arrange and pay for the fit-out of the consulting room at the Clinic, to a specification to be agreed between the parties;

 
(d) Develop operate and maintain a website for the Treatments to include online booking and payment for the Treatments (the Website);

 
(e) make bookings for and take payment from patients through the Website;
 
(f) provide suitably licensed and qualified staff and all pharmaceuticals and equipment necessary for the assessment of patients and provision of the Treatments
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(g) Assess patients for their suitability for the Treatments, and if appropriate;

 
(h) Administer the Treatments to patients at the Clinic.
 

5. Portman’s obligations
 
5.1. Portman shall:
 

(a) Provide consulting and treatment rooms at the Clinic
 
(b) Provide all pharmaceuticals and equipment necessary for the assessment of patients and provision of the Treatments.
 

6. Apportionment of revenue
 
6.1. All revenue which results from the provision of the Treatments (whether or not the patients were introduced by Pasithea) shall be split in the following proportions:
 

(a) Portman: 70%
 
(b) Pasithea: 30%
 

6.2. Pasithea shall not be entitled to any proportion of fees paid by patients introduced by Pasitheafor treatments other than the Treatments.
 
6.3. Each Party shall bear its own costs of or in connection with the preparation and execution of this Agreement.
 
7. Parties’ responsibilities
 
7.1. Each party shall in relation to its obligations under this Agreement:
 

(a) use reasonable care and skill in performing such obligations; (b) comply with good industry practice;
 
(c) comply with all laws applicable to it; and
 
(d) obtain and maintain consents, licences and permissions (statutory, regulatory, contractual or otherwise) that are necessary to enable it to comply with such

obligations.
 

7.2. Each party shall ensure that any employees or agents it uses in performing its obligations are suitably qualified, licenced and experienced.
 
7.3. To enable the parties to maximise the benefits of their collaboration, each party shall:
 

(a) engage the other in planning discussions in relation to the Project from time to time;
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(b) keep the other party informed about its own progress in relation to the Project; and

 
(c) facilitate regular discussions between appropriate members of its personnel and those of the other party in relation to each Project, including in relation to:

 
(i) performance and issues of concern in relation to each Project;
 
(ii) new developments and resource requirements;
 
(iii) compliance with deadlines; and
 
(iv) such other matters as may be agreed between the parties from time to time.

 
7.4. Each party shall:
 

(a) supply to the other party information and assistance reasonably requested by it relating to a Project as is necessary to enable that other party to perform its own
obligations in relation to the Project; and

 
(b) review documentation, including draft specifications or service descriptions or other technical documentation, for use when performing its obligations in

relation to a Project (if any), as soon as reasonably practicable at the request of the other party, and notify it of any errors or incorrect assumptions made in any
such documents so far as it is aware.

 
8. Invoicing and payment
 
8.1. Pasithea shall invoice and take payment from patients for the Treatments in advance of the Treatments being provided

 
8.2. Portman shall invoice Pasithea on a [weekly/monthly]basis for 70% of their share of revenue as set out at clause 6.1
 
8.3. A party shall pay an invoice issued to it in accordance with this agreement within 30 days of the date of receiving the invoice.
 
8.4. If a party fails to make a payment due to the other Party under this agreement by the due date, then, without limiting the other party’s remedies, the defaulting party shall

pay interest on the overdue sum from the due date until payment of the overdue sum, whether before or after judgment.
 
8.5. Interest under this clause will accrue each day at 4% a year above the Bank of England’s base rate from time to time, but at 4% a year for any period when that base rate

is below 0%.
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9. Intellectual property rights
 
9.1. Each Party shall for the duration of this Agreement and indefinitely thereafter, to the exclusion of the other Party:
 

(a) remain the owner of all Intellectual Property Rights it owns at the date of this Agreement in any materials which it has created, including without limitation the
Intellectual Property Rights described in Schedule 4.

 
(b) reserve all of its rights in or to all Intellectual Property Rights at the date of this Agreement in materials created by a third party who has been commissioned by

such Party, including without limitation the Intellectual Property Rights described in Schedule 4.
 

9.2. Subject and without prejudice to Clause 8.1, Pasithea grants to Portman for the duration of this Agreement a licence and right to use solely for the purposes of the Project
the right to use the name Pasithea in relation to the Treatments.

 
9.3. All Intellectual Property in the Website shall be the property of Pasithea.
 
10. Data protection
 
10.1. Subject to Clause 9.2, each Party consents to the holding and processing both electronically and manually of any data (including sensitive personal data as defined by the

Data Protection Act 2018) which relates to that Party or any Group Company of that Party or any of its or their staff or clients that the other Party collects in the course
of the Project and for compliance with applicable procedures, laws and regulations. Both Parties consent to the transfer of such personal information to third parties
whether or not outside the European Economic Area for administrative purposes and any other purposes where it is necessary or desirable for the other Party to do so.

 
10.2. Both Parties agree to:
 

(a) take appropriate technical and organisationalmeasures against the unauthorised or unlawful processing of any data relating to the other Party or any of its or
their staff or clients and against accidental loss or destruction of, or damage to, any such data;

 
(b) process data relating to the other Party or any Group Company of such other Party, or any of its or their staff or clients, only in accordance with the other

Party’s instructions; and
 
(c) provide to the other Party such information regarding compliance with the requirements of this Clause 9 as that Party may from time-to-time reasonable require

to enable it to comply with its data protection obligations.
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11. Confidentiality
 



11.1. Each Party will keep confidential any information relating to the other Party that is provided or otherwise accessed in the course of this Agreement or otherwise in
relation to the Project. Neither Party shall disclose any information of the other Party without the consent of that Party, except in order to comply with law or regulation
or the order of a court of competent jurisdiction or as required in connection with legal proceedings relating to or arising out of this Agreement.

 
11.2. Subject to Clause 10.3, the Parties will keep confidential any information about the Project and neither Party shall disclose any information in relation to the Project

without the consent of the other Party.
 
11.3. Clause 10.2 shall not prevent the disclosure by either Party of any information:
 

(a) relating to the Project which is reasonably disclosed for the furtherance of the Project, except insofar as that informationrelates to the other Party, provided that
the disclosing party takes all steps that are commercially practicable to preserve the confidentiality of the information; or

 
(b) in order to comply with law or regulation or the order of a court of competent jurisdiction or as required in connection with legal proceedings relating to or

arising out of this Agreement.
 

11.4. The Parties ’ obligations under this Clause 10 shall continue for the duration of this Agreement and shall survive termination of this Agreement unless or until the
information concerned becomes public knowledge or is otherwise in the public domain through no fault of the Party bound to keep its confidentiality under this Clause
11.

 
11.5. For the avoidance of doubt, the restrictions in this Agreement shall not apply to any information that was known by or in the possession of either Party prior to the date

of this Agreement.
 
12. Restrictive covenants
 
12.1. Each Party covenants that it will not, save with the prior written consent of the other Party (to be given or withheld at such other Party’s absolute discretion) for the

duration of this Agreement and for 12 months following the termination of this Agreement solicit or try to solicit the employment or engagement of any Key Employee
involved in the Project (whether or not such person would thereby breach their own contract of employment or engagement).

 
12.2. The covenants in this Clause 12 apply to actions carried out by the Parties in any capacity and whether directly or indirectly, by or on behalf of that Party, on behalf of

any person other than that Party, or jointly by that Party with any other person.
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12.3. The restrictions in this Clause 12 are considered by the Parties to be reasonable.
 
12.4. The provisions of this Clause 12 shall be severable and if any provision is held by a court of competent jurisdiction to be invalid, void or otherwise unenforceable, the

remaining provisions shall remain enforceable to the fullest extent permitted by law.
 
13. Insurance
 

During the term of this agreement and for a period of 6 years thereafter, Portman shall maintain in force, with a reputable insurance company, professional indemnity
insurance in an amount not less than £5M and shall, on the other Pasithea’s request, produce both the insurance certificate giving details of cover and the receipt for the
current year’s premium.
 

14. Relationship between the parties
 
14.1. This Agreement relates only to the purpose set out in Clause 2.
 
14.2. No relationship of agency, joint venture or partnership shall exist or be deemed to exist between the Parties and, except as explicitly provided herein, no Party shall have

the authority to bind the other Party without that other Party’s prior written approval.
 
15. Termination
 
15.1. Notwithstanding Clause 3, either Party (the ‘Non-Defaulting Party’) may terminate this Agreement immediately at any time by giving written notice to the other Party in

the event that:
 

(a) such other Party or any of its employees, officers or agents, commits any serious or persistent default or breach of any obligation under this Agreement which is
either not capable of remedy or which, if capable of remedy, has not been remedied within 21 days of such default or breach having been notified to such other
Party;

 
(b) such other Party or any Group Company of such other Party is convicted of a criminaloffence which materially and adversely affects the Project or the business

or reputation of the Non-Defaulting Party;
 

(c) such other Party has committed any act of fraud or dishonesty;
 

(d) such other Party or any Group Company of such other Party has done anything with the intention of bringing the Non-Defaulting Party or any of its Group
Companies into disrepute; or
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(e) such other Party suspends, or threatens to suspend, payment of its debts or is unable to pay its debts as they fall due or admits inability to pay its debts or

[(being a company or limited liability partnership) is deemed unable to pay its debts within the meaning of section 123 of the Insolvency Act 1986 as if the
words “it is proved to the satisfaction of the court” did not appear in sections 123(1)(e) or 123(2) of the Insolvency Act 1986;
 

(f) if the other party commences negotiations with all or any class of its creditors with a view to rescheduling any of its debts, or makes a proposal for or enters into
any compromise or arrangement with its creditors other than (being a company) for the sole purpose of a scheme for a solvent amalgamation of that other party
with one or more other companies or the solvent reconstruction of that other party;



 
(g) if a petition is filed, a notice is given, a resolution is passed, or an order is made, for or in connection with the winding up of that other party (being a company,

limited liability partnership or partnership) other than for the sole purpose of a scheme for a solvent amalgamation of that other party with one or more other
companies or the solvent reconstruction of that other party;

 
(h) if an application is made to court, or an order is made, for the appointment of an administrator, or if a notice of intention to appoint an administrator is given or

if an administrator is appointed, over the other party (being a company);
 
(i) if the holder of a qualifying floating charge over the assets of that other party (being a company) has become entitled to appoint or has appointed an

administrative receiver;
 
(U) if a person becomes entitled to appoint a receiver over the assets of the other party or a receiver is appointed over the assets of the other party;
 
(k) if any event occurs, or proceeding is taken, with respect to the other party in any jurisdiction to which it is subject that has an effect equivalent or similar to any

of the events mentioned in clause (e)15.1(e) to clause 15.1U) (inclusive);
 
(1) if the other party suspends or ceases, or threatens to suspend or cease, carrying on all or a substantial part of its business;
 
(m) if there is a change of control of the other party; or
 
(n) if Portman ceases to be lawfully able to provide the Treatments.
 

15.2. Termination of this Agreement shall not prejudice or affect the rights of either Party against the other regarding any breach of this Agreement or in respect of any monies
payable by one Party to the other for the period prior to termination.

 
15.3. As soon as reasonably practicable after termination of this Agreement, each Party shall deliver up to the other Party or destroy all materials provided by the other Party,

together with any copies which remain in its possession, power or control, unless required in order to comply with any law or regulation or the order of a court of
competent jurisdiction.
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15.4. Any termination under this Clause 13 shall be without prejudice to the provisions of this Agreement which are expressed to have effect notwithstanding that termination,

and to any claims under this Agreement which either Party may have against the other and which subsist immediately prior to that termination.
 
16. Notices
 
16.1. Any notice or communication to a Party under this Agreement shall be in writing and shall be delivered either:
 

(a) by hand, first class post or courier to the address set out in this Agreement; or
 
(b) by email to the email address of such party set out below:
 

(i) Pasithea - craig@bonsaicap.com
 
(ii) Portman - yassine@zenhealthcare.co.uk
 

16.2. A notice or communication delivered by hand or by courier is deemed to have been received:
 

(a) when delivered, if delivered before 6pm on a Business Day; or
 

(b) on the first Business Day following delivery, if delivered on or after 6pm on a Business Day or if delivered on a day which is not a Business Day.
 

16.3. A notice or communication sent by first class post is deemed to have been received on the second Business Day falling after the day on which it is posted.
 
16.4. A notice or other communicationsent by email is deemed to have been received:
 

(a) upon delivery to the recipient’s server, if transmitted before 6pm on a Business Day without apparent error in the operation of the sender’s email system; or
 

(b) on the first Business Day following delivery to the recipient’s server, if transmitted on or after 6pm on a Business Day or if transmitted on a day which is not a
Business Day, in either case without apparent error in the operation of the sender’s email system.
 

17. Dispute Resolution
 

17.1. Any dispute relating to this Agreement which cannot be resolvedby negotiation between the Parties within 28 days of either Party having given notice to the other Party
that a dispute has arisen shall be submitted to mediation pursuant to LCIA Rules.
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18. Assignment and other dealings
 
18.1. Neither party shall assign, transfer, mortgage, charge, subcontract, declare a trust over or deal in any other manner with any or all of its rights and obligations under this

agreement without the prior written consent of the other party.
 
19. Variation
 
19.1. No variation of this agreement shall be effective unless it is in writing and signed by the parties (or their authorised representatives).
 



19.2. Any variation of this agreement agreed by the parties in accordance with clause- shall be deemed to apply to all future Project Schedules entered into after the date of
such variation, but shall not apply to Project Schedules already in force at that date unless such variation specifically so provides.

 
20. Severance
 
20.1. If any provision or part-provision of this agreement is or becomes invalid, illegal or unenforceable, it shall be deemed modified to the minimum extent necessary to

make it valid, legal and enforceable. If such modification is not possible, the relevant provision or part- provision shall be deemed deleted. Any modification to or
deletion of a provision or part- provision under this clause shall not affect the validity and enforceability of the rest of this agreement.

 
20.2. If one party gives notice to the other of the possibility that any provision or part-provision of this agreement is invalid, illegal or unenforceable,the parties shall negotiate

in good faith to amend such provision so that, as amended, it is legal, valid and enforceable, and, to the greatest extent possible, achieves the intended commercial result
of the original provision.

 
21. Rights and remedies
 

The rights and remedies provided under this agreement are in addition to, and not exclusive of, any rights or remedies provided by law.
 

22. Counterparts
 
22.1. This agreement may be executed in any number of counterparts, each of which when executed shall constitute a duplicate original, but all the counterparts shall together

constitute the one agreement.
 
22.2. Transmission of the executed signature page of a counterpart of this agreement by email (in PDF, JPEG or other agreed format) shall take effect as delivery of an

executed counterpart of this agreement. If this method of delivery is adopted, without prejudice to the validity of the agreement thus made, each party shall provide the
others with the original of such counterpart as soon as reasonably possible thereafter.
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22.3. No counterpart shall be effective until each party has executed at least one counterpar.t
 
23. Third party rights
 
23.1. This agreement does not give rise to any rights under the Contracts (Rights of Third Parties) Act 1999 to enforce any term of this agreement.
 
23.2. The rights of the parties to rescind or vary this agreement are not subject to the consent of any other person.
 
24. Further assurance
 

Each party shall, and shall use all reasonable endeavours to procure that any necessary third party shall, promptly execute and deliver such documents and perform such
acts as may reasonably be required for the purpose of giving full effect to this agreement.
 

25. Costs
 

Each party shall pay its own costs incurred in connection with the negotiation, preparation, and execution of this agreement.
 

26. Entire agreement
 
26.1. This agreement constitutes the entire agreement between the parties and supersedes and extinguishes all previous drafts, agreements, arrangements and understandings

between them, whether written or oral, relating to its subject matter.
 
26.2. Each party agrees that it shall have no remedies in respect of any representation or warranty (whether made innocently or negligently) that is not set out in this

agreement. No party shall have any claim for innocent or negligent misrepresentation based on any statement in this agreement.
 
27. Governing law
 

This agreement and any dispute or claim arising out of or in connection with it or its subject matter or formation (including non-contractual disputes or claims) shall be
governed by and construed in accordance with the law of England and Wales.
 

28. Jurisdiction
 

Each party irrevocably agrees that the courts of England and Wales shall have exclusive jurisdiction to settle any dispute or claim arising out of or in connection with this
agreement or its subject matter or formation (including non-contractual disputes or claims).
 

This agreement has been entered into on the date stated at the beginning of it.
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Signed for and on behalf of  /s/ Israel Maxx Abramowitz
Pasithea Therapeutics Limited  Israel Maxx Abramowitz
  Director

 
 

Signed for and on behalf of  /s/ Dr Yassine Bendiabdallah
Portman Health Limited   
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Exhibit 10.3
 

BUSINESS SUPPORT SERVICES AGREEMENT
 

This Business Support Services Agreement (the “Agreement”) dated [●] is between Nadelson Medical PLLC, a New York Professional Limited Liability Company
(the “Professional Company”) and Pasithea Clinics Corp., an independent Delaware corporation (the “Service Company”). The Professional Company and the Service
Company are collectively referred to herein as the “Parties.”

 
RECITALS

 
A. The Professional Company is engaged in the provision of professional medical services (the “Practice”) at practice sites, which may include patient homes (the

“Practice Sites”), in the jurisdictions listed on Exhibit A (the “Applicable States”), and the Professional Company’s professional clinical staff (the “Clinical Professionals”) hold
all licenses and permits necessary to engage in the Practice in the Applicable States in which they practice.

 
B. The Professional Company, as a professional services company independent of the Service Company, desires to engage the Service Company exclusively to provide

and arrange certain non-professional administrative and business support services required to support the Professional Company’s professional clinical operations, provided that
the Service Company is not being engaged to administer or direct the clinical operation of the Professional Company.

 
AGREEMENT

 
The Parties hereby agree as follows:
 

ARTICLE I
ENGAGEMENT AND AUTHORITY

 
1.1 Engagement of the Service Company. On the terms of this Agreement, the Professional Company hereby engages the Service Company, and the Service

Company hereby accepts engagement by the Professional Company, exclusively to provide and/or arrange for a license to the Intellectual Property described in Section 2.4 and
the provision of the Support Services described in Article II and Exhibit B to the Professional Company. The Professional Company expressly acknowledges that the Service
Company may subcontract with third-parties for the Intellectual Property and the performance of certain Support Services in accordance with the terms set forth herein and
applicable Laws. The Service Company shall use commercially reasonable efforts to provide prior notice to the Professional Company of all such subcontracted services.

 
1.2 Relationship of Parties. In performing their respective duties and obligations under this Agreement, the Parties are independent contractors. The Parties do not

intend to be joint venturers, partners or employees of each other.
 
