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EXPLANATORY NOTE

Pursuant to the applicable provisions of the Fixing America’s Surface Transportation (FAST) Act, we are omitting our unaudited financial statements for the six
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preliminary prospectus to investors.

The information in this preliminary prospectus is not complete and may be changed. We may not sell these securities until the registration statement filed with the Securities and
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jurisdiction where the offer or sale of these securities is not permitted.

SUBJECT TO COMPLETION, DATED ,2021
PRELIMINARY PROSPECTUS
Shares
Anebulo Pharmaceuticals, Inc.
Common Stock
This is the initial public offering of common stock of Anebulo Pharmaceuticals, Inc. We are offering shares of our common stock. Prior to this offering, no
public market has existed for our common stock. We currently estimate that the initial public offering price will be between $ and $ per share of common stock. We

intend to apply to list our common stock for trading on The Nasdaq Capital Market under the symbol “ANEB.”

Investing in our common stock involves a high degree of risk. See “Risk Factors” beginning on page 14 of this prospectus to read about factors you should
consider before buying shares of our common stock.

Per Share Total
Initial public offering price $ $
Underwriting discounts and commissions (1) $ $
Proceeds to us, before expenses $ $
@) In addition, we have agreed to reimburse the underwriters for certain expenses. Please see the section of this prospectus entitled “Underwriting” for additional
information regarding underwriters’ compensation.
We have granted the underwriters an option to purchase up to additional shares of common stock from us at the initial public offering price less underwriting

discounts and commissions to cover over-allotments, if any. The underwriters can exercise this option within 30 days after the date of this prospectus.

We are an “emerging growth company” as defined under U.S. federal securities laws and, as such, may elect to comply with certain reduced public company reporting
requirements after this offering.

Neither the Securities and Exchange Commission nor any other regulatory body has approved or disapproved these securities or determined if this
prospectus is truthful or complete. Any representation to the contrary is a criminal offense.

The underwriters expect to deliver the shares of our common stock to purchasers on or about , 2021, subject to customary closing conditions.
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About this Prospectus

Neither we nor the underwriters have authorized anyone to provide you with information that is different from that contained in this prospectus or in any free writing
prospectus we may authorize to be delivered or made available to you. We take no responsibility for, and can provide no assurance as to the reliability of, any other information
that others may give you. We and the underwriters are offering to sell shares of common stock and seeking offers to buy shares of common stock only in jurisdictions where
offers and sales are permitted. The information contained in this prospectus is accurate only as of the date on the front of this prospectus, regardless of the time of delivery of
this prospectus 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 our common stock and the distribution of this prospectus outside
of the United States. See “Underwriting.”

Unless otherwise indicated, information in this prospectus concerning economic conditions, our industry, our markets and our competitive position is based on a
variety of sources, including information from third-party industry analysts and publications and our own estimates and research. Some of the industry and market data
contained in this prospectus are based on third-party industry publications. This information involves a number of assumptions, estimates and limitations. The sources of the
third-party industry publications referred to in this prospectus are:

o The United States Census Bureau; and
o The Nationwide Emergency Department Sample (NEDS).

The industry publications, surveys and forecasts and other public information generally indicate or suggest that their information has been obtained from sources
believed to be reliable, although they do not guarantee the accuracy or completeness of such information. None of the third-party industry publications used in this prospectus
were prepared on our behalf. The industry in which we operate is subject to a high degree of uncertainty and risk due to a variety of factors, including those described in “Risk
Factors.” These and other factors could cause results to differ materially from those expressed in these publications.

“Anebulo” and other registered or common law trade names, trademarks, or service marks of Anebulo Pharmaceuticals, Inc. appearing in this prospectus are the
property of Anebulo Pharmaceuticals, Inc. This prospectus contains additional trade names, trademarks, and service marks of other companies that are the property of their
respective owners. We do not intend our use or display of other companies’ trade names, trademarks or service marks to imply a relationship with, or endorsement or
sponsorship of us by, these other companies. Solely for convenience, our trademarks and trade names referred to in this prospectus appear without the ® and ™ symbols, but
those references are not intended to indicate, in any way, that we will not assert, to the fullest extend under applicable law, our rights, or the right of the applicable licensor, to
these trademarks and trade names.