1.3 Conduct of Professional Practice. The Professional Company will solely and exclusively control the provision of professional clinical services, and the Service

Company will neither have nor exercise any control or discretion over the methods by which the Clinical Professionals render professional clinical services. Nothing in this
Agreement will be construed to alter or otherwise affect the legal, ethical or professional relationships between and among the Professional Company, the Clinical Professionals
and their patients, nor does anything in this Agreement abrogate any right, privilege or obligation arising from or related to the physician-patient relationship. All clinical
decisions made by physicians and other providers of the Professional Company shall be made in compliance with all Health Care Laws and in accordance with the best interests
of the patient based upon the independent clinical judgment of the providers involved in such patient’s care. All medical services rendered to patients of the Professional
Company and its affiliates shall be medically necessary and all patient referrals shall be for medically necessary services.

 

 

 

 
ARTICLE II

SUPPORT SERVICES
 

2.1 General Authority.
 

(a) Except to the extent prohibited by applicable Laws and subject to the limitations set forth in this Agreement, the Service Company will provide or arrange
for the provision of all non-professional administrative and business support services required to support the Professional Company’s professional clinical operations, including
the services set forth in this Article II and Exhibit B (the “Support Services”) and the Service Company will be the Professional Company’s exclusive provider of Support
Services. The foregoing notwithstanding, the Service Company will not provide any service set forth in Section 2.7 or that constitutes the clinical practice of medicine or the
provision of professional medical services in violation of applicable Law.

 
(b) The Professional Company expressly authorizes the Service Company to perform the Support Services in the manner that the Service Company reasonably

deems appropriate to meet the day-to-day business needs of the Professional Company, including the performance of specific business office functions at locations other than
the Practice Sites. The Professional Company will not prevent the Service Company from providing, or causing to be provided, and the Service Company will provide or cause
to be provided, the Support Services in a business-like manner and in compliance with (i) all applicable Laws, (ii) all Orders by which the Parties are bound or to which the
Parties are subject, (iii) the standards, rules and regulations of the United States Department of Health and Human Services and any other federal, state or local government
agency or Third-Party Payor exercising authority with respect to, accrediting or providing reimbursement for, the Professional Company or the Practice, as applicable, and (iv)
the standards, rules and regulations of any accreditation agencies who accredit the Professional Companies’ operations and/or facilities.

 
2.2 Billing and Collection.
 

(a) Authorization. The Professional Company hereby authorizes the Service Company to bill and collect for all clinical services rendered by the Professional
Company and all other amounts payable to the Professional Company, including all amounts due for all services furnished by or under the supervision of the Clinical
Professionals acting for or on behalf of the Professional Company. To facilitate such billing and collection services, the Professional Company will cause the Clinical
Professionals to endorse and deliver to the Professional Company promptly all payments received by them in respect of any services rendered and products sold by or on behalf
of the Professional Company. The Professional Company, in accordance with applicable Law, hereby grants to the Service Company an exclusive, special power of attorney
and appoints the Service Company as an exclusive and lawful agent and attorney-in-fact to:

 
(i) submit bills to patients, in the Professional Company’s name and on the Professional Company’s behalf, for the payment, reimbursement or

indemnification of services rendered and products provided to patients by or on behalf of the Professional Company,
 
(ii) collect all receivables for services rendered and products provided to the Professional Company’s patients by or on behalf of the Professional

Company and administer the deposit of all collected amounts into a Lockbox Account, which are and will remain in the Professional Company’s name,
 
(iii) collect from the Professional Company all cash received by the Professional Company (including patient co-payments, co-insurance and

deductibles and accounts receivable) for deposit into the Lockbox Account,
 



-2-

 

 
(iv) subject to the approval of Professional Company, make demand with respect to, settle, compromise and adjust any claims and to coordinate with

collections agencies (approved by the Professional Company) to commence any suit, action or proceeding to collect upon such claims,
 
(v) take possession of and endorse, in the name of the Professional Company or any of its Clinical Professionals, any negotiable instrument received

as payment for any services rendered or products provided by or on behalf of the Professional Company,
 
(vi) transfer from the Operating Account, to an account designated by the Service Company, amounts sufficient to pay all outstanding Service Fees,

expense reimbursements and other amounts due to the Service Company under this Agreement or the Deficit Funding Loan Agreement consistent with terms of this Agreement,
and

 
(vii) sign negotiable instruments on the Professional Company’s behalf and to make withdrawals from the Operating Account to pay the Professional

Company’s expenses, including outstanding Service Fees, expense reimbursements and other amounts due to the Service Company under this Agreement or the Deficit Funding
Loan Agreement, and as otherwise requested by the Professional Company.

 
(b) Bank Documentation.
 

(i) Promptly upon the Service Company’s request, the Professional Company will execute and deliver to the Service Company for further delivery to
any financial institution at which any Operating Account or Lockbox Account is maintained, such additional documents and instruments as may be necessary to evidence the
power of attorney granted to the Service Company by the Professional Company pursuant to Section 2.2(a). So long as the Service Company has power of attorney pursuant to
Section 2.2(a), the Professional Company will not take any action that interferes with the transfer of funds to the Operating Account from the Lockbox Account, nor will the
Professional Company or its agents remove, withdraw or authorize the removal or withdrawal of any funds from the Lockbox Account for any purpose except to accomplish the
transfer of funds described in Section 2.2(a)(vi) and Section 2.2(a)(vii).

 
(ii) The Service Company will use the Operating Account only for the purposes specified in this Agreement and, with respect to the Operating

Account, will use commercially reasonable efforts not to commingle Professional Company funds with funds from other sources. If any commingling inadvertently occurs, the
Service Company will use commercially reasonable efforts to correct, as soon as reasonably practicable, any mistakes that the Service Company discovers with regard to such
commingling.

 
(c) Power of Attorney. The power of attorney granted under this Section 2.2 expires on the last calendar day of the Term; provided that the power of attorney

will continue in limited effect until one (1) year following the end of the Term for purposes of submitting claims for and collecting receivables arising from services rendered
and products provided by or on behalf of the Professional Company before the end of the Term.

 
2.3 Accounts.
 

(a) Professional Company Accounts. The Professional Company hereby authorizes the Service Company to establish, for the Professional Company’s
benefit, certain bank accounts, including one designated the “Lockbox Account” and one designated the “Operating Account.” The Lockbox Account will be in the Professional
Company’s name, and the Professional Company will have sole ownership over the Lockbox Account. To facilitate the Service Company’s revenue cycle management
functions under this Agreement, the Operating Account will be in the Service Company’s name and maintained for the Professional Company’s benefit.
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(b) Lockbox Account. All payments due in respect of services rendered and products provided by or on behalf of the Professional Company, and any other

amounts payable to the Professional Company, will be directed to the Lockbox Account. The Professional Company will enter into an agreement with a financial institution
chosen by the Parties to (i) establish and service the Lockbox Account subject to the requirements of this Agreement (including the power of attorney granted under Section
2.2), (ii) facilitate the collection and negotiation of payments from patients and the deposit of such payments into the Lockbox Account and (iii) sweep all funds from the
Lockbox Account into the Operating Account on a daily basis. Except in connection with a termination of this Agreement in accordance with Section 5.2(b), any modification or
revocation of such authorization and instructions by the Professional Company without the Service Company’s prior written consent will be a material breach of this
Agreement.

 
(c) Operating Account. The Service Company will use the Operating Account to receive funds from the Lockbox Account and pay Professional Company

expenses (including Clinical Professional compensation and associated payroll taxes and withholdings, as well as other expenses identified in the Budget), amounts due under
this Agreement and the Deficit Funding Loan Agreement and such other reimbursable expenses as the Service Company may pay on the Professional Company’s behalf
consistent with terms of this Agreement. Such persons as the Service Company may designate from time to time will be authorized signatories on the Operating Account.
Except in connection with a termination of this Agreement in accordance with Section 5.2(b), any modification or revocation of such authorization and instructions by the
Professional Company without the Service Company’s prior written consent will be a material breach of this Agreement.

 
(d) Professional Company Payroll Account. The Service Company may transfer funds from the Operating Account to a payroll account owned and

controlled by the Professional Company for purposes of funding the Professional Company’s upcoming payroll needs.
 
(e) Accounts Generally. Should the Professional Company, in consultation with the Service Company, decide to open any new bank or other account, such

account will be designated as a Lockbox Account and subject to the corresponding requirements of Section 2.3(b). The Professional Company will deposit and hold all
Professional Company funds in a Lockbox Account, subject to the transfer of such funds to the Operating Account in accordance with Section 2.3(b).

 
2.4 Intellectual Property License. The Service Company grants to the Professional Company a limited, non-exclusive, non-sublicensable, revocable and non-

transferable right and license to use the following intellectual property assets during the Term solely in connection with the Service Company’s provision of the Support Services
and support for the Professional Company’s professional clinical operations (collectively, the “Intellectual Property”):

 
(a) the Service Company’s online scheduling and payment software system accessible via the Service Company’s website (the “System”),
 
(b) the Service Company’s computer hardware and servers, network software system, proprietary patient case management and medical record software

programs, commercial phone support system technologies and business support technology software, and
 
(c) the logos, trademarks, trade names, service marks and related manuals and proprietary documentation developed by or for or used by the Service

Company in the provision of the Support Services and support for the Professional Company’s professional clinical operations.
 

All proprietary rights, ownership and goodwill in the Intellectual Property will inure and belong to Service Company. Neither the license granted under this Section 2.4 nor the



use by the Professional Company and its agents of the Intellectual Property creates any interest or right, express or implied, in the Intellectual Property with respect to the
Professional Company beyond such limited license and right to use. The Professional Company hereby covenants not to assert any claim to any Intellectual Property and will
cooperate fully with the Service Company in protecting all rights and interests of the Service Company and its Affiliates in and to the Intellectual Property. The Professional
Company will not use or permit the use of any Intellectual Property in a manner that may contravene applicable Law or impair the validity or enforceability of any rights or
interests in the Intellectual Property. If requested by the Service Company, the Professional Company will enter into any separate license agreement as the Service Company
may reasonably request and is consistent with the terms of this Section 2.4.
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2.5 Use of the System. The Professional Company will: (i) ensure that all Authorized Personnel maintain the confidentiality and security of their passwords and

immediately notify the Service Company of any unauthorized use of their passwords or other security concerns of which the Professional Company or any Authorized Personnel
become aware; and (ii) promptly de-activate the user ID of any Authorized Personnel who terminates his/her employment or contract with the Professional Company or no
longer requires access to the System. The Services Company will: (a) make the System available to the Professional Company pursuant to this Agreement and the applicable
order forms, (b) provide the Professional Company standard and upgraded support for accessing the System at no additional charge, (c) use commercially reasonable efforts to
make the System available 24 hours a day, 7 days a week, except for: (i) planned downtime (of which the Services Company shall give at least 8 hours electronic notice and
which the Services Company shall schedule to the extent practicable during the weekend hours between 6:00 p.m. Friday and 3:00 a.m. Monday Central time), and (ii) any
unavailability caused by circumstances beyond the Service Company’s reasonable control, including, for example, an act of God, act of government, flood, fire, earthquake,
civil unrest, act of terror, strike or other labor problem (other than one involving Service Company employees), Internet service provider failure or delay, non-Service Company
applications, or denial of service attack, and (d) provide the System in accordance with applicable Law and government regulations when used according to this Agreement
(collectively, the “System Support Services”).

 
2.6 Support Personnel. The Service Company will provide to the Professional Company all non-professional clinical support personnel reasonably required to provide

local practice support for the Professional Company’s professional clinical operations (the “Support Personnel”). The Support Personnel will perform their services at the
Professional Company’s clinical locations as directed by the Professional Company and during normal business hours, as may be coordinated by the Parties on a location-by-
location basis.

 
(a) If the Professional Company has any questions or concerns regarding the qualifications or performance of any Support Personnel, the Professional

Company will share such concerns and the basis thereof with the Service Company and cooperate and assist the Service Company in attempting to correct the problem to the
satisfaction of all Parties. The Service Company shall take commercially reasonable steps to resolve, consistent with sound business practice, any such reasonable concern,
including if warranted, the immediate removal and, within a reasonable period of time, replacement of such Support Personnel with another person of similar skills and
expertise.

 
(b) The Professional Company will reimburse the Service Company for all direct expenses incurred by the Service Company in providing the Support

Personnel and all reasonable and necessary out-of-pocket expenses incurred and paid by the Service Company or the Support Personnel during the Term in rendering their
services pursuant to this Section 2.6.

 
(c) All Support Personnel will be and remain employees of or contractors to the Service Company, and no employment relationship is intended between any

of the Support Personnel and the Professional Company.
 
(d) The Service Company will provide medical, dental, health and life insurance and other benefits to the Support Personnel, and the Professional Company

will not be directly responsible for any such benefits, nor will the Support Personnel be entitled to participate in the employee benefit plans provided by the Professional
Company to its employees.
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(e) The Service Company will be responsible for paying all federal, state and local tax withholding obligations and employer payroll taxes (including federal

payroll taxes and, as applicable, state and local payroll taxes, and social security (FICA) taxes) in respect of the compensation and benefits payable to the Support Personnel, and
the Service Company will be responsible to pay all unemployment and workers’ compensation taxes or premiums that are payable in respect of the Service Company’s
employment or other engagement of the Support Personnel.

 
(f) During the Term, the Professional Company will:
 

(i) have direction and control over the Support Personnel with respect to the performance of services on behalf of the Professional Company, have
control over the day-to-day job duties of the Support Personnel and provide professional supervision of the Support Personnel when and as required by applicable Law,

 
(ii) comply with all applicable Laws affecting the Support Personnel in connection with their performance of services for or on behalf of the

Professional Company and notify the Service Company of any alleged violation of such Laws reasonably promptly after becoming aware of any such alleged violation,
 
(iii) cooperate with and assist the Service Company in connection with any inquiry by any government authority (including any discrimination,

harassment, retaliation, wrongful discharge or similar claims brought against the Service Company by any Support Personnel arising from or during the performance of services
for the Professional Company), and the Professional Company will promptly notify the Service Company of any material complaints by Support Personnel relating to their
working conditions, terms and conditions of employment, treatment by Professional Company personnel, patients or other persons or violation of the Service Company’s or the
Professional Company’s policies or other employment matters,

 
(iv) promptly notify the Service Company of any on-the-job injury or accident and/or claim for workers’ compensation benefits involving any

Support Personnel during the Term and cooperate with and assist the Service Company in processing and administering any workers’ compensation claim involving the Support
Personnel,

 
(v) make and keep written records of all material transactions occurring in connection with the Support Personnel in a reasonable manner consistent

with the requirements of applicable Law and sound business practices, and, to the extent permitted by applicable Law, allow the Service Company to inspect such records during
normal business hours on reasonable prior notice,

 
(vi) promptly notify the Service Company of any request for, or any situation that might entitle any Support Personnel to, leave under the Family

and Medical Leave Act or other Law providing for employee leave so that the Service Company can properly determine rights to and/or administer such leave, and cooperate
with and assist the Service Company in connection therewith,

 
(vii) treat all personal information provided by the Service Company in respect of the Support Personnel as confidential information of the Service



Company and take commercially reasonable efforts to maintain such confidentiality and comply with all applicable Laws regarding the privacy of and use or disclosure of
protected personal information of the Support Personnel, and

 
(viii) make available to the Service Company all of the Professional Company’s policies and procedures (and amendments thereto) that are to be

followed by the Support Personnel.
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2.7 Services the Service Company May Not Provide. The Service Company will not provide any of the following services to the Professional Company:
 

(a) assigning or designating specific clinical providers to treat specific patients,
 
(b) serving as the party to whom professional bills or charges are made payable,
 
(c) hiring or firing the Clinical Professionals,
 
(d) final determination of the Professional Company’s schedule of charges or fees,
 
(e) serving as an Independent Practice Association as such term is defined under 10 NYCRR Section 98-1.2(w),
 
(f) assuming responsibility for the care of patients, or
 
(g) engaging in any other activity that constitutes the practice of medicine or that would require the Service Company or its equityholders to have professional

licensure under applicable state licensure Laws regarding the practice of medicine or, if applicable, that would cause the Service Company to be subject to licensure under the
health facility licensure laws of the States, including Article 28 of the New York Public Health Law.

 
2.8 No Referrals. None of the Support Services obligate or guarantee the Service Company to generate patient flow or business for the Professional Company in

violation of applicable Law. The Parties do not intend to compensate the Service Company for generating patients for the Professional Company; rather the Professional
Company hereby engages the Service Company to manage the non-professional business aspects of the Professional Company’s business to enable the Clinical Professionals to
focus on delivering top-quality patient care.

 
ARTICLE III

GENERAL OBLIGATIONS
 

3.1 Duty to Cooperate. The Parties acknowledge that mutual cooperation is critical to the performance of their respective duties and obligations under this Agreement.
To ensure the communication necessary for mutual cooperation, the Professional Company will permit a representative designated by the Service Company (the “Service
Company Representative”) to attend and participate (in a non-voting capacity) in all meetings of the Professional Company’s board of directors or equivalent governing body
and all meetings of the Professional Company’s equityholders. To facilitate such attendance and participation, the Professional Company will provide the Service Company with
at least five (5) calendar days’ prior written notice of each such meeting, specifying the date, time and place of the meeting and, if the meeting is a special meeting, the purposes
for which the meeting is called. The Professional Company’s failure to facilitate such attendance and participation will be a breach of this Agreement.

 
3.2 Clinical Professionals. The Professional Company will employ or engage all Clinical Professionals necessary to conduct, manage and operate in a proper and

efficient manner the Practice at the Practice Sites.
 
3.3 Business Associate Provisions. The Service Company acknowledges and agrees that: the Professional Company is a “covered entity” (as defined in HIPAA) and

the Service Company is a “business associate” (as defined under HIPAA) of the Professional Company when the Service Company provides services to the Professional
Company involving “protected health information” (as defined under HIPAA) pursuant to this Agreement. The Service Company agrees to perform all services involving
protected health information in accordance with the Business Associate Provisions set forth on Exhibit C.
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3.4 Quantity, Service and Specialty Requirements; Standards.
 

(a) The Service Company will periodically review, and make recommendations to the Professional Company regarding, the appropriate number of full and
part-time Clinical Professionals needed by the Professional Company to operate the Practice Sites and treat patients presenting themselves at the Practice Sites (the “Clinical
Professional Staffing Levels”). Final determinations with respect to the Clinical Professional Staffing Levels will, at all times, remain the right and responsibility of the
Professional Company.

 
(b) The Professional Company, in consultation with the Service Company, will be responsible for (i) developing and implementing utilization review and

quality assurance guidelines (consistent with guidelines imposed by third-parties), (ii) supervising the Clinical Professionals’ submission to the Professional Company of
complete, accurate and timely documentation for coding and billing services provided in the Practice, (iii) supervising the taking of corrective action by Clinical Professionals
when Clinical Professionals do not satisfy guidelines and standards, (iv) credentialing of Clinical Professionals for the performance of specific procedures, (v) handling
impaired Clinical Professionals, and (vi) overseeing, developing and implementing policies of a purely clinical nature (including medical records documentation, clinical
communications with patients and the determination of resources to be used for particular patients). Final determinations with respect to all such medico-administrative
decisions will, at all times, remain the right and responsibility of the Professional Company consistent with the terms of the Operating Agreement.

 
3.5 Employment and Independent Contractor Agreements.
 

(a) The Professional Company will employ each physician who is or becomes an employee of the Professional Company pursuant to a written employment
agreement, in a form developed by the Service Company in consultation with the Professional Company, and subject to the Professional Company’s approval. Final
determinations with respect to all clinical employment decisions will, at all times, remain the responsibility of the Professional Company.

 
(b) The Professional Company will engage each physician who is or becomes an independent contractor of the Professional Company pursuant to a written

independent contractor agreement, in a form developed by the Service Company in consultation with the Professional Company, and subject to the Professional Company’s
approval. Final determinations with respect to all clinical engagement decisions will, at all times, remain the responsibility of the Professional Company.

 
(c) The Professional Company hereby covenants that it shall implement and use its reasonable best efforts to enforce the terms of any restrictive covenant



agreements (including any professional non-competition provisions of employment, independent contractor or other agreements) by and between the Professional Company and
each Clinical Professional. Any failure by the Professional Company to enforce such restrictive covenant agreements, including any professional non-competition agreements
set forth in any employment, independent contractor or other agreement with a Clinical Professional, shall be a breach of this Agreement.

 
3.6 Regulatory Matters.
 

(a) The Professional Company and the Clinical Professionals are free, in their sole discretion, to exercise their professional clinical judgment in the course of
treating patients, and nothing in this Agreement permits the Service Company to control or impermissibly influence the professional clinical judgment of the Professional
Company or any Clinical Professional.

 
(b) The Parties agree to cooperate with one another in the fulfillment of their respective obligations under this Agreement, and to comply with (i) all Laws

applicable to the Professional Company and all Orders by which the Professional Company is bound or to which the Professional Company is subject (including Laws and
Orders relating to the practice of medicine, institutional and professional licensure, pharmacology and the securing, administering and dispensing of drugs, devices, medicines
and controlled substances, medical documentation, medical record retention, laboratory services, unprofessional conduct, fee-splitting, referrals, billing and submission of false
or fraudulent claims, claims processing, quality, safety, medical necessity, medical privacy and security, patient confidentiality and informed consent and the hiring of
employees or acquisition of services or supplies from Persons excluded from participation in any Federal Health Care Program), and (ii) the requirements of any insurance
company insuring the Professional Company or the Service Company against liability for injury or accident in or on the premises of the Professional Company or the Practice.
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3.7 Books and Records. The Professional Company will retain and provide the Service Company with full and unrestricted access to its books and records (including

work papers in the possession of its accountants) with respect to all transactions and the Professional Company’s financial condition, assets, liabilities, operations and cash
flows.

 
3.8 Insurance. The Service Company will purchase and maintain for itself all insurance policies reasonable and customary for enterprises engaged in the provision of

Support Services (including comprehensive general liability insurance, extended coverage insurance and workers’ compensation insurance), naming the Service Company as
named insured and such other members of the Company Group as additional insureds under all such policies as is reasonable and customary.

 
ARTICLE IV

COMPENSATION OF THE SERVICE COMPANY AND DEFICIT FUNDING
 

4.1 Service Fees. The Professional Company will pay the Service Company the fees set forth in Exhibit D (the “Service Fees”) in consideration of the Intellectual
Property and Support Services rendered by the Service Company. The Service Company will invoice for Service Fees on a quarterly basis and Service Fees will be due when
invoiced.

 
(a) The Parties have determined the Service Fees to be equal to the fair market value of the Intellectual Property and Support Services, without consideration

of the proximity of the Professional Company to any referral sources or the volume or value of any referrals from the Service Company or any of its Affiliates to the
Professional Company or from the Professional Company to the Service Company or any of its Affiliates, that is reimbursed under any government or private health care
payment or insurance program. The Service Fees represent fair value for the Support Services and is not intended to constitute an illegal fee-splitting or impermissible profit-
sharing arrangement in violation of applicable Law.

 
(b) Payment of the Service Fees is not conditioned upon a requirement that the Professional Company make referrals to, be in a position to make or influence

referrals to, or otherwise generate business for the Service Company or any of its Affiliates or a requirement that the Service Company or any of its Affiliates make referrals to,
be in a position to make or influence referrals to, or otherwise generate business for the Professional Company.

 
4.2 Expense Reimbursement. In addition to the Service Fees, the Professional Company will reimburse the Service Company for all operating expenses incurred by

the Service Company for or on behalf of the Professional Company in connection with the provision of the Support Services, provided that such expenses are either: (i) included
in the Professional Company’s budget for the applicable six (6) month period (the “Budget”), which Budget has been approved by the Professional Company, or (ii) are
otherwise commercially reasonable in furtherance of the Professional Company’s operations or the provision of the Support Services, including costs and expenses relating to
the acquisition, lease, provision, maintenance and replacement of clinical office locations, clinical equipment, consumables and disposables, professional liability insurance,
multiple employer benefit plans, professional dues and license fees, continuing education and similar costs and expenses for Clinical Professionals, provided that the
Professional Company must consent to reimbursement for such non-budgeted expenses, which consent shall not be unreasonably withheld. The Budget for the first six (6)
months of this Agreement is attached at Exhibit E.
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4.3 Priority of Payments. The Service Company will administer and disburse funds from the Operating Account in the following order of priority:
 

(a) first, to the payment of the Professional Company’s direct expenses, including Clinical Professional compensation and associated payroll taxes and
withholdings and other expenses set forth in the Budget,

 
(b) second, to the reimbursement of all expenses incurred by the Service Company on behalf of or for the benefit of the Professional Company, as set forth in

Section 4.2,
 
(c) third, to the payment of the Service Fees, and
 
(d) fourth, to the repayment of any Advances or other amounts owing under the Deficit Funding Loan Agreement.
 

Any funds remaining in the Operating Account after satisfaction of the above obligations will remain in the Operating Account as property of the Professional Company.
 

4.4 Failure to Pay. The Professional Company’s failure to pay any portion of the Service Fees or reimbursable expenses when due will be a breach of this Agreement,
which the Professional Company may cure within 30 calendar days of receiving written notice of the breach, as provided under Section 5.2(c).

 
4.5 Deficit Funding Loan Agreement. If the Professional Company does not have sufficient cash to pay its liabilities and financial obligations (including any portion

of the Service Fees or reimbursable expenses owed to the Service Company hereunder), then the Professional Company may request and the Service Company may, in its
discretion, loan to the Professional Company funds to enable the Professional Company to pay its liabilities and meet its financial obligations (“Advances”). Funded Advances
will be added to the amounts owed by the Professional Company to the Service Company pursuant to that certain Deficit Funding Loan Agreement of even date herewith (the



“Deficit Funding Loan Agreement”) and will bear interest as set forth in the Deficit Funding Loan Agreement. The Professional Company will repay funded Advances in
accordance with the terms of the Deficit Funding Loan Agreement.

 
4.6 Excess Revenue. For each calendar year during the Term, if the Professional Company’s net revenue for such calendar year exceeds the sum of the Professional

Company’s expenses for such calendar year, tax distributions made during such calendar year (if applicable) and the Service Fees and expense reimbursements payable under
this Agreement for such calendar year, then the Parties will hold 75% of such profit in the Operating Account until the end of the eleventh full calendar month after the end of
such calendar year to ensure that funds are available to pay future Professional Company expenses and amounts payable under this Agreement.

 
ARTICLE V

TERM AND TERMINATION
 

5.1 Initial Term; Automatic Renewals. The initial term of this Agreement begins on the date of this Agreement and ends on the fifteenth anniversary of the date of
this Agreement, subject to earlier termination in accordance with Section 5.2 (the “Initial Term” and, together with all Renewal Terms, the “Term”). After the Initial Term, this
Agreement will automatically renew for successive five-year terms (each a “Renewal Term”) unless (i) either Party delivers written notice to the other Party of its intent not to
renew this Agreement at least 180 calendar days before the end of the Term or (ii) this Agreement is otherwise terminated in accordance with Section 5.2.
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5.2 Termination. This Agreement may be terminated during the Term:
 

(a) by mutual agreement of the Parties,
 
(b) by the Professional Company with written notice to the Service Company in the event of (i) the Service Company’s gross negligence, fraud or illegal acts

in the performance of its duties under this Agreement, as determined pursuant to a final, non-appealable order of a court of competent jurisdiction; or (ii) the suspension or
exclusion of the Service Company from Medicare or the New York Medicaid program, provided that such suspension or exclusion was not caused by the actions or inactions of
the Professional Company or its personnel;

 
(c) by the Service Company immediately and without notice if the Professional Company breaches Section 4.4 and fails to cure such breach within 30 days

after receiving written notice of the breach; or
 
(d) by the Service Company immediately and without notice if (i) the Professional Company breaches this Agreement and fails to cure such breach within 45

calendar days after receiving written notice from the Service Company describing in reasonable detail the nature of the breach; (ii) the suspension or exclusion of the
Professional Company from Medicare or the New York Medicaid program or (iii) the Professional Company admits in writing its inability to pay its debts generally when due,
applies for or consents to the appointment of a trustee, receiver or liquidator of all or substantially all of its assets, files a petition in voluntary bankruptcy or makes an
assignment for the benefit of creditors, or otherwise, voluntarily or involuntarily, takes or suffers action taken under any applicable Law for the benefit of debtors, except for the
filing of a petition in involuntary bankruptcy against the Professional Company that is dismissed within 60 calendar days thereafter.

 
5.3 Effect of Expiration or Termination.
 

(a) The expiration or termination of this Agreement in accordance with Section 5.2 will automatically relieve and release each Party from the executory
portion of such Party’s obligations under this Agreement; provided, however, that all obligations expressly extended beyond the Term by the terms of this Agreement will
survive the expiration or termination of this Agreement.

 
(b) After the expiration or termination of this Agreement, to effect an orderly wind up of the contractual relationship between the Parties:
 

(i) the Professional Company will pay to the Service Company promptly (but in any event within 10 calendar days) all Service Fees earned or
accrued under this Agreement through the termination date, reimburse all reimbursable expenses incurred before the termination date and repay all Advances funded before the
termination date; provided, however, that if the Service Company terminates this Agreement pursuant to Section 5.2(c) or the Professional Company terminates this Agreement
in breach of this Agreement, then, in addition to any other remedy available to the Service Company hereunder or under applicable law, the Professional Company shall pay the
Service Company liquidated damages (“Liquidated Damages”), which shall be calculated as the Services Fees payable to the Service Company in the twelve (12) month period
immediately preceding such termination, multiplied by seven (7). Such Liquidated Damages shall be in addition to, and not in lieu of, any other unpaid Services Fees or other
amounts due and owing to the Service Company under this Agreement,

 
(ii) the Professional Company will cooperate with the Service Company to surrender and deliver promptly and orderly each practice facility to the

Service Company, together with all improvements, equipment, furnishings and other assets and property therein provided or made available by Service Company, in the same
order and condition as when received (ordinary wear and tear excepted),
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(iii) until the end of the sixth full calendar month after the expiration or termination of this Agreement, the Parties will cooperate in good faith to

ensure the appropriate billing and collections for goods and services rendered by the Clinical Professionals before the expiration or termination of this Agreement, with all such
billings and collections and the use of proceeds therefrom to be processed and maintained by the Service Company in accordance with Section 2.2, Section 2.3, and Section 4.3,

 
(iv) the Professional Company will, and will cause its Affiliates, directors, limited liability company managers, managing partners, officers,

equityholders, employees, agents, successors and permitted assigns to, immediately cease using the Intellectual Property and either return to the Service Company or destroy,
delete or erase all written, electronic or other tangible forms of Confidential Information as required under Section 6.2 promptly (but in any event within 10 calendar days) after
the expiration or termination of this Agreement, and

 
(v) the Professional Company will retain and provide the Service Company with full and unrestricted access to its books and records (including work

papers in the possession of its accountants) with respect to all transactions and the Professional Company’s financial condition, assets, liabilities, operations and cash flows
during the Term.

 
(c) Subject to applicable Law (including HIPAA), the Service Company will provide the Professional Company with access, at reasonable times and upon

reasonable request, to the patient records of the Professional Company that are in the Service Company’s possession until the expiration of the applicable statute of limitations
for any claim that may be asserted against the Service Company arising from its provision of Support Services during the Term or the professional clinical operations of the
Professional Company during the Term. To the extent permitted by applicable Law (including HIPAA), the Service Company may copy and retain such records of the
Professional Company and use such copies for its own business purposes. If patient records are maintained electronically on systems owned, maintained or controlled by the



Service Company and the Professional Company is required by applicable Law to maintain copies of such records, then the Service Company will provide access, at reasonable
times and upon reasonable prior written request, to the Professional Company so that the Professional Company may copy such records at the Professional Company’s sole cost
and expense.

 
(d) The Service Company may, in its sole discretion, contract with any physician, professional entity or other Person that operates or intends to operate a

medical practice in one or more of the locations or service areas in which the Professional Company is or was operating, and such Person may solicit and employ or engage any
Clinical Professional and may solicit and provide care for and services to patients treated or formerly treated by or on behalf of the Professional Company.

 
5.4 Effect of Other Agreements. Unless specifically set forth in an agreement between or among the Professional Company, the Service Company, their direct or

indirect equityholders or their Affiliates (an “Outside Agreement”) or this Agreement, any breach of or exercise of rights under such an Outside Agreement shall have no effect
on the rights or obligations of the Parties under this Agreement.

 
ARTICLE VI

RESTRICTIVE COVENANTS
 

6.1 Restrictive Covenants. In the course of receiving the Support Services, the Professional Company will have access to the most sensitive and valuable trade secrets,
proprietary information and other confidential information, including management reports, marketing studies, marketing plans, business plans, financial statements, feasibility
studies, financial, accounting and statistical data, price and cost information, customer lists, contracts, policies and procedures, internal memoranda, reports and other materials
or records of a proprietary or confidential nature (collectively, “Confidential Information”) of the Service Company, which constitute valuable business assets of the Service
Company and its Affiliates, and the use, application or disclosure of such Confidential Information will cause substantial and possibly irreparable damage to the business and
asset value of the Service Company. “Confidential Information” does not include (A) any information that has been made generally available to the public (other than through
the Professional Company’s breach of this Agreement or, to the Professional Company’s knowledge, by a third-party’s breach of a confidentiality covenant), (B) any
information that was made available to the Professional Company on a non-confidential basis prior to its disclosure to the Professional Company by the Service Company, (C)
becomes available to the Professional Company on a non-confidential basis from a third party (other than by, to the Professional Company’s knowledge, a third-party’s breach
of a confidentiality covenant) or (D) was independently developed by the Professional Company without reference to or use of the Confidential Information. As an inducement
for the Service Company to enter into this Agreement and to protect the Confidential Information and other business interests of the Service Company, the Professional
Company agrees to be bound by the restrictive covenants contained in this Article VI.
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6.2 Confidentiality.
 

(a) The Professional Company will keep confidential and not disclose to any other Person or use for its own benefit or the benefit of any other Person the
terms of this Agreement and all Confidential Information; provided that the Professional Company may disclose the terms of this Agreement and Confidential Information (i) to
the Professional Company’s attorneys, accountants and other advisors who are advising them with respect to this Agreement, but only for legitimate business purposes related to
the negotiation and performance of this Agreement and with a covenant from those Persons to keep such information confidential in accordance with this Section 6.2(a) and (ii)
to the extent that disclosure is required by applicable Law or Order; provided that as soon as reasonably practicable before such disclosure, the Professional Company gives the
Service Company prompt written notice of such disclosure to enable the Service Company to seek a protective order or otherwise preserve the confidentiality of such
information.

 
(b) Promptly after the expiration or termination of this Agreement, the Professional Company will either return to the Service Company or destroy, delete or

erase (with written certification of such destruction, deletion or erasure provided to the Service Company by the Professional Company) all written, electronic or other tangible
forms of Confidential Information. After the expiration or termination of this Agreement, the Professional Company will not, and will cause its Affiliates, directors, limited
liability company managers, managing partners, officers, equityholders, employees, agents, successors and permitted assigns not to, retain any copies, summaries, analyses,
compilations, reports, extracts or other materials containing or derived from any Confidential Information, except to the extent required by applicable Law. Such return,
destruction, deletion or erasure notwithstanding, all oral Confidential Information and the information embodied in all written Confidential Information will continue to be held
confidential pursuant to the terms of this Section 6.2.

 
6.3 Covenant Not to Compete. During the Restricted Period, the Professional Company will not, directly or indirectly, own, manage, operate, join, control, finance or

participate in, or participate in the ownership, management, operation, control or financing of, or be connected as an owner, investor, partner, joint venturer, director, limited
liability company manager, managing partner, officer, employee, independent contractor, consultant or other agent of, any Person or enterprise that provides any professional
practice support services similar to the Support Services anywhere in or with respect to the Restricted Territory. Nothing in this Section 6.3 prohibits the Professional Company
or the Clinical Professionals from providing professional clinical services.

 
6.4 Covenant Not to Solicit. During the Restricted Period, the Professional Company will not, directly or indirectly:
 

(a) solicit or induce or attempt to solicit or induce (including by recruiting, interviewing or identifying or targeting as a candidate for recruitment) any member
of the board of directors or equivalent governing body, officer or personnel (whether engaged as an employee or independent contractor) of the Company Group (excluding the
Professional Company) who is acting in such capacity or acted in such capacity at any time within the 12-month period immediately preceding the date of such solicitation,
inducement or attempt (a “Protected Person”) to terminate, restrict or hinder such Protected Person’s association with any Company Group entity or interfere in any way with
the relationship between such Protected Person and any Company Group entity; provided, however, that after the termination or expiration of this Agreement, general
solicitations published in a journal, newspaper or other publication or posted on an internet job site and not specifically directed toward Protected Persons will not constitute a
breach of the covenants in this Section 6.4(a),
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(b) hire or otherwise retain the services of any Protected Person as equityholder, director, limited liability company manager, managing partner, officer,

employee, independent contractor, licensee, consultant, advisor, agent or in any other capacity, or attempt or assist anyone else to do so, or
 
(c) interfere with the relationship between any Company Group entity and any referral source, supplier, vendor, lessor, lessee, dealer, distributor, licensor,

licensee, equityholder, lender, joint venturer, consultant, agent or any other Person having a business relationship with any Company Group entity, or attempt or assist anyone
else to do so.

 
6.5 Non-Disparagement. After the date of this Agreement, the Professional Company will not directly or indirectly, make any disparaging, derogatory, negative or

knowingly false statement about the Service Company or any Company Group entity, its affiliates or any of their respective directors, limited liability company managers,
managing partners, officers, equityholders, employees, agents (including the Service Company Representative), successors and permitted assigns, or any of their respective
businesses, operations, financial condition or prospects, except as required by applicable Law or Order or in the course of filing a charge with a government agency or



participating in its investigation.
 
6.6 Scope of Covenants; Equitable Relief. The Professional Company acknowledges and agrees that (a) the restrictive covenants contained in this Article VI and the

territorial, time, activity and other limitations set forth herein are commercially reasonable and do not impose a greater restraint than is necessary to protect the goodwill and
legitimate business interests of the Company Group and its businesses, (b) any breach of the restrictive covenants in this Article VI will cause irreparable injury to the Company
Group and actual damages may be difficult to ascertain and would be inadequate, (c) if any breach of any such covenant occurs, then the Service Company will be entitled to
injunctive relief in addition to such other legal and equitable remedies that may be available (without the requirement to post bond or other security), and (d) the Professional
Company hereby waives the claim or defense that an adequate remedy at law exists for such a breach.

 
6.7 Equitable Tolling. If the Professional Company breaches any covenant in this Article VI, then the duration of such covenant will be tolled for a period of time

equal to the time of such breach.
 

ARTICLE VII
INDEMNIFICATION

 
7.1 Indemnification.
 

(a) The Professional Company will indemnify and hold harmless the Service Company, its Affiliates and their respective directors, limited liability company
managers, managing partners, officers, equityholders, employees, agents (including the Service Company Representative), successors and permitted assigns (collectively, the
“Service Company Indemnified Parties”) from and against all losses, liabilities, demands, claims, actions or causes of action, regulatory, legislative or judicial proceedings or
investigations, assessments, levies, fines, penalties, damages, costs and expenses (including reasonable attorneys’, accountants’, investigators’ and experts’ fees and expenses)
incurred in connection with the defense or investigation of any claim sustained or incurred by any Service Company Indemnified Party arising from or related to the provision
of professional services by the Professional Company or any of its personnel (whether employees or independent contractors).
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7.2 Cooperation and Settlement. The Professional Company and the Service Company will coordinate the defense and settlement of third-party actions in which they

are named unless the Professional Company has been advised by counsel retained by the its governing board in writing that an actual or potential conflict exists between the
Professional Company and the Service Company in connection with the defense of such action. To the extent consistent with insurance policies, neither Party will settle an
action in which both are named, unless the other Party agrees to the terms and conditions of the settlement.

 
7.3 Advancement of Expenses. During the pendency of any suit, action or proceeding with respect to which the Service Company is entitled to indemnification under

this Article VII, the Professional Company will pay or reimburse the Service Company for reasonable defense expenses incurred in advance of final disposition of such suit,
action or proceeding. If the Service Company ultimately is not entitled to indemnification under this Article VII, then the Service Company will promptly repay to the
Professional Company the full amount of all such expenses paid or reimbursed by the Professional Company.

 
7.4 Other Remedies. The provisions of this Article VII are in addition to, and not in derogation of, any statutory, equitable or common law remedies that the Service

Company may have with respect to this Agreement or the subject matter of this Agreement.
 

ARTICLE VIII
DEFINITIONS

 
“Advances” is defined in Section 4.4.
 
“Affiliate” means, with respect to a particular Person, (i) any other Person that, directly or indirectly, controls, is controlled by or is under common control

with such Person, (ii) any of such Person’s spouse, siblings (by law or marriage), ancestors and descendants and (iii) any trust for the primary benefit of such Person or any of
the foregoing. The term “control” means possession, direct or indirect, of the power to direct or cause the direction of the management and policies of another Person, whether
through the ownership of voting securities or equity interests, by contract or otherwise.

 
“Agreement” is defined in the preamble to this Agreement.
 
“Applicable States” is defined in Recital A.
 
“Authorized Personnel” means employees or contractors of the Professional Company, including, but not limited to, the Professional Company’s Clinical

Professionals and administrative staff who are individually authorized by Professional Company, in accordance with Applicable Law and the terms and conditions of this
Agreement, to have access to the System.

 
“Budget” is defined in Section 4.2.
 
“Business Day” means a day that is not a Saturday, Sunday or legal holiday on which banks are authorized or required to be closed in New York, New York.
 
“Clinical Professional Staffing Levels” is defined in Section 3.4(a).
 
“Clinical Professionals” is defined in Recital A.
 

-15-

 

 
“Company Group” means the Service Company and its Affiliates, including the Professional Company and the other professional practice groups to which the

Service Company provides non-professional management, administrative, advisory and back office services.
 
“Confidential Information” is defined in Section 6.1.
 
“Deficit Funding Loan Agreement” is defined in Section 4.4.
 
“Employment Agreement” is defined in Section 3.5(a).
 
“Federal Health Care Program” means any “federal health care program” as defined in 42 U.S.C. § 1320a-7b(f), including Medicare, state Medicaid



programs, state CHIP programs, TRICARE and similar or successor programs with or for the benefit of any government authority.
 
“HIPAA” means the Health Insurance Portability and Accountability Act of 1996, P.L. 104-191, as amended by Subtitle D of the Health Information

Technology for Economic and Clinical Health Act, and its implementing regulations (45 C.F.R. parts 160-164).
 
“Independent Contractor Agreement” is defined in Section 3.5(b).
 
“Initial Term” is defined in Section 5.1.
 
“Intellectual Property” is defined in Section 2.4.
 
“Law” means any federal, state, local, municipal, foreign, international, multinational or other constitution, statute, law, rule, regulation, ordinance, code,

principle of common law or treaty.
 
“Lockbox Account” is defined in Section 2.3(a).
 
“Operating Account” is defined in Section 2.3(a).
 
“Operating Agreement” means the Professional Company Operating Agreement as may be amended from time to time.
 
“Order” means any order, injunction, judgment, decree, ruling, assessment or arbitration award of any government authority or arbitrator.
 
“Outside Agreement” is defined in Section 5.4.
 
“Parties” is defined in the preamble to this Agreement.
 
“Person” means any natural individual, corporation, partnership, limited liability company, joint venture, association, bank, trust company, trust or other

entity, whether or not legal entities, or any government entity, agency or political subdivision.
 
“Practice” is defined in Recital A.
 
“Practice Sites” is defined in Recital A.
 
“Professional Company” is defined in the preamble to this Agreement.
 
“Protected Person” is defined in Section 6.4(a).
 
“Renewal Term” is defined in Section 5.1.
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“Restricted Period” means the shorter of (i) the period from the date of this Agreement until the second anniversary of the termination of this Agreement or

(ii) the longest time period after the date of this Agreement that is permitted by applicable Law if two years after the termination of this Agreement is not permitted.
 
“Restricted Territory” means (i) each state in which the Company Group then-conducts professional clinical operations or with respect to which the Company

Group has taken concrete steps to expand its professional clinical operations and (ii) anywhere otherwise within 25 miles of any location at which the Company Group then
conducts professional clinical operations or with respect to which the Company Group has taken concrete steps to expand its professional clinical operations.

 
“Service Company” is defined in the preamble to this Agreement.
 
“Service Company Indemnified Parties” is defined in Section 7.1(a).
 
“Service Company Representative” is defined in Section 3.1.
 
“Service Fees” is defined in Section 4.1.
 
“Support Personnel” is defined in Section 2.6.
 
“Support Services” is defined in Section 2.1(a).
 
“System” is defined in Section 2.4(a).
 
“System Support Services” is defined in Section 2.5(a).
 
“Term” is defined in Section 5.1.
 
“Third-Party Payors” means all Federal Health Care Programs and all other state or local governmental insurance programs and private, non-governmental

insurance and managed care programs with which the Professional Company contracts to provide services and products or through which the Professional Company receives
payment or reimbursement for services rendered and products provided.

 
ARTICLE IX

GENERAL PROVISIONS
 

9.1 Practice of Medicine. Nothing in this Agreement will be interpreted as prohibiting the Professional Company or any Clinical Professional from (a) obtaining or
maintaining membership on the medical staff of any hospital or health care provider, (b) obtaining or maintaining clinical privileges at any hospital or health care provider or (c)
referring patients to any hospital or health care provider.

 
9.2 Force Majeure. Neither Party will be liable for any failure or inability to perform, or delay in performing, such Party’s obligations under this Agreement if such

failure, inability or delay arises from an extraordinary cause beyond the reasonable control of the non-performing Party; provided that such Party diligently and in good faith
attempts to cure such non-performance as promptly as practicable.

 



-17-

 

 
9.3 Notices. All notices and other communications required or permitted under this Agreement (a) must be in writing, (b) will be duly given (i) when delivered

personally to the recipient or sent to the recipient by facsimile (with delivery confirmation retained) or (ii) one Business Day after being sent to the recipient by nationally
recognized overnight private carrier (charges prepaid) and (c) addressed as follows (as applicable):

 
If to the Professional Company: If to the Service Company:
  

[●] [●]
 
or to such other respective address as each Party may designate by notice given in accordance with this Section 9.3.
 

9.4 Entire Agreement. This Agreement constitutes the complete agreement and understanding among the Parties regarding the subject matter of this Agreement and
supersedes any prior understandings, agreements or representations regarding the subject matter of this Agreement.

 
9.5 Amendments. The Parties may amend this Agreement only pursuant to a written agreement executed by the Parties.
 
9.6 Non-Waiver. The Parties’ respective rights and remedies under this Agreement are cumulative and not alternative. Neither the failure nor any delay by any Party in

exercising any right, power or privilege under this Agreement will operate as a waiver of such right, power or privilege, and no single or partial exercise of any such right,
power or privilege will preclude any other or further exercise of such right, power or privilege or the exercise of any other right, power or privilege. No waiver will be effective
unless it is in writing and signed by an authorized representative of the waiving Party. No waiver given will be applicable except in the specific instance for which it was given.
No notice to or demand on a Party will constitute a waiver of any obligation of such Party or the right of the Party giving such notice or demand to take further action without
notice or demand as provided in this Agreement.

 
9.7 Assignment. The Parties may not assign this Agreement or any rights under this Agreement, or delegate any duties under this Agreement, without the prior written

consent of the Service Company and the Professional Company; provided, however, that the Service Company may freely assign this Agreement or any rights under this
Agreement, or delegate any duties under this Agreement without the Professional Company’s consent (a) to another Company Group entity, (b) as a collateral assignment to the
Service Company’s lenders or (c) to any Person (i) into which the Service Company merges or consolidates, (ii) acquiring all or substantially all of the Service Company’s
assets, or (iii) acquiring control of the Service Company by equity or membership interest purchase.

 
9.8 Binding Effect; Benefit. This Agreement will inure to the benefit of and bind the Parties and their respective successors and permitted assigns. Nothing in this

Agreement, express or implied, may be construed to give any Person other than the Parties and their respective successors and permitted assigns any right, remedy, claim,
obligation or liability arising from or related to this Agreement. This Agreement and all of its provisions and conditions are for the sole and exclusive benefit of the Parties and
their respective successors and permitted assigns.

 
9.9 Severability. If any court of competent jurisdiction holds any provision of this Agreement invalid or unenforceable, then the other provisions of this Agreement

will remain in full force and effect. Any provision of this Agreement held invalid or unenforceable only in part or degree will remain in full force and effect to the extent not
held invalid or unenforceable. If any court of competent jurisdiction holds the geographic or temporal scope of any restrictive covenant contained in Article VI invalid or
unenforceable, then such restrictive covenant will be construed as a series of parallel restrictive covenants and the geographic or temporal scope of each such restrictive
covenant will be deemed modified (including by application of any “blue pencil” doctrine under applicable Law) to the minimum extent necessary to render such restrictive
covenant valid and enforceable.
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9.10 Changes in Law.  If any change in applicable Law occurs that does or is reasonably likely to affect adversely the manner in which any Party may perform or be

compensated for its services under this Agreement or render this Agreement unlawful or illegal, then the Parties will cooperate in good faith with advice from knowledgeable
legal counsel to amend this Agreement as necessary to comply with such change in applicable Law while preserving as closely as possible the economic arrangements and other
terms of this Agreement in effect before such change in applicable Law.

 
9.11 References. The headings of Sections are provided for convenience only and will not affect the construction or interpretation of this Agreement. Unless otherwise

provided, references to “Section(s)” and “Exhibit(s)” refer to the corresponding section(s) and exhibit(s) of this Agreement. Each Exhibit is hereby incorporated into this
Agreement by reference. Reference to a statute refers to the statute, any amendments or successor legislation and all rules and regulations promulgated under or implementing
the statute, as in effect at the relevant time. Reference to a contract, instrument or other document as of a given date means the contract, instrument or other document as
amended, supplemented and modified from time to time through such date.

 
9.12 Construction. Each Party participated in the negotiation and drafting of this Agreement, assisted by such legal and tax counsel as it desired, and contributed to its

revisions. Any ambiguities with respect to any provision of this Agreement will be construed fairly as to all Parties and not in favor of or against any Party. All pronouns and
any variation thereof will be construed to refer to such gender and number as the identity of the subject may require. The terms “include” and “including” indicate examples of a
predicate word or clause and not a limitation on that word or clause.

 
9.13 Governing Law. THIS AGREEMENT IS GOVERNED BY THE LAWS OF THE STATE OF NEW YORK, WITHOUT REGARD TO CONFLICT OF LAWS

PRINCIPLES.
 
9.14 Arbitration. Except as expressly provided below in this Section 9.14, all controversies, claims and disputes arising from or relating to this Agreement will be

resolved by final and binding arbitration before a single neutral arbitrator located in New York, New York conducted under the applicable rules of the JAMS. The arbitrator’s
award will be final and binding upon the Parties and judgment may be entered on the award. Each Party expressly waives its right to have any controversies, claims or dispute
arising from or related to this Agreement decided by a court or jury. Nothing in this Section 9.14 will prohibit or prevent either Party from seeking or obtaining injunctive or
other equitable relief in court to enforce the restrictive covenants in Article VI or any other agreement between the Parties. The Parties and the arbitrator will maintain in
confidence the existence of the arbitration proceeding, all materials filed in conjunction therewith and the substance of the underlying dispute unless and then only to the extent
that disclosure is otherwise required by applicable Law.

 
9.15 Waiver of Trial by Jury.  EACH PARTY HEREBY WAIVES ITS RIGHT TO A JURY TRIAL IN CONNECTION WITH ANY SUIT, ACTION OR

PROCEEDING IN CONNECTION WITH ANY MATTER RELATING TO THIS AGREEMENT.
 
9.16 Counterparts. The Parties may execute this Agreement in multiple counterparts, each of which will constitute an original and all of which, when taken together,

will constitute one and the same agreement. The Parties may deliver executed signature pages to this Agreement by facsimile or e-mail transmission. No Party may raise as a
defense to the formation or enforceability of this Agreement (and each Party forever waives any such defense) any argument based on either (a) the use of a facsimile or email
transmission to deliver a signature or (b) the fact that any signature was signed and subsequently transmitted by facsimile or email transmission.
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The Parties sign this Agreement as of the date first written above.
 

THE PROFESSIONAL COMPANY: Nadelson Medical PLLC
   
 By:  
 Name: [●]
 Title: [●]

 
THE SERVICE COMPANY: Pasithea Clinics Corp.
   
 By:  
 Name: [●]
 Title: [●]
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EXHIBIT A

 
APPLICABLE STATES

 
New York
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EXHIBIT B

 
SUPPORT SERVICES

 
[The Service Company will provide the Support Services in consultation with the Professional Company and at the Professional Company’s ultimate direction and discretion.
The Support Services include the following:
 

1. The System Support Services set forth in Section 2.5.
 
2. The Service Company will provide or obtain for the Professional Company the following administrative and legal services:
 

(a) maintenance of a contract database (including for each contract, the name of the contract, the names of the contracting parties, the date of the contract, the
date on which the contract expires and the dates by which notice of non-renewal must be given),

 
(b) maintenance of all filings, licenses, permits, notices and other approvals required of the Professional Company under applicable Laws and Orders for the

operation of the Practice,
 
(c) regulatory compliance counseling and oversight of audits, investigations and accreditation processes,
 
(d) risk management and education,
 
(e) professional liability and other insurance consulting, and
 
(f) assistance in responding to demands for payment, allegations of liability and lawsuits.
 

3. The Service Company will provide or obtain for the Professional Company the following financial services:
 

(a) general accounting services and maintenance of accounting books,
 
(b) preparation of monthly (or quarterly) and annual profit and loss statements, income statements and other financial statements,
 
(c) preparation and processing of client invoices, receivables and payables and the management of receipts,
 
(d) assistance in the handling and preparation of payroll and payroll tax-related statements and documents (including completion of K-1, W-2 and 1099

forms),
 
(e) preparation of tax returns and other tax filings for the Professional Company and its equityholders, as necessary,
 
(f) processing of expense accounts for the Professional Company’s employees (including IRS compliance and related services),
 



(g) assistance with cash management, bank reconciliation and banking relations (including establishing bank accounts for the sole use and benefit of the
Professional Company),

 
(h) management of the lockbox and deposit functions,
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(i) assistance with Budget preparation and services, provided that the Professional Company shall approve of all Budgets, and
 
(j) assistance with the administration of employee bonus plans.
 

4. The Service Company will provide all administrative personnel reasonably necessary to manage the business and administrative aspects of the Practice and manage,
in consultation with the Professional Company, all decisions regarding work assignments, scheduling, hiring, firing and disciplining of administrative personnel and
determinations of compensation levels and other terms of employment or engagement for all administrative personnel (including determinations of salaries, wages, bonuses,
fringe benefits, retirement benefits and health, disability and workers’ compensation insurance).

 
5. The Service Company will provide or obtain for the Professional Company the following human resources services:
 

(a) development, administration and provision of guidance regarding non-clinical, employment policies and procedures,
 
(b) background checks and verification,
 
(c) assistance with the preparation of new personnel welcome packets,
 
(d) orientation, fob, database entry and computer access to new personnel,
 
(e) benefit enrollment, administration and process Support Services,
 
(f) implementation of workers compensation, equal employment opportunity and other employment-related regulatory requirements,
 
(g) coordination of the Professional Company site administrative assistants,
 
(h) provision of software education services,
 
(i) maintenance of a clinical personnel database, and
 
(j) assistance with the development and production of printed communications intended for clinical personnel.
 

6. The Service Company will provide or obtain for the Professional Company the following information Support Services:
 

(a) management, maintenance and administration of hardware/software programs, databases and interfaces,
 
(b) communications resources and internet client connections,
 
(c) management of information technology service connections, security and connectivity maintenance,
 
(d) management of outside hardware and software vendor maintenance,
 
(e) planning and evaluation of new technology,
 
(f) design, management and integration of web sites,
 
(g) access to document copying and scanning interfaces,
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(h) emergency power and database back-up, and
 
(i) development and production of printed materials for external marketing purposes.
 

7. The Service Company will provide or obtain for the Professional Company the following collection services for the Professional Company’s patient accounts
(“Patient Accounts”):

 
(a) receipt, crediting, depositing and recording payment of invoices for professional services into the Professional Company’s bank accounts in accordance

with the Service Company’s procedures and this Agreement, and
 
(b) negotiate compromises and settlements of Patient Accounts with patients or other responsible parties.
 

8. The Service Company will provide or obtain for the Professional Company the following billing services:
 

(a) review of incoming patient care forms to verify the accuracy and completeness of information required for billing purposes,
 
(b) editing the Professional Company’s patient care and charge collection forms as necessary to ensure that the Professional Company collects information



necessary to submit claims for professional services,
 
(c) review, as appropriate, of the coding submitted by Clinical Professionals for purposes of billing, consistent with applicable Laws, the billing and coding

requirements under any contracts between the Professional Company and Third-Party Payors and/or as required by applicable Third-Party Payor rules and procedures,
 
(d) preparation and submission to patients, primary and secondary Third-Party Payors and other Persons responsible for payment for professional services of

the Clinical Professionals, all patient invoices and claims for payment for the professional services in the name and under the provider number of the Professional Company
engaging the applicable Clinical Professional or, if required by the Third-Party Payor, the provider number of the Clinical Professional rendering or supervising the professional
service,

 
(e) issuing, with respect to patient invoices, monthly invoices before instituting collection procedures, the last of which will incorporate an overdue, pre-

collection notice (unless other procedures are required to comply with applicable Law or Third-Party Payor requirements),
 
(f) reference of any unpaid patient account to debt collection agencies (which may, but need not be, affiliates of the Service Company), with all necessary

supporting documentation, or to a collection attorney (whose services would be provided at an additional cost not included in the Service Fees),
 
(g) receipt and response to telephone communications and written or electronic correspondence received from patients with reference to invoices,
 
(h) appeals, corrections and rebilling of claims for reimbursement with any Third-Party Payor that are denied or disputed by such Third-Party Payor,
 
(i) claim adjudication of disputed claims and resolution of outstanding billing events with Third-Party Payors,
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(j) receipt, crediting, depositing and recording payment of invoices and claims for professional services into the Professional Company’s bank accounts in

accordance with the Service Company’s procedures,
 
(k) reconciliation of all bank deposits and deposit records,
 
(l) review of accounts receivable of the Professional Company to determine the status of patient accounts (i.e., current or delinquent), adjustment of account

balances for partial payments received during the preceding month and correction of entries when required,
 
(m) process, issuance, mailing and recording of checks or electronic funds transfers for refunds due on patient accounts,
 
(n) maintenance of clinical fee schedule entries and creation and maintenance of clinical fee schedules in the Service Company’s practice management

system; provided, however, that the Professional Company will retain the sole discretion to establish all fee schedule amounts,
 
(o) administration of database/payor interfaces, maintenance of patient account history, interaction with Third-Party Payors for resolution of accounts

(including eligibility inquiry, claim submission, status inquiry and appeals),
 
(p) accounts receivable write off processing, administration of patient public relations and complaint processes (including account review, appeal and

adjustment of patient balances),
 
(q) assistance in the negotiation, on behalf of the Professional Company, of provider agreements with Third-Party Payors and management, on behalf of the

Professional Company, of such contracts and relationships,
 
(r) to the extent permitted by Law, Clinical Professional documentation and coding guidance upon the reasonable request of the Professional Company or in

response to changes to applicable Laws, CPT and other billing codes or Third-Party Payor rules,
 
(s) to the extent permitted by Law, billing, coding and compliance education to newly-hired Clinical Professionals and conduct of follow-up chart audits and

reviews of patient documentation for such Clinical Professionals consistent with past practice,
 
(t) arrange for Clinical Professional chart audits when the Service Company has evidence of non-compliance with applicable coding, documentation or billing

Laws or Third-Party Payor rules or when reasonably requested by the Professional Company, and
 
(u) preparation of provider enrollment, reassignment of benefits and credentialing applications and forms required by governmental and non-governmental

Third-Party Payors.
 

9. The Service Company will assist the Professional Company in administering its relationships with Clinical Professionals, including consulting with the Professional
Company as to performance standards, reviewing and proposing changes to the Professional Company’s standard employment and independent contractor agreements,
participating in deliberations as to appropriate Clinical Professional Staffing Levels, reviewing staffing and coverage schedules, and, in consultation with the Professional
Company, recruiting additional Clinical Professionals. The Service Company will recommend Clinical Professional compensation models and consult with the Professional
Company in determining Clinical Professional base and incentive compensation; provided, however, that all Clinical Professional compensation decisions shall be solely the
responsibility of Professional Company.

 
10. The Service Company, on behalf of the Professional Company and/or individual Clinical Professionals, as appropriate, will assist in the negotiation of all

agreements between the Professional Company and/or such Clinical Professionals and third-parties for the provision of professional services that may be necessary or
appropriate for the proper and efficient operation of the Practice.

 
11. The Service Company, on behalf of the Professional Company, will negotiate all agreements between the Professional Company and Third-Party Payors, patients

and other commercial counterparties to the extent permitted by applicable Law.
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12. The Service Company, on behalf of the Professional Company, will negotiate and arrange for all medical and administrative office space, with all leases and other

office arrangements executed and delivered by the Service Company in its name, unless otherwise required by applicable Law. To the extent required by applicable law, the
Professional Company will maintain complete care, custody and control of the clinical equipment and practice of the Professional Company.

 
13. The Service Company, on behalf of the Professional Company, will acquire for the benefit of the Professional Company all leasehold improvements and furniture,

fixtures and equipment reasonably necessary for the operation of the Practice and repair, maintain and replace such furniture, fixtures and equipment as reasonably necessary.
Title to the Equipment and other capital assets acquired by the Service Company for the benefit of the Practice will be in the name of the Service Company, unless otherwise
required by applicable Law or otherwise agreed to with the Professional Company. To the extent required by applicable law, the Professional Company will maintain complete
care, custody and control of the clinical equipment and practice of the Professional Company.

 
14. The Service Company will purchase and maintain, on behalf of the Professional Company, all insurance policies reasonable and customary for enterprises engaged

in the Practice (including professional liability insurance for the Professional Company and the Clinical Professionals, comprehensive general liability insurance, extended
coverage insurance and workers’ compensation insurance), naming the Professional Company and the Clinical Professionals as named insureds and the Service Company as an
additional insured under all such policies. To the extent not otherwise obtained under the first sentence of this Section 13, the Service Company will assist the Professional
Company in obtaining insurance policies required or appropriate to protect the financial interest of the Professional Company and the Clinical Professionals and assist the
Professional Company with establishing risk compliance, loss prevention and risk management functions.

 
15. The Service Company will supervise the Professional Company’s continuous efforts to create, update, maintain and store all files and records relating to the

operation of the Practice, including accounting, billing, patient medical records and collection records.
 
16. The Service Company will purchase, for the account of the Professional Company, all support services reasonably required for the day-to-day operation of the

Practice (including all utilities, laundry, janitorial and cleaning, security, printing, postage, copying, telephone and internet services) and all supplies that are reasonably
necessary for the day-to-day operation of the Practice.

 
17. The Service Company may make recommendations to the Professional Company regarding the acquisition of all medical equipment, instruments, fixtures, office

equipment, telephones, computers, office furniture and supplies that are necessary or appropriate for the proper and efficient operation of the Practice. The Professional
Company shall have final authority in all medical equipment and supply selections, provided that such expenses are included in the Budget. To the extent required by applicable
law, the Professional Company will maintain complete care, custody and control of the clinical equipment and practice of the Professional Company.

 
18. The Service Company will manage equipment installation, testing and maintenance for the Professional Company.
 
19. The Service Company will provide additional legal management, financial management, human resource-related, billing and collection-related and information

technology-related services at Professional Company’s reasonable request and if necessary or appropriate for the proper management and administration of the Professional
Company; provided, however, that the Professional Company will compensate the Service Company for the performance of such additional services at pre-determined,
mutually-agreed-upon rates reflecting the fair market value of such additional services, all of which the Parties will set forth in a written amendment of this Agreement.

 
20. The Service Company will assist the Professional Company with purchasing advertising and marketing services for programs established by the Professional

Company.]
 

* * * * * * * * * *
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EXHIBIT C

 
BUSINESS ASSOCIATE PROVISIONS

 
The Service Company will perform any Support Services involving Protected Health Information received from, or created or received by the Service Company on

behalf of the Professional Company (“PHI”) in accordance with the following Business Associate Provisions.
 
1. General Provisions.
 

(a) Effect. To the extent that the Service Company receives PHI, the terms of this Exhibit C supersede all conflicting or inconsistent terms and provisions of
this Agreement to the extent of such conflict or inconsistency.

 
(b ) Capitalized Terms. Capitalized terms used in this Exhibit C without definition in this Agreement (including this Exhibit C) are defined in the

administrative simplification section of the Health Insurance Portability and Accountability Act of 1996, HITECH (defined below) and their implementing regulations as
amended from time-to-time (collectively, “HIPAA”).

 
(c) No Third Party Beneficiaries. The Parties have not created and do not intend to create by this Agreement any third party rights (including third party

rights for patients).
 
(d) Amendments. The Parties acknowledge that the Health Information Technology for Economic and Clinical Health Act and its implementing regulations

(collectively, “HITECH”) impose additional requirements with respect to privacy, security and breach notification (collectively, the “HITECH BA Provisions”).
 

2. Obligations of the Service Company.
 

(a) Use and Disclosure of Protected Health Information. The Service Company may use and disclose PHI as permitted or required under this Agreement
(including this Exhibit C) or as Required by Law, but may not otherwise use or disclose any PHI. The Service Company will not, and will assure that its employees, other agents
and contractors do not use or disclose PHI in any manner that would constitute a violation of HIPAA if so used or disclosed by the Professional Company. To the extent that the
Service Company is to carry out the Professional Company’s obligations under the HIPAA Privacy Rule, the Service Company will comply with the requirements of the HIPAA
Privacy Rule that apply to the Professional Company in the performance of such obligation. Without limiting the generality of the foregoing, the Service Company is permitted
to use or disclose PHI as set forth below:

 
(i) The Service Company may use PHI internally for the Service Company’s proper management and administration or to carry out its legal

responsibilities.
 
(ii) The Service Company may disclose PHI to a third party for the Service Company’s proper management and administration, provided that the



disclosure is Required by Law or the Service Company obtains reasonable written assurances from the third party to whom such PHI is to be disclosed that the third party
agrees to (A) hold confidentially the PHI, (B) only use or further disclose the PHI as Required by Law or for the purpose for which the PHI was disclosed to the third party and
(C) notify the Service Company of any instances of which it is aware in which the confidentiality of the information has been breached.

 
(iii) The Service Company may use PHI to provide Data Aggregation services relating to the Health Care Operations of the Professional Company if

required or permitted under this Agreement.
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(iv) The Service Company may de-identify PHI consistent with applicable HIPAA requirements.
 

(b) Safeguards. The Service Company will use appropriate safeguards and comply with the HIPAA Security Rule, where applicable, to prevent the use or
disclosure of PHI other than as permitted or required by this Exhibit C. The Service Company will implement Administrative Safeguards, Physical Safeguards and Technical
Safeguards that reasonably and appropriately protect the Confidentiality, Integrity and Availability of electronic PHI that it creates, receives, maintains or transmits on behalf of
the Professional Company.

 
(c) Minimum Necessary Standard. To the extent required by the “minimum necessary” requirements of HIPAA, the Service Company will only request,

use and disclose the minimum amount of PHI necessary to accomplish the purpose of the request, use or disclosure.
 
(d) Mitigation. The Service Company will take reasonable steps to mitigate, to the extent practicable, any harmful effect (that is known to the Service

Company) of a use or disclosure of PHI by the Service Company in violation of this Exhibit C.
 
(e) Trading Partner Agreement. The Service Company will not (i) change the definition, Data Condition or use of a Data Element or Segment in a Standard

(ii) add any Data Elements or Segments to the maximum defined Data Set, (iii) use any code or Data Elements that are either marked “not used” in the Standard’s
Implementation Specification or are not in the Standard’s Implementation Specification(s) or (iv) change the meaning or intent of the Standard’s Implementation
Specification(s).

 
(f) Agreements by Third Parties. The Service Company will obtain and maintain an agreement with each agent or subcontractor that has or will have access

to PHI, pursuant to which such agent or subcontractor agrees to be bound by the same restrictions, terms and conditions that apply to the Service Company pursuant to this
Agreement with respect to such PHI.

 
(g) Reporting of Improper Disclosures of PHI. If the Service Company discovers a (i) use or disclosure of PHI in violation of this Agreement by the

Service Company or a third party to which the Service Company disclosed PHI, (ii) Successful Security Incident (as defined herein) or (iii) Breach of Unsecured PHI, then the
Service Company will report the use or disclosure in accordance with HIPAA and applicable state privacy laws to the Professional Company without unreasonable delay and in
any event within 10 calendar days after its discovery (or such earlier time frame as may be required under applicable state Law). “Successful Security Incident” means
successful unauthorized access, use, disclosure, modification, or destruction of Electronic PHI or interference with system operations in an Information System in a manner that
materially risks the Confidentiality, Integrity, or Availability of such PHI. Notice is hereby deemed provided, and no further notice will be provided, for unsuccessful attempts
at such unauthorized access, use, disclosure, modification, or destruction, such as pings and other broadcast attacks on a firewall, denial of service attacks, port scans,
unsuccessful login attempts, or interception of encrypted information where the key is not compromised, or any combination of the above.

 
(h) Access to Information. Within 15 Business Days (or such earlier time frame as may be required under applicable state Law) after receipt of a request

from the Professional Company for access to PHI about an Individual contained in any Designated Record Set of the Professional Company maintained by the Service
Company, the Service Company will make available to the Professional Company such PHI for so long as the Service Company maintains such information in the Designated
Record Set. If the Service Company receives a request for access to PHI directly from an Individual, then the Service Company will forward such request to the Professional
Company within 10 Business Days (or such earlier time frame as may be required under applicable state Law).
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(i) Availability of PHI for Amendment. Within 15 Business Days (or such earlier time frame as may be required under applicable state Law) after receipt of

a request from the Professional Company for the amendment of an Individual’s PHI contained in any Designated Record Set of the Professional Company maintained by the
Service Company, the Service Company will provide such information to the Professional Company for amendment and incorporate any such amendments in the PHI (for so
long as the Service Company maintain such information in the Designated Record Set) as required by 45 C.F.R. §164.526. If the Service Company receives a request for
amendment to PHI directly from an Individual, then the Service Company will forward such request to the Professional Company within 10 Business Days.

 
(j) Accounting of Disclosures. Within 15 Business Days (or such earlier time frame as may be required under applicable state Law) after receipt of notice

from the Professional Company stating that the Professional Company has received a request for an accounting of disclosures of PHI (other than disclosures to which an
exception to the accounting requirement applies), the Service Company will make available to the Professional Company such information as is in the Service Company’s
possession and required for the Professional Company to make the accounting required by 45 C.F.R. §164.528 or, if required by the HITECH Act, to provide an individual an
accounting of disclosures of PHI upon request made by the individual directly to the Service Company.

 
(k) Availability of Books and Records. The Service Company will make its internal practices, books and records relating to the use and disclosure of PHI

available to the Secretary for purposes of determining the Professional Company’s and the Service Company’s compliance with HIPAA.
 

3. Obligations of the Professional Company.
 

(a) Permissible Requests. The Professional Company will not request that the Service Company use or disclose PHI in any manner that would not be
permissible under HIPAA if done directly by the Professional Company.

 
(b) Minimum Necessary Information. The Professional Company represents that, to the extent that the Professional Company provides PHI to the Service

Company, such information is the minimum necessary PHI for the accomplishment of the Service Company’s purpose.
 
(c) Consents/Authorizations. The Professional Company represents that, to the extent that the Professional Company provides PHI to the Service Company,

the Professional Company has obtained the consents, authorizations and other forms of legal permission required under HIPAA and other applicable Law, including any



necessary authorizations for the use of PHI for marketing purposes, if applicable.
 

4. Effect of Termination of this Agreement.  Promptly after the expiration or termination of this Agreement, the Service Company will either return to the
Professional Company or destroy all PHI then in the Service Company’s possession; provided, however, that to the extent that the Service Company reasonably determines that
the return or destruction of such PHI is not feasible, then the terms and provisions of this Exhibit C will survive the expiration or termination of this Agreement and such PHI
may be used or disclosed only for the purposes that prevented the Service Company’s return or destruction of such PHI.

 
* * * * * * * * * *
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EXHIBIT D

 
SERVICE FEES

 
In consideration of the Support Services, the Professional Company will pay the Service Company a fixed, aggregate annual services fee equal to [●] ($[●]) (the “Services Fee”),
payable in equal monthly installments.
 
Within six (6) months of the Effective Date, a third-party valuation will be performed to substantiate the fair market valuation of the Services Fee. At that time, the Services Fee
will be revised as necessary for consistency with fair market value. Also at that time, the Parties will reconcile prior payments under the Agreement so that the sum of all
payments under the Agreement reflects the fair market value of the Support Services.
 
The Parties recognize that the Practice may change in size and scope over the Term of this Agreement, which may cause the Service Fee, as adjusted, to no longer reflect the fair
market value of the Support Services provided pursuant to this Agreement; accordingly, commencing on the six (6) month anniversary of the Effective Date and continuing on
each six (6) month anniversary thereafter, the Services Fee may be adjusted by the Parties to take into account any changes to the scope or amount of services provided by the
Services Company then in effect as well as any changes that the Parties anticipate will be in effect during such six (6) month period. In addition, as soon as reasonably
practicable after any material change to the Professional Company’s business (e.g., the addition or reduction of any Practice Site or any material change in the number of
Clinical Professionals), the Parties shall adjust the Services Fee accordingly in order to take into account the change in fair market value of the services provided by the Services
Company. The parties shall begin good faith negotiations on an adjustment to the Services Fee not less than 90 days prior to the anniversary date of each six (6) month period,
and, in the event that the Parties do not come to an agreement on any such adjustment by the applicable anniversary date, then, commencing upon the anniversary date and
continuing for 90 days thereafter, the Services Fee shall be automatically increased by five percent (5%) of the greater of (A) the prior Services Fee, or (B) to the extent that the
Services Fee was adjusted during such six (6) month period, such adjusted Services Fee amount. At the time such new adjusted Services Fee is finalized by the Parties, such new
Services Fee shall be adjusted retroactively to the appropriate anniversary or date of any applicable material change, with an adjustment as needed for the interim increase, with
any aggregate amount due as a result of such adjustment to be paid by the Professional Company.
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EXHIBIT E

 
BUDGET

 
[To be inserted.]
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Exhibit 10.4
 

BUSINESS SUPPORT SERVICES SUBCONTRACT
 

This Business Support Services Subcontract (the “Agreement”) dated April 9, 2021, is between Pasithea Clinics Corp., a Delaware corporation (the “Service
Company”) and The IV Doc Inc., a Delaware corporation (the “Subcontractor”). The Service Company and the Subcontractor are collectively referred to herein as the
“Parties.”

 
RECITALS

 
A. The Service Company intends to provide non-professional administrative, back office and business support services to one or more professional medical practices in

the State of New York (collectively, the “Professional Companies”) pursuant to a Business Support Services Agreement (the “BSSA”);
 
B. Subcontractor owns certain assets, operates a practice systems infrastructure and is in the business of providing certain consulting, administrative, back office and

other business support services to medical practices like the Professional Companies; and
 
C. The Service Company desires to engage the Subcontractor to provide and arrange for certain non-clinical administrative, back office and other business support

services with respect to the Professional Companies.
 

AGREEMENT
 

The Parties hereby agree as follows:
 

ARTICLE I
ENGAGEMENT AND AUTHORITY

 
1.1 Engagement of the Subcontractor. On the terms and subject to the conditions contained in this Agreement, the Service Company hereby engages the

Subcontractor, and the Subcontractor hereby accepts engagement by the Service Company, to provide and/or to arrange for the provision of the Subcontract Services.
 
1.2 Relationship of Parties. In performing their respective duties and obligations under this Agreement, the Parties are independent contractors, and as such they will

remain professionally and economically independent of each other. The Parties will not be deemed to be joint venturers, partners or employees of each other.
 
1.3 Conduct of Professional Practice. The Professional Companies will solely and exclusively control the provision of professional clinical services (collectively, the

“Professional Services”), and the Subcontractor will neither have nor exercise any control or discretion over the methods by which the Professional Companies’ professional
clinical staff (collectively, the “Clinical Professionals”) render Professional Services. Nothing in this Agreement will be construed to alter or otherwise affect the legal, ethical or
professional relationships between and among the Professional Companies, the Clinical Professionals and their patients, nor does anything in this Agreement abrogate any right,
privilege or obligation arising from or related to the physician-patient relationship.

 
ARTICLE II

SUBCONTRACT SERVICES
 

2.1 General Authority.
 

(a) On the terms and subject to the conditions and limitations set forth in this Agreement, the Subcontractor will provide or arrange for the provision of the
services to the Professional Companies set forth on Exhibit A (the “Subcontract Services”). The foregoing notwithstanding, the Subcontractor will not provide any service set
forth in Section 2.2 or that constitutes the clinical practice of medicine or the provision of professional medical services in violation of applicable Law.

 

 

 

 
(b) The Subcontractor will provide, or cause to be provided, the Subcontract Services in a business-like manner and in compliance with (i) all applicable

Laws, (ii) all Orders by which the Parties are bound or to which the Parties are subject, (iii) the standards, rules and regulations of the United States Department of Health and
Human Services and any other federal, state or local government agency or Third-Party Payor exercising authority with respect to, accrediting, or providing reimbursement for,
the Service Company or the Professional Companies, and (iv) the standards, rules and regulations of any accreditation agencies who accredit the Professional Companies’
operations and/or facilities.

 
2.2 Services the Subcontractor Will Not Provide. Notwithstanding anything to the contrary herein, the Subcontractor will not provide any of the following services:
 

(a) assigning or designating specific clinical providers to treat specific patients,
 
(b) serving as the party top whom professional bills or charges are made payable;
 
(c) hiring or firing the Clinical Professionals,
 
(d) final determination of the Professional Companies’ schedule of charges or fees,
 
(e) serving as an Independent Practice Association as such term is defined under 10 NYCRR Section 98-1.2(w);
 
(f) assuming responsibility for the care of patients, or
 
(g) engaging in any other activity that constitutes the practice of medicine or that would require the Subcontractor or its equityholders to have professional

licensure under applicable state licensure Laws regarding the practice of medicine or, if applicable, that would cause the Subcontractor to be subject to licensure under the health
facility licensure laws of the States, including Article 28 of the New York Public Health Law.

 
2.3 No Referrals. None of the Subcontract Services obligate the Subcontractor to generate patient flow or business for the Service Company or the Professional

Companies in violation of applicable Law. The Parties do not intend to compensate the Subcontractor for generating patients for the Service Company or the Professional
Companies; rather the Service Company hereby engages the Subcontractor to provide certain non-clinical administrative, back office and business support services for the
Service Company and the Professional Companies’ businesses to enable the Professional Companies and the Clinical Professionals to focus on delivering top-quality patient
care.

 
ARTICLE III

COMPENSATION OF THE SUBCONTRACTOR



 
3.1 Subcontract Fees. Upon the terms and subject to the conditions contained in this Agreement, the Service Company will pay the Subcontractor the fees set forth in

Exhibit B (collectively, the “Subcontract Fees”) during the Term in consideration of the Subcontract Services rendered by the Subcontractor pursuant to this Agreement.
 

(a) The Parties have determined the Subcontract Fees to be equal to the fair market value of the Subcontract Services, without consideration of the proximity
of the Service Company or any of its Affiliates to any referral sources or the volume or value of any referrals from the Subcontractor or any of its Affiliates to the Service
Company or any of its Affiliates or from the Service Company or any of its Affiliates to the Subcontractor or any of its Affiliates. The Subcontract Fees represent fair value for
the Subcontract Services, are commensurate with the Subcontract Services to be provided, and do not constitute an illegal fee-splitting or impermissible profit-sharing
arrangement in violation of applicable Law.
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(b) Payment of the Subcontract Fees and any other amounts payable to the Subcontractor under this Agreement are not conditioned upon a requirement that

the Service Company or any of its Affiliates make referrals to, be in a position to make or influence referrals to, or otherwise generate business for the Subcontractor or any of
its Affiliates or a requirement that the Subcontractor or any of its Affiliates make referrals to, be in a position to make or influence referrals to, or otherwise generate business
for the Service Company or any of its Affiliates. The Subcontract Fees do not include any discount, rebate, kickback, or other reduction in charge.

 
(c) The Subcontract Fees may not be changed except by written agreement of the Parties.
 

3.2 Expense Reimbursement. In addition to the Subcontract Fees, the Service Company will reimburse the Subcontractor for all reasonable expenses (including travel,
meals and lodging expenses) incurred by the Subcontractor in connection with the provision of the Subcontract Services; provided that such expenses are otherwise
commercially reasonable and necessary.

 
3.3 Failure to Pay. The Service Company’s failure to pay any portion of the Subcontract Fees or reimbursable expenses under this Agreement when due will be a

material breach of this Agreement by the Service Company.
 

ARTICLE IV
TERM AND TERMINATION

 
4.1 Initial Term; Automatic Renewals. The initial term of this Agreement commences on the date of execution of the BSSA (the “Effective Date”) and ends on the

fifteenth (15th) anniversary of the Effective Date, subject to earlier termination in accordance with Section 4.2 (the “Initial Term” and, together with all Renewal Terms, the
“Term”). After the Initial Term, this Agreement will automatically renew for successive five-year terms (each a “Renewal Term”) unless (i) either Party delivers written notice
to the other Party of its intent not to renew this Agreement at least 180 calendar days before the end of the Term or (ii) this Agreement is otherwise terminated in accordance
with Section 4.2.

 
4.2 Termination. This Agreement may be terminated during the Term:
 

(a) by mutual agreement of the Parties;
 
(b) by the Service Company immediately and without notice upon termination of the BSSA;
 
(c) by the Service Company immediately upon written notice if (i) the Subcontractor breaches this Agreement and fails to cure such breach within 45 days

after receiving written notice from the Service Company describing in reasonable detail the nature of the breach, and such breach is material and has a materially adverse
impact on the Service Company or (ii) the Subcontractor admits in writing its inability to pay its debts generally when due, applies for or consents to the appointment of a
trustee, receiver or liquidator of all or substantially all of its assets, files a petition in voluntary bankruptcy or makes an assignment for the benefit of creditors, or otherwise,
voluntarily or involuntarily, takes or suffers action taken under any applicable Law for the benefit of debtors, except for the filing of a petition in involuntary bankruptcy against
the Subcontractor which is dismissed within 60 days thereafter; or

 
(d) by the Subcontractor immediately upon written notice if (i) the Service Company breaches this Agreement and fails to cure such breach within 45 days

after receiving written notice from the Subcontractor describing in reasonable detail the nature of the breach, and such breach is material and has a materially adverse impact on
the Subcontractor or (ii) the Service Company admits in writing its inability to pay its debts generally when due, applies for or consents to the appointment of a trustee, receiver
or liquidator of all or substantially all of its assets, files a petition in voluntary bankruptcy or makes an assignment for the benefit of creditors, or otherwise, voluntarily or
involuntarily, takes or suffers action taken under any applicable Law for the benefit of debtors, except for the filing of a petition in involuntary bankruptcy against the Service
Company which is dismissed within 60 days thereafter.
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4.3 Effect of Expiration or Termination.
 

(a) After the expiration or termination of this Agreement, to effect an orderly wind up of the contractual relationship between the Parties:
 

(i) If the Service Company terminates this Agreement pursuant to Section 4.2(b) or (c) or the Subcontractor terminates this Agreement in breach of
this Agreement, then, in addition to any other remedy available to the Service Company hereunder or under applicable law, the Subcontractor shall pay the Service Company
liquidated damages (“Liquidated Damages”), which shall be calculated as the Subcontract Fees payable to the Service Company in the twelve (12) month period immediately
preceding such termination, multiplied by seven (7).

 
(ii) until the end of the sixth full calendar month after the expiration or termination of this Agreement, the Parties will cooperate in good faith to

ensure the appropriate billing and collections for goods and services rendered by the Clinical Professionals before the expiration or termination of this Agreement, with all such
billings and collections and the use of proceeds therefrom to be processed and maintained by the Service Company,

 
(iii) the Subcontractor will retain and provide the Service Company with full and unrestricted access to its books and records (including work papers

in the possession of its accountants) with respect to all transactions and the Subcontractor’s financial condition, assets, liabilities, operations and cash flows during the Term.
 

ARTICLE V
INDEMNIFICATION

 
5.1 Indemnification. The Subcontractor will indemnify, defend and hold harmless the Service Company, its Affiliates and their respective directors, limited liability



company managers, managing partners, officers, equityholders, employees, contractors, agents, successors and permitted assigns (collectively, the “Service Company
Indemnified Parties”) from and against all losses, liabilities, demands, claims, actions or causes of action, regulatory, legislative or judicial proceedings or investigations,
assessments, levies, fines, penalties, damages, costs and expenses (including reasonable attorneys’, accountants’, investigators’ and experts’ fees and expenses) incurred in
connection with the defense or investigation of any claim (“Damages”) sustained or incurred by any Service Company Indemnified Party arising from or related to illegal
activity, intentional misconduct, negligence or breach of this Agreement by the Subcontractor or any of its employees or contractors and its directors, limited liability company
managers, managing partners, officers, equityholders, employees, contractors, agents, representatives, successors and permitted assigns (the “Subcontractor Indemnified
Parties”). Provided further, that the Service Company will indemnify, defend and hold harmless the Subcontractor Indemnified Parties from and against all Damages sustained
or incurred by the Subcontractor Indemnified Parties arising from or related to illegal activity, intentional misconduct, negligence or breach of this Agreement by the Service
Company Indemnified Parties.
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5.2 Cooperation and Settlement. The Service Company and the Subcontractor will coordinate the defense and settlement of actions in which they are named. To the

extent consistent with insurance policies, the Service Company will not settle an action in which both are named, unless the Subcontractor agrees to the terms and conditions of
the settlement.

 
5.3 Advancement of Expenses. During the pendency of any suit, action or proceeding with respect to which the Subcontractor or the Service Company is entitled to

indemnification under this Article V, the indemnifying Party will pay or reimburse the indemnified Party for reasonable defense expenses incurred in advance of final
disposition of such suit, action or proceeding. If the Party claiming Damages ultimately is not entitled to indemnification under this Article V, then such Party will promptly
repay to the other Party the full amount of all such expenses paid or reimbursed.

 
5.4 Other Remedies. The provisions of this Article V are in addition to, and not in derogation of, any statutory, equitable or common law remedies that the

Subcontractor and the Service Company may have with respect to this Agreement or the subject matter of this Agreement.
 
5.5 Survival. The indemnification obligations under this Article V will survive the termination or expiration of this Agreement.
 

ARTICLE VI
DEFINITIONS

 
For purposes of this Agreement, the following terms have the following meanings:
 

“Affiliate” means, with respect to a particular Person, (i) any other Person that, directly or indirectly, controls, is controlled by or is under common control
with such Person, (ii) any of such Person’s spouse, siblings (by law or marriage), ancestors and descendants and (iii) any trust for the primary benefit of such Person or any of
the foregoing. The term “control” means possession, direct or indirect, of the power to direct or cause the direction of the management and policies of another Person, whether
through the ownership of voting securities or equity interests, by contract or otherwise.

 
“Business Day” means a day that is not a Saturday, Sunday or legal holiday on which banks are authorized or required to be closed in New York, New York.
 
“Law” means any federal, state, local, municipal, foreign, international, multinational or other constitution, statute, law, rule, regulation, ordinance, code,

principle of common law or treaty.
 
“Order” means any order, injunction, judgment, decree, ruling, assessment or arbitration award of any government authority or arbitrator.
 
“Person” means any natural individual, corporation, partnership, limited liability company, joint venture, association, bank, trust company, trust or other

entity, whether or not legal entities, or any government entity, agency or political subdivision.
 

ARTICLE VII 
PROTECTED HEALTH INFORMATION AND OTHER PROPRIETARY INFORMATION
 

7.1 Business Associate Provisions. The Subcontractor acknowledges and agrees that: the Service Company is a “business associate” (as defined in the Administrative
Simplification section of the Health Insurance Portability and Accountability Act of 1996, P.L. 104-191, and its implementing regulations (45 C.F.R. parts 160-164)
(collectively “HIPAA”); and the Subcontractor is a “business associate” (as defined under HIPAA) of the Service Company when the Subcontractor provides services to the
Service Company involving “protected health information” (as defined under HIPAA) pursuant to this Agreement. The Subcontractor agrees to perform all services involving
protected health information in accordance with the Business Associate Provisions set forth on Exhibit C.
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7.2 Confidentiality.
 

(a)   In the course of receiving the Subcontract Services, the Subcontractor will have access to the most sensitive and valuable trade secrets, proprietary
information and other confidential information, including management reports, marketing studies, marketing plans, business plans, financial statements, feasibility studies,
financial, accounting and statistical data, price and cost information, customer lists, contracts, policies and procedures, internal memoranda, reports and other materials or
records of a proprietary or confidential nature (collectively, “Confidential Information”) of the Service Company, which constitute valuable business assets of the Service
Company and its Affiliates, and the use, application or disclosure of such Confidential Information will cause substantial and possibly irreparable damage to the business and
asset value of the Service Company. “Confidential Information” does not include (A) any information that has been made generally available to the public (other than through
the Subcontractor’s breach of this Agreement or, to the Subcontractor’s knowledge, by a third-party’s breach of a confidentiality covenant), (B) any information that was made
available to the Subcontractor on a non-confidential basis prior to its disclosure to the Subcontractor by the Service Company, (C) becomes available to the Subcontractor on a
non-confidential basis from a third party (other than by, to the Subcontractor’s knowledge, a third-party’s breach of a confidentiality covenant) or (D) was independently
developed by the Subcontractor without reference to or use of the Confidential Information. As an inducement for the Service Company to enter into this Agreement and to
protect the Confidential Information and other business interests of the Service Company, the Subcontractor agrees to be bound by the restrictive covenants contained in this
Article VII.

 
(b) The Subcontractor will keep confidential and not disclose to any other Person or use for its own benefit or the benefit of any other Person the terms of this

Agreement and all Confidential Information; provided that the Subcontractor may disclose the terms of this Agreement and Confidential Information (i) to the Subcontractor’s
attorneys, accountants and other advisors who are advising them with respect to this Agreement, but only for legitimate business purposes related to the negotiation and
performance of this Agreement and with a covenant from those Persons to keep such information confidential in accordance with this Section 7.2(a) and (ii) to the extent that
disclosure is required by applicable Law or Order; provided that as soon as reasonably practicable before such disclosure, the Subcontractor gives the Service Company prompt



written notice of such disclosure to enable the Service Company to seek a protective order or otherwise preserve the confidentiality of such information.
 
(c) Promptly after the expiration or termination of this Agreement, Subcontractor will either return to the Service Company or destroy, delete or erase (with

written certification of such destruction, deletion or erasure provided to the Service Company by the Subcontractor) all written, electronic or other tangible forms of Confidential
Information. After the expiration or termination of this Agreement, the Subcontractor will not, and will cause its Affiliates, directors, limited liability company managers,
managing partners, officers, equityholders, employees, agents, successors and permitted assigns not to, retain any copies, summaries, analyses, compilations, reports, extracts or
other materials containing or derived from any Confidential Information, except to the extent required by applicable Law. Such return, destruction, deletion or erasure
notwithstanding, all oral Confidential Information and the information embodied in all written Confidential Information will continue to be held confidential pursuant to the
terms of this Section 7.2.
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ARTICLE VIII

GENERAL PROVISIONS
 

8.1 Practice of Medicine. Nothing in this Agreement will be interpreted as prohibiting the Professional Companies or any Clinical Professional from (a) obtaining or
maintaining membership on the medical staff of any hospital or health care provider, (b) obtaining or maintaining clinical privileges at any hospital or health care provider or (c)
referring patients to any hospital or health care provider.

 
8.2 Force Majeure. Neither Party will be liable for any failure or inability to perform, or delay in performing, such Party’s obligations under this Agreement if such

failure, inability or delay arises from an extraordinary cause beyond the reasonable control of the non-performing Party; provided that such Party diligently and in good faith
attempts to cure such non-performance as promptly as practicable.

 
8.3 Notices. All notices and other communications required or permitted under this Agreement (a) must be in writing, (b) will be duly given (i) when delivered

personally to the recipient or sent to the recipient by facsimile (with delivery confirmation retained) or (ii) one Business Day after being sent to the recipient by nationally
recognized overnight private carrier (charges prepaid) and (c) addressed as follows (as applicable):

 
If to the Professional Companies:  If to the Service Company:
   
   
   
   
   
   
Attn: Manager  Attn: Manager
   
With a copy (which shall not constitute notice) to:  With a copy (which shall not constitute notice) to:
   
   
   
   
   
   
Attn: Manager  Attn: Manager
 
or to such other respective address as each Party may designate by notice given in accordance with this Section 8.3.
 

8.4 Entire Agreement. This Agreement constitutes the complete agreement and understanding among the Parties regarding the subject matter of this Agreement and
supersedes any prior understandings, agreements or representations regarding the subject matter of this Agreement.

 
8.5 Amendments. The Parties may amend this Agreement only pursuant to a written agreement executed by the Parties.
 
8.6 Non-Waiver. The Parties’ respective rights and remedies under this Agreement are cumulative and not alternative. Neither the failure nor any delay by any Party in

exercising any right, power or privilege under this Agreement will operate as a waiver of such right, power or privilege, and no single or partial exercise of any such right,
power or privilege will preclude any other or further exercise of such right, power or privilege or the exercise of any other right, power or privilege. No waiver will be effective
unless it is in writing and signed by an authorized representative of the waiving Party. No waiver given will be applicable except in the specific instance for which it was given.
No notice to or demand on a Party will constitute a waiver of any obligation of such Party or the right of the Party giving such notice or demand to take further action without
notice or demand as provided in this Agreement.
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8.7 Assignment. The Subcontractor may not assign this Agreement or any rights under this Agreement, or delegate any duties under this Agreement, without the

Service Company’s prior written consent. The Service Company may freely assign this Agreement or any rights under this Agreement, or delegate any duties under this
Agreement without the Subcontractor’s consent.

 
8.8 Binding Effect; Benefit. This Agreement will inure to the benefit of and bind the Parties and their respective successors and permitted assigns. Nothing in this

Agreement, express or implied, may be construed to give any Person other than the Parties and their respective successors and permitted assigns any right, remedy, claim,
obligation or liability arising from or related to this Agreement. This Agreement and all of its provisions and conditions are for the sole and exclusive benefit of the Parties and
their respective successors and permitted assigns.

 
8.9 Severability. If any court of competent jurisdiction holds any provision of this Agreement invalid or unenforceable, then the other provisions of this Agreement

will remain in full force and effect. Any provision of this Agreement held invalid or unenforceable only in part or degree will remain in full force and effect to the extent not
held invalid or unenforceable.

 
8.10 Changes in Law.  If any change in applicable Law occurs that does or is reasonably likely to affect adversely the manner in which any Party may perform or be

compensated for its services under this Agreement or render this Agreement unlawful or illegal, then the Parties will cooperate in good faith with advice from knowledgeable



legal counsel to amend this Agreement as necessary to comply with such change in applicable Law while preserving as closely as possible the economic arrangements and other
terms of this Agreement in effect before such change in applicable Law.

 
8.11 References. The headings of Sections are provided for convenience only and will not affect the construction or interpretation of this Agreement. Unless otherwise

provided, references to “Section(s)” and “Exhibit(s)” refer to the corresponding section(s) and exhibit(s) of this Agreement. Each Exhibit is hereby incorporated into this
Agreement by reference. Reference to a statute refers to the statute, any amendments or successor legislation and all rules and regulations promulgated under or implementing
the statute, as in effect at the relevant time. Reference to a contract, instrument or other document as of a given date means the contract, instrument or other document as
amended, supplemented and modified from time to time through such date.

 
8.12 Construction. Each Party participated in the negotiation and drafting of this Agreement, assisted by such legal and tax counsel as it desired, and contributed to its

revisions. Any ambiguities with respect to any provision of this Agreement will be construed fairly as to all Parties and not in favor of or against any Party. All pronouns and
any variation thereof will be construed to refer to such gender and number as the identity of the subject may require. The terms “include” and “including” indicate examples of a
predicate word or clause and not a limitation on that word or clause.

 
8.13 Governing Law. THIS AGREEMENT IS GOVERNED BY THE LAWS OF THE STATE OF NEW YORK, WITHOUT REGARD TO CONFLICT OF LAWS

PRINCIPLES.
 
8.14 Waiver of Trial by Jury.  EACH PARTY HEREBY WAIVES ITS RIGHT TO A JURY TRIAL IN CONNECTION WITH ANY SUIT, ACTION OR

PROCEEDING IN CONNECTION WITH ANY MATTER RELATING TO THIS AGREEMENT.
 
8.15 Counterparts. The Parties may execute this Agreement in multiple counterparts, each of which will constitute an original and all of which, when taken together,

will constitute one and the same agreement. The Parties may deliver executed signature pages to this Agreement by facsimile or e-mail transmission. No Party may raise as a
defense to the formation or enforceability of this Agreement (and each Party forever waives any such defense) any argument based on either (a) the use of a facsimile or email
transmission to deliver a signature or (b) the fact that any signature was signed and subsequently transmitted by facsimile or email transmission.

 
[SIGNATURE PAGE IMMEDIATELY FOLLOWS]
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The Parties execute this Agreement as of the date first written above.
 

 
 
THE SERVICE COMPANY: Pasithea Clinics Corp.

  
 By: /s/ Dr. Tiago Reis Marques
  Dr. Tiago Reis Marques
  
THE SUBCONTRACTOR: The IV Doc Inc.

  
 By: /s/ Dr. Adam Nadelson
  Dr. Adam Nadelson
 

SIGNATURE PAGE TO BUSINESS SUPPORT SERVICES SUBCONTRACT
 

 

 

 
EXHIBIT A

 
SUBCONTRACT SERVICES

 
The Subcontractor will, either directly or through one or more subcontractors, provide the following Subcontract Services:
 

1. The System Support Services set forth in Section 2.5 of the BSSA.
 
2. All administrative personnel reasonably necessary to manage the business and administrative aspects of the Professional Companies and manage, in consultation

with the Professional Companies, all decisions regarding work assignments, scheduling, hiring, firing and disciplining of administrative personnel and determinations of
compensation levels and other terms of employment or engagement for all administrative personnel (including determinations of salaries, wages, bonuses, fringe benefits,
retirement benefits and health, disability and workers’ compensation insurance).

 
3. The following information Support Services:
 

(a) management, maintenance and administration of hardware/software programs, databases and interfaces,
 
(b) communications resources and internet client connections,
 
(c) management of information technology service connections, security and connectivity maintenance,
 
(d) management of outside hardware and software vendor maintenance,
 
(e) planning and evaluation of new technology,
 
(f) design, management and integration of web sites,
 
(g) access to document copying and scanning interfaces,



 

 

 

 
(h) development and production of printed materials for external marketing purposes.
 

4. Assist the Professional Companies in administering their relationships with Clinical Professionals, including consulting with the Professional Companies as to
performance standards, reviewing and proposing changes to the Professional Companies’ standard employment and independent contractor agreements, participating in
deliberations as to appropriate Clinical Professional Staffing Levels, reviewing staffing and coverage schedules, and, in consultation with the Professional Companies, recruiting
additional Clinical Professionals. Recommend Clinical Professional compensation models and consult with the Professional Companies in determining Clinical Professional
base and incentive compensation; provided, however, that all Clinical Professional compensation decisions shall be solely the responsibility of Professional Companies.

 
5. Supervise the Professional Companies’ continuous efforts to create, update, maintain and store all files and records relating to the operation of the Professional

Companies, including accounting, billing, patient medical records and collection records.
 
6. Purchase, for the account of the Professional Companies, all support services reasonably required for the day-to-day operation of the Professional Companies

(including all utilities, laundry, janitorial and cleaning, security, printing, postage, copying, telephone and internet services) and all supplies that are reasonably necessary for the
day-to-day operation of the Professional Companies.

 
7. Manage equipment installation, testing and maintenance for the Professional Companies.
 
8. Provide additionalfinancial management, human resource-related, billing and collection-related and information technology-related services at Professional

Companies’ reasonable request and if necessary or appropriate for the proper management and administration of the Professional Companies.
 

 

 

 
EXHIBIT B

 
SUBCONTRACT FEES

 
1. In consideration of the Service Company’s use of the Subcontractor’s assets, systems and infrastructure and the Subcontract Services provided by the Subcontractor, the

Service Company agrees to pay the Subcontractor a monthly subcontract service fee (the “Subcontract Fee”) equal to $22,500. 
 
2. The Subcontract Fees shall be payable monthly no later than the 15th day of the month following the month for which it is due.
 
3. Within six (6) months of the Effective Date, a third-party valuation will be performed to substantiate the fair market valuation of the Subcontract Fee. At that time, the

Subcontract Fee will be revised as necessary for consistency with fair market value. Also at that time, the Parties will reconcile prior payments under the Agreement so
that the sum of all payments under the Agreement reflects the fair market value of the Subcontract Services.

 
4. The Parties recognize that the Subcontract Services may change in size and scope over the Term of this Agreement, which may cause the Subcontract Fee to no longer

reflect the fair market value of the Subcontract Services provided pursuant to this Agreement; accordingly, commencing on the six (6) month anniversary of the Effective
Date and continuing on each six (6) month anniversary thereafter, the Subcontract Fee may be adjusted by the Parties to take into account any changes to the scope or
amount of services provided by the Subcontractor then in effect as well as any changes that the Parties anticipate will be in effect during such six (6) month period, in
order to ensure that the Subcontract Fee reflects the fair market value of the Subcontract Services. The Parties shall begin good faith negotiations on an adjustment to the
Subcontract Fee not less than 90 days prior to the anniversary date of each six (6) month period. At the time such new adjusted Subcontract Fee is finalized by the
Parties, such new Subcontract Fee shall be adjusted retroactively to the appropriate anniversary or date of any applicable material change, with an adjustment as needed
for the interim increase, with any aggregate amount due as a result of such adjustment to be paid by the Service Company.

 

 

 

 
EXHIBIT C

 
BUSINESS ASSOCIATE PROVISIONS

 
I. GENERAL PROVISIONS
 

Section 1.1. Status of the Parties. The parties acknowledge and agree that the Service Company is a Business Associate of one or more Covered Entities that contract
with the Service Company (each, a “Covered Entity”) and Subcontractor is a subcontractor of the Service Company and is a Business Associate when Subcontractor creates,
receives, maintains, transmits, uses or discloses Protected Health Information on behalf of the Service Company or a Covered Entity.

 
Section 1.2. Defined Terms. Capitalized terms used in this Agreement (including this Addendum) without definition shall have the respective meanings assigned to

such terms by the Administrative Simplification section of the Health Insurance Portability and Accountability Act of 1996, the Health Information Technology for Economic
and Clinical Health Act and their implementing regulations as amended from time to time (collectively, “HIPAA”).

 
Section 1.3. Effect. The provisions of this Addendum shall control with respect to Protected Health Information that Subcontractor receives from or on behalf of the

Service Company or the Covered Entities, and the terms and provisions of this Addendum shall supersede any conflicting or inconsistent terms and provisions of this
Agreement, including all exhibits or other attachments thereto and all documents incorporated therein by reference, to the extent of such conflict or inconsistency. This
Addendum shall not modify or supersede any other provision of the Agreement.

 
Section 1.4. No Third Party Beneficiaries. The parties have not created and do not intend to create by this Agreement any third party rights, including, but not

limited to, third party rights for Covered Entities’ patients.
 
Section 1.5. HIPAA Amendments . The parties acknowledge and agree that the Health Information Technology for Economic and Clinical Health Act and its

implementing regulations impose requirements with respect to privacy, security and breach notification applicable to Business Associates (collectively, the “ HITECH BA



Provisions”). The HITECH BA Provisions and any other future amendments to HIPAA affecting Business Associate Contracts are hereby incorporated by reference into this
Agreement as if set forth in this Agreement in their entirety, effective on the later of the effective date of this Agreement or such subsequent date as may be specified by
HIPAA.

 
Section 1.6. Regulatory References. A reference in this Agreement to a section in HIPAA means the section as it may be amended from time-to-time.
 
Section 1.7. Independent Contractor Status. The parties acknowledge and agree that Subcontractor is at all times acting as an independent contractor of the Service

Company and not as an agent or employee of the Service Company under this Agreement.
 

II. OBLIGATIONS OF SUBCONTRACTOR
 

Section 2.1. Use and Disclosure of PHI. Subcontractor may use and disclose PHI as permitted or required under this Agreement or as Required by Law, but shall not
otherwise use or disclose any PHI. Subcontractor shall not use or disclose PHI in any manner that would constitute a violation of HIPAA if so used or disclosed by the Service
Company or the Covered Entities (except as set forth in Sections 2.1(a), (b) and (c) of this Agreement). To the extent Subcontractor carries out any of Business Associate’s or
the Covered Entities’ obligations under the HIPAA privacy standards, Subcontractor shall comply with the requirements of the HIPAA privacy standards that apply to the
Service Company or the Covered Entities (as applicable) in the performance of such obligations. Without limiting the generality of the foregoing, Subcontractor is permitted to
use or disclose PHI as set forth below:

 
(a) Subcontractor may use PHI internally for Subcontractor’s proper management and administrative services or to carry out its legal responsibilities;
 

 

 

 
(b) Subcontractor may disclose PHI to a third party for the Subcontractor’s proper management and administration, provided that the disclosure is Required by

Law or Subcontractor obtains reasonable assurances from the third party to whom the PHI is to be disclosed that the third party will (1) protect the confidentiality of the
PHI, (2) only use or further disclose the PHI as Required by Law or for the purpose for which it was disclosed to the third party and (3) notify the Service Company of
any instances of which the third party is aware in which the confidentiality of the PHI has been breached;

 
(c) Subcontractor may use PHI to provide Data Aggregation services relating to the Health Care Operations of the Service Company or the Covered Entities if

required or permitted under this Agreement;
 
(d) Subcontractor may use PHI to create de-identified health information in accordance with the HIPAA de-identification requirements. Subcontractor may

disclose de-identified health information for any purpose permitted by law; and
 
(e) Subcontractor may use PHI about an Individual to request the Individual’s authorization to use or disclose PHI.
 

Section 2.2. Safeguards. Subcontractor shall use appropriate safeguards to prevent the use or disclosure of PHI other than as permitted or required by this Agreement.
In addition, the Subcontractor shall implement Administrative Safeguards, Physical Safeguards and Technical Safeguards that reasonably and appropriately protect the
Confidentiality, Integrity and Availability of PHI transmitted or maintained in Electronic Media (“ Electronic PHI”) that Subcontractor creates, receives, maintains or transmits
on behalf of the Service Company or the Covered Entities. Subcontractor shall comply with the HIPAA Security Rule with respect to Electronic PHI.

 
Section 2.3. Minimum Necessary Standard. To the extent required by the “minimum necessary” requirements of HIPAA, Subcontractor shall only request, use and

disclose the minimum amount of PHI necessary to accomplish the purpose of the request, use or disclosure.
 
Section 2.4. Mitigation. Subcontractor shall take reasonable steps to mitigate, to the extent practicable, any harmful effect (that is known to Subcontractor) of a use or

disclosure of PHI by Subcontractor in violation of this Agreement.
 
Section 2.5. Subcontractors. Subcontractor shall enter into a written agreement meeting the requirements of 45 C.F.R. §§ 164.504(e) and 164.314(a)(2) with each

Subcontractor (including, without limitation, a Subcontractor that is an agent under applicable law) that creates, receives, maintains or transmits PHI on behalf of Subcontractor.
Subcontractor shall ensure that the written agreement with each Subcontractor obligates the Subcontractor to comply with restrictions and conditions that are at least as
restrictive as the restrictions and conditions that apply to Subcontractor under this Agreement.

 

 

 

 
Section 2.6. Reporting Requirements.
 

(a) If Subcontractor becomes aware of a use or disclosure of PHI in violation of this Agreement by Subcontractor or a third party to which Subcontractor
disclosed PHI, Subcontractor shall report the use or disclosure to the Service Company without unreasonable delay.

 
(b) Subcontractor shall report any Security Incident involving Electronic PHI that is not an Unsuccessful Security Incident (as defined below) of which

Subcontractor becomes aware without unreasonable delay. Subcontractor hereby notifies the Service Company of pings and other broadcast attacks on a firewall, denial
of service attacks, port scans, unsuccessful login attempts, interception of encrypted information where the encryption key is not compromised, and other Unsuccessful
Security Incidents. Subcontractor will provide additional information about Unsuccessful Security Incidents on a reasonable basis, orally or in writing, if requested by
Company. If the HIPAA security regulations are amended to remove the requirement to report Unsuccessful Security Incidents, the requirement hereunder to report
Unsuccessful Security Incidents will no longer apply as of the effective date of the amendment. “Unsuccessful Security Incident” means a Security Incident that does
not involve unauthorized access, use, disclosure, modification or destruction of Electronic PHI or interference with an Information System in a manner that poses a
material threat to the Confidentiality, Integrity, or Availability of the Electronic PHI.

 
(c) Subcontractor shall, following the discovery of a Breach of PHI, notify the Service Company of the Breach in accordance with 45 C.F.R. § 164.410 without

unreasonable delay and in no case later than 60 days after discovery of the Breach.
 

Section 2.7. Access to PHI. Within 15 business days of a request by the Service Company for access to PHI about an Individual contained in any Designated Record
Set maintained by Subcontractor, Subcontractor shall make available to the Service Company such PHI for so long as Subcontractor maintains such information in the
Designated Record Set. If Subcontractor receives a request for access to PHI directly from an Individual, Subcontractor shall forward such request to the Service Company
within ten business days. The Service Company shall have the sole responsibility to make decisions regarding whether to approve a request for access to PHI.

 
Section 2.8. Availability of PHI for Amendment . Within 15 business days of receipt of a request from the Service Company for the amendment of an Individual’s

PHI contained in any Designated Record Set maintained by Subcontractor, Subcontractor shall provide such information to the Service Company for amendment and



incorporate any such amendments in the PHI (for so long as Subcontractor maintains such information in the Designated Record Set) as required by 45 C.F.R. §164.526. If
Subcontractor receives a request for amendment to PHI directly from an Individual, Subcontractor shall forward such request to the Service Company within 10 business days.
The Service Company shall have the sole responsibility to make decisions regarding whether to approve a request for an amendment to PHI.

 
Section 2.9. Accounting of Disclosures. Within 15 business days of notice by the Service Company to Subcontractor that it has received a request for an accounting of

disclosures of PHI (other than disclosures to which an exception to the accounting requirement applies), Subcontractor shall make available to the Service Company such
information as is in Subcontractor’s possession and is required for the Service Company and Covered Entity to make the accounting required by 45 C.F.R. §164.528. If
Subcontractor receives a request for an accounting directly from an Individual, Subcontractor shall forward such request to the Service Company within ten business days. The
Service Company shall have the sole responsibility to provide an accounting of disclosures to Covered Entity and the Individual.

 

 

 

 
Section 2.10. Availability of Books and Records. Subcontractor shall make its internal practices, books and records relating to the use and disclosure of PHI received

from, or created or received by Subcontractor on behalf of, the Service Company or the Covered Entities available to the Service Company and/or the Secretary for purposes of
determining the Service Company’s compliance with HIPAA.

 
III. OBLIGATIONS OF THE SERVICE COMPANY
 

Section 3.1. Permissible Requests. The Service Company shall not request Subcontractor to use or disclose PHI in any manner that would not be permissible under
HIPAA if done directly by the Service Company (except as provided in Sections 2.1(a), (b) and (c) of this Agreement).

 
Section 3.2. Minimum Necessary PHI. When the Service Company discloses PHI to Subcontractor, the Service Company shall provide the minimum amount of PHI

necessary for the accomplishment of Subcontractor’s purpose.
 
Section 3.3. Permissions; Restrictions. The Service Company warrants that it has obtained and will obtain any consents, authorizations and/or other legal permissions

required under HIPAA and other applicable law for the disclosure of PHI to Subcontractor. The Service Company shall notify Subcontractor of any changes in, or revocation of,
the permission by an Individual to use or disclose his or her PHI, to the extent that such changes may affect Subcontractor’s use or disclosure of PHI. The Service Company
shall not agree to any restriction on the use or disclosure of PHI under 45 C.F.R. § 164.522 that restricts Subcontractor’s use or disclosure of PHI under this Agreement unless
such restriction is Required By Law or Subcontractor grants its written consent, which consent shall not be unreasonably withheld.

 
Section 3.4. Notice of Privacy Practices. The Service Company shall notify Subcontractor of any limitation in a Covered Entity’s notice of privacy practices that may

have the effect of limiting Subcontractor’s use or disclosure of PHI under this Agreement.
 

IV. TERM AND TERMINATION
 

Section 4.1. Termination Upon Breach of this Agreement. Any other provision of this Agreement notwithstanding, either party (the “Non-Breaching Party”) may
terminate this Agreement upon 30 days advance written notice to the other party (the “Breaching Party”) in the event that the Breaching Party materially breaches this
Agreement in any material respect and such breach is not cured to the reasonable satisfaction of the Non-Breaching Party within such 30-day period.

 
Section 4.2. Return or Destruction of PHI upon Termination. Upon expiration or earlier termination of this Agreement, Subcontractor shall either return or destroy

all PHI received from or on behalf of the Service Company or the Covered Entities or created by Subcontractor on behalf of the Service Company or the Covered Entities that
Subcontractor still maintains in any form. Notwithstanding the foregoing, to the extent that Subcontractor determines that it is not feasible to return or destroy such PHI, the
terms and provisions of this Agreement shall survive termination and such PHI shall be used or disclosed solely for such purpose or purposes which prevented the return or
destruction of such PHI.

 
 
 
 



Exhibit 10.5
 

EMPLOYMENT AGREEMENT
 

This Employment Agreement (this “Agreement”) is made as of July 13th, 2020, between Pasithea Therapeutics Corp. (the “Company”), and Dr Tiago Reis Marques
(“Executive”) (collectively, the Company and Executive are the “Parties”).
 

NOW, THEREFORE, in consideration of the mutual covenants and agreements herein contained and other good and valuable consideration, the receipt and
sufficiency of which is hereby acknowledged, the Parties agree as follows:

 
1. Start Date; Employment Term) . Executive’s employment with the Company pursuant to this Agreement will commence on the closing of the transactions

contemplated by the Business Combination Agreement (the “Start Date”) and end on the first (1st anniversary of the Start Date (the “initial term”), provided, however, that on
such anniversary and on each anniversary thereafter (each, an “ Extension Date” the term of Executive’s employment under this Agreement shall be automatically extended for
an additional one (1) year period (each, a “Renewal Term”), unless the Company or the Executive provides the other at least 60 (sixty ) days’ prior written notice before the
next Extension Date that the Initial Tern or Renewal Term, as applicable, shall not be so extended. This Agreement shall automatically terminate without any action on the part
of any person and be void ab initio if the Combination Agreement is terminated in accordance with its terms, and neither the Company nor any other person shall have any
liability to Executive under this Agreement if the Closing does not occur. The period of time from the Start Date through the termination of this Agreement and Executive’s
employment hereunder pursuant to its terms is hereafter referred to as the “Employment Term”.
 

2. Position; Duties. During the Employment Term, Executive shall serve as the Chief Executive Officer, reporting to Board of Directors (the “Board”). Executive
shall also serve as a Director on the Company’ s Board. During the Employment Term, Executive shall perform such duties and responsibilities on behalf of the Company and
its affiliates consistent with Executive’s position and titles, including, without limitation: (a) overall responsibility for creating, planning and integrating the strategic direction of
the Company (b) the engagement and retention of advisors and all other key employees and consultants of the Company; (c) the review and approval of the Company’s budgets;
(d) review and approval of the Company’s annual strategic plan and (e) review and approval of all mergers and acquisitions of other companies and assets including disposition
and licensing of all intellectual property and patents.

 
3. Compensation.
 
(a) Base Salary: Executive’s annual base salary will initially be $120,000 USD per year, payable in accordance with the Company’s normal payroll procedures, less

all applicable withholdings and deductions. With the completion of the next qualified financing, of over $5M USD, the terms will be renegotiated.
 

 



 

 
(b) Equity Award: The Company shall establish, as of immediately following the closing of the financing transaction contemplated by the Combination Agreement,

an equity incentive pool in an amount equal to 10% of the Company’s outstanding common stock, on a fully-diluted basis, for purposes of granting equity awards to directors,
executive officers, employees and consultants of the Company. The Board will consider the appropriate equity stock option amounts to award the Chief Executive Officer. as of
the closing. The remainder of such equity incentive pool shall be allocated by the Board to other directors, executive officers, employees and consultants of the Company based
on recommendations of Executive. The equity awards granted to Executive by the Board as of the closing date will vest ratably on a monthly basis over 36 months, beginning on
the last day of the month of the date of grant; provided however, that the equity awards will vest immediately upon Executive’s death or disability (as defined in section 4(b)),
termination without Cause or a termination by Executive for Good Reason, a change in control of the Company (as defined in the Company’s equity incentive plan or
agreement) or upon a sale of the Company. Such equity awards shall be subject to such other provisions to be set forth in Company’s equity incentive plan and the applicable
grant agreement(s) to be entered into between Executive and the Company, which grant agreement shall be no less favorable than that for other senior executives and directors
of the Company.
 

(c) Benefits. Executive will be eligible to participate in the benefits offered by the Company, including, without limitation, any health insurance, retirement, and fringe
benefits offered by the Company, in accordance with the applicable terms of the benefit program, plan, or arrangement.

 
(d) Vacation: The executive is entitled to up to 20 days’ of vacation per year. If not taken, unused vacation is paid out in cash at the end of each year of the Agreement.
 
(e) Expenses: All expenses associated with Company’s business will be 100% reimbursed on submission of receipts for payment. Payment shall be made within 30 days
of receipt of documentation. Executive shall receive prior authorization for expenses exceeding $5,000.

 
(f) Office. The Company shall provide the Executive and his executive team with office space located in Los Angeles, California and London, UK with sufficient staff

and equipment to operate an office.
 
(g) Other Activities: Nothing in this agreement shall prevent the Executive from undertaking any other business activities while this agreement is in force, provided

that:
 

(i) such activity does not cause a breach of any of the Executive’s obligations under this agreement; and
 
(ii) the Executive shall not engage in any such activity if it relates to a business which is similar to or in any way competitive with the business of the Company

(or any Group Company) without the prior written consent of the Company; and
 

(iii) Any activities that were initiated prior to the signing of this Agreement, that were non competing, and disclosed in writing to the Company.
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(i) Termination of Employment. The Company or the Executive may terminate the Executive’s employment pursuant to this Section 4. Upon any termination of the

Executive’s employment, the Company shall have no further obligations to the Executive under this Agreement other than for payment of any accrued but unpaid base salary,
properly incurred but unreimbursed business expenses, accrued but unused vacation, and severance payments, if any, required under Section 5. Rights and benefits of the
Executive under the benefit plans and programs of the Company shall be determined in accordance with the provisions of such plans and programs.

 
a. Death. The Executive’s employment will terminate upon the Executive’s death. If such an event should occur all compensation due, and equity shall be

awarded to the Executive’s family within 90 days.
 
b. Disability. The Company may terminate the Executive’s employment by reason of the Executive’s becoming subject to a Disability (as defined in the

following sentence) upon the Company providing thirty (30) days’ prior notice to Executive of its intention to terminate Executive’s employment due to his or her
Disability. For purposes of this Agreement, “ Disability” means the Executive is unable to perform the essential functions of his or her position, with or without a
reasonable accommodation, for a period of ninety (90) consecutive calendar days or one-hundred and eighty (180) non-consecutive calendar days within any rolling
twelve (12) month period.

 
c. Cause. The Company may terminate the Executive’s employment under this Agreement for “Cause.” For purposes of this Agreement, “Cause” means any of

the following: (i) Executive’s engaging in any acts of fraud, theft, or embezzlement involving the Company; (ii) Executive’s conviction, including any plea of guilty or
nolo contendere, of any felony crime which is relevant to the Executive’s position with the Company; and (iii) Executive’s material violation of this Agreement which is
materially damaging to the reputation or business of the Company, provided that prior to terminating Executive for Cause, the Board must first (A) provide notice to
Executive specifying in reasonable detail the condition giving rise to Cause for termination no later than the sixtieth (60th) day following the occurrence of that
condition; (B) provide the Executive a period of thirty (30) days to remedy the condition, if subject to remedy, and so specify in the notice; and (C) terminate his
employment for Cause within thirty (30) days following the expiration of the period to remedy if the Executive fails to remedy the condition.

 
d. Without Cause. The Company may terminate the Executive’s employment without Cause on sixty (60) days’ prior written notice to the Executive.
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e. By the Executive for Good Reason. The Executive may terminate his employment for Good Reason by (A) providing notice to the Company specifying in

reasonable detail the condition giving rise to the Good Reason no later than the sixtieth (60th) day following the occurrence of that condition; (B) providing the
Company a pe1iod of thirty (30) days to remedy the condition if subject to remedy, and so specifying in the notice; and (C) terminating his employment for Good Reason
within thirty (30) days following the expiration of the period to remedy if the Company fails to remedy the condition. The following, if occurring without the Executive’s
consent, shall constitute “Good Reason” for termination by the Executive: (i) a material diminution in the nature or scope of the Executive’s title, authority or
responsibilities; (ii) a material adverse change in the Executive’s duties, including, without limitation, such duties set forth in Section 2; (iii) a requirement that the
Executive report to any person other than the Board; (iv) a material reduction in Base Salary or target bonus opportunity; or (v) the Company’s breach of a material
provision of this Agreement.
 

f. By the Executive without Good Reason. The Executive may terminate his employment hereunder at any time upon thirty (30) days’ prior written notice to
the Company.

 
g. Expiration. Executive’s employment will terminate automatically upon the expiration of the Initial Term or Renewal Term, as applicable, if either party has

elected not to extend the Initial Term or Renewal Term in accordance with Section 1.
 
h. Payments on Termination
 
Termination Without Cause; For Good Reason. Subject to Section 5(b), in the event the Company terminates the employment of Executive without Cause
pursuant to Section 4(d), Executive resigns for Good Reason pursuant to Section 4(e), or the Executive’s employment terminates clue to expiration of the
Employment Term in accordance with Section 4(g) following the Company’s delivery to Executive of a notice of intent not to renew pursuant to Section 1, then
the Compa11y shall pay to the Executive, in addition to any amounts payable under Section 4, (i) severance payments in the form of continued Base Salary, at
Executive’s Base Salary as then in effect, for the twelve (12) month period following the effective date of the Executive’s termination if such termination
happens during the first year, or successive years, of the Executive’s employment, (ii) payment by the Company of Executive’s monthly health insurance
premiums for a period matching the period that Executive is entitled to severance payments pursuant to section 5(a)(i) hereof. The severance in 5(a)(i) and (iv)
will be paid pursuant to the Company’s payroll schedule then in effect commencing on the sixtieth (60th) day following the last day of employment and the
payments in S(a)(ii) and (iii) will be paid on the sixtieth (60th) day following the last day of employment.
 
i. Requirement of Release. As a condition precedent to receiving any of the severance payments pursuant to Section 5(a), Executive must execute (without

revocation) a general release of claims in a form mutually agreed to by the Company and the Executive (the “Release”). The Release must be effective and revocable
prior to the sixtieth (60th) day following the Executive’ s last day of employment. If the Executive fails to execute the Release pursuant to this Section 5(b), the
Executive shall forfeit and not be entitled to any severance payments under Sections 5(a).
 

4



 

 
(j) Section 409A Compliance. This Agreement and any payments or benefits provided hereunder shall be interpreted, operated and administered in a manner intended

to avoid the imposition of additional taxes under Section 409A of the Internal Revenue Code of 1986, as amended (the “Code”). Further, the Company and Executive hereto
acknowledge and agree that the form and timing of the payments and benefits to be provided pursuant to this Agreement are intended to be exempt from, or to comply with, one
or more exceptions to the requirements of Section 409A of the Code. Notwithstanding anything contained herein to the contrary, to the extent required to avoid accelerated
taxation or tax penalties under Section 409A of the Code, Executive shall not be considered to have terminated employment for purposes of this Agreement and no payments
shall be due to Executive under this Agreement that are payable upon Executive’s tem1ination of employment until Executive would be considered to have incurred a
“separation from service” from the Company within the meaning of Section 409A of the Code. In addition, for purposes of this Agreement, each amount to be paid or benefit
to be provided to Executive pursuant to this Agreement shall be construed as a separate identified payment for purposes of Section 409A of the Code. If the Executive is deemed
on the date of termination to be a “specified employee” within the meaning of that term under Section 409A(a)(2)(B), then with regard to any payment or the provision of any
benefit that is considered defined compensation under Section 409A payable on account of a “separation from service,” such payment or benefit shall not be made or provided
until the date which is the earlier of (i) the expiration of the six (6)-month period measured from the date of such “separation from service” of the Executive, and (ii) the date
of the Executive’s death, to the extent required under Section 409A. Upon the expiration of the foregoing delay period, all payments and benefits delayed pursuant to this
Section 6 (whether they would have otherwise been payable in a single sum or in installments in the absence of such delay) shall be paid or reimbursed to the Executive in a
lump sum, and any remaining payments and benefits due under this Agreement shall be paid or provided in accordance with the normal payment dates specified for them herein.
With respect to expenses eligible for reimbursement under the terms of this Agreement: (i) the amount of such expenses eligible for reimbursement in any taxable year shall not
affect the expenses eligible for reimbursement in another taxable year; and (ii) any reimbursements of such expenses shall be made no later than the end of the calendar year
following the calendar year in which the related expenses were incurred, except, in each case, to the extent that the right to reimbursement does not provide for a “deferral of
compensation” within the meaning of Section 409A of the Code.
 

(k) Representations. Executive represents and warrants to the Company that (a) the execution, delivery and performance of this Agreement by Executive does not and
will not conflict with, breach, violate or cause a default under any contract, agreement, instrument, order, judgment or decree to which Executive is a party or by which
Executive is bound, (b) Executive is not a party to or bound by any employment agreement, noncompetition agreement or confidentiality agreement with any other person or
entity (other than any such agreement with any subsidiary or predecessor of the Company) and (c) upon the execution and delivery of this Agreement by the Company, this
Agreement shall be the valid and binding obligation of Executive, enforceable in accordance with its terms.
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(l) Survival. Executive acknowledges and agrees that Sections 5-10 of this Agreement shall survive the separation of Executive’s employment for any reason.
 
(m) Severability. The Parties intend for this Agreement to be enforced as written. However, if any section or portion of a section of this Agreement shall to any extent

be declared illegal or unenforceable by a duly authorized court having jurisdiction, (a) then the remainder of this Agreement, or the application of such section or portions of
such section in circumstances other than those as to which it is so declared illegal or unenforceable, shall not be affected thereby, and each section or portion of such section of
this Agreement shall be valid and enforceable to the fullest extent permitted by law; and/or (b) because of the scope of a section or portion of such section is found to be
unreasonable, the Company and Executive agree that the court making such determination shall have the power to “blue-pencil” the Agreement as necessary to make it
reasonable in scope; and in its reduced or blue- penciled fo1m such section or portion of such section shall then be enforceable and shall be enforced.

 
(n) Miscellaneous.

 
a. Deductions and Withholding. Executive agrees that the Company and/or its subsidiaries or affiliates shall withhold from any and all compensation paid to or

required to be paid to Executive pursuant to this Agreement all federal, state, local and/or other taxes which the Company determines are required to be withheld in
accordance with applicable statutes and/or regulations from time to time in effect and all amounts required to be deducted in respect of Executive ‘ s coverage under
applicable employee benefit plans.

 
b. Integration. This Agreement embodies the entire agreement and understanding between the Parties with respect to the subject matter hereof and supersedes

all prior oral or written agreements and understandings relating to the subject matter hereof. No statement, representation, warranty, covenant or agreement of any kind
not expressly set forth in this Agreement shall affect, or be used to interpret, change or restrict, the express terms and provisions of this Agreement.

 
c . Successors. This Agreement shall inure to the benefit of and be enforceable by Executive’s personal representatives, executors, administrators, heirs,

distibutees, devisees and legatees. The Company shall take commercially reasonable effo1ts to require any successor to the Company to expressly assume and agree to
perform this Agreement in the same manner and to the same extent that the Company would be required to perform it if no such succession had taken place. Executive’s
rights and obligations under this Agreement may not be assigned by Executive without the prior written consent of the Company.
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d. Waiver. No waiver of any provision hereof shall be effective unless made in writing and signed by the waiving party. The failure of any party to require the

performance of any term or obligation of this Agreement, or the waiver by any patty of any breach of this Agreement, shall not prevent any subsequent enforcement of
such term or obligation or be deemed a waiver of any subsequent breach.

 
e. Amendment. This Agreement may be amended or modified only by a written instrument signed by Executive and by a duly authorized representative of the

Company.
 
f. Governing Law. This Agreement shall be governed by and enforced in accordance with the internal laws of the State of Delaware without regard to principles

of conflict of laws.
 
g. Counterparts. This Agreement may be executed in any number of counterparts, each of which when so executed and delivered shall be taken to be an

original; but such counterparts shall together constitute one and the same document.
 

(o) Indemnification. The Company agrees to indemnify and hold the Executive harmless from and against any and all loss, damage, cost and expense of every kind,
including reasonable attorneys’ fees (each, a “Loss”) resulting from any claim by a third party relating to the services rendered in connection with this Agreement, or prior
statements, obligations, commitments, verbal or written or otherwise communicated, made by the Company before the date of this Agreement, and to any injury or death alleged
to have been caused by or attributable to any drug, device or biologic relating to services rendered pursuant to this Agreement, unless such Loss arises out of the gross
negligence, willful misconduct or breach of this Agreement by the Executive. The Company agrees to acquire sufficient D&O insurance to cover the Executive under usual
conditions.

 
 

[Signature Page Follows]
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IN WITNESS WHEREOF, the parties have executed this Agreement effective on the date and year first above written
 

Pasithea Therapeutics Corp  Dr Tiago Reis Marques
     
By: /s/ Craig Auringer  By: /s/ Dr Tiago Marques
Name: Craig Auringer  Name: Dr Tiago Marques
Title: Director    
     
Date:   Date: 01 Feb 2021

 

8



Exhibit 23.1
 

INDEPENDENT REGISTERED PUBLIC ACCOUNTING FIRM’S CONSENT
 
We consent to the inclusion in this Registration Statement of Pasithea Therapeutics Corp. on Form S-1 of our report dated April 13, 2021, which includes an explanatory
paragraph as to the Company’s ability to continue as a going concern, with respect to our audit of the consolidated financial statements of Pasithea Therapeutics Corp. as of
December 31, 2020 and for the period from May 12, 2020 (inception) to December 31, 2020, appearing in the Prospectus, which is part of this Registration Statement. We also
consent to the reference to our firm under the heading “Experts” in the Prospectus, which is part of this Registration Statement.
 
/s/ Marcum llp
 
Marcum llp
New Haven, Connecticut
April 13, 2021
 

 