PROSPECTUS SUMMARY

This summary highlights selected information that is presented in greater detail elsewhere in this prospectus and does not contain all of the information that you
should consider before investing in our common stock. Before investing in our common stock, you should read this entire prospectus carefully, including the information set
forth under the sections “Risk Factors,” and “Managements Discussion and Analysis of Financial Condition and Results of Operations” and our financial statements and
the related notes thereto, in each case included in this prospectus. Some of the statements in this prospectus constitute forward-looking statements. See “Cautionary Note
Regarding Forward-Looking Statements.”

Unless the context requires otherwise, the words “we,” “us,” “our,” “our company” and “our business” refer to Anebulo Pharmaceuticals, Inc., a Delaware
corporation.




Our Company

We are a clinical-stage biotechnology company developing novel solutions for people suffering from cannabinoid overdose and substance abuse. Our lead product
candidate, ANEB-001, is intended to reverse the negative effects of cannabinoid overdose within 1 hour of administration. The signs and symptoms of cannabinoid
overdose range from profound sedation to anxiety and panic to psychosis with hallucinations. There is no approved medical treatment currently available to specifically
alleviate the symptoms of cannabinoid overdose. We believe ANEB-001 has the potential to be a first-in-class therapeutic for reversing the effects of tetrahydrocannabinol
(“THC”), the principal psychoactive constituent of cannabis on the market. Clinical trials completed to date have shown that ANEB-001 is rapidly absorbed, well tolerated
and leads to weight loss, an effect that is consistent with central cannabinoid receptor type 1 (“CB1”’) antagonism. We intend to launch a Phase 2 proof of concept trial for
cannabinoid overdose in the fourth quarter of 2021.

Cannabinoid overdoses have become a widespread health issue in the United States, particularly in the increasing number of states that have legalized cannabis for
personal and recreational use. In recent years, hospital emergency rooms across the United States have seen a dramatic increase in patient visits with cannabis-related
conditions. Before the legalization of cannabis, an estimated 450,000 patients visited hospital emergency rooms for cannabis-related conditions. In 2014, this number more
than doubled to an estimated 1.1 million patients, according to data published in “Trends and Related Factors of Cannabis-Associated Emergency Department Visits in the
United States: 2006-2014,” Journal of Addiction Medicine (May/June 2019), which provided a national estimate analyzing data from The Nationwide Emergency
Department Sample (“NEDS”), the largest database of U.S. hospital-owned emergency department visits. Based on our own analysis of the most recent NEDS data, we
believe that the number of hospitalizations grew to 1.74 million patients in 2018 and was growing at an approximately 15% compounded annual growth rate between 2012
and 2018. We believe the number of cannabis-related hospitalizations and other health problems associated with cannabinoid overdoses such as depression, anxiety and
mental disorders will continue to increase substantially as more states pass laws legalizing cannabis for medical and recreational use. Given the consequences, there is an
urgent need for a treatment to rapidly reverse the symptoms of cannabinoid overdose.

The ingestion of large quantities of tetrahydrocannabinol is a major cause of cannabinoid overdose. Excessive ingestion of THC via edible products such as
candies and brownies, and overdoses of synthetic cannabinoids (also known as “synthetics,” “K2” or “spice”), are two leading causes of THC-related emergency room
visits. Synthetic cannabinoids are analogous to fentanyl for opioids insofar as they are more potent at the cannabinoid receptor than their natural product congener THC.
Individuals can use or consume cannabinoids in natural or unnatural formulations, orally or by inhalation, and intentionally and unintentionally, all of which can result in an
overdose. Natural formulations include edibles and marijuana cigarettes and unnatural formulations include synthetics. Individuals consume cannabinoids orally by
ingesting edibles or synthetics and by inhalation through smoking marijuana cigarettes or synthetics. Cannabinoids can also be ingested unintentionally through these same
methods where, for example, children consume edibles by mistaking them for common consumer items like candy that would not otherwise contain THC. Symptoms of
cannabinoid overdoses produced by edibles and synthetics can include psychosis, panic and anxiety, feelings of paranoia, agitation, hallucinations, nausea, vomiting,
cardiac arrhythmias, seizures and death. Many of these symptoms can require emergency medical attention and can take hours to days to resolve depending on the particular
product and amount ingested. Currently, there is no specific treatment to reverse cannabis overdose and physicians have to rely on supportive care, including
benzodiazepines, and wait for the body to metabolize the THC or synthetic cannabinoid.

We were founded in April 2020, and in May 2020 we entered into an exclusive worldwide license agreement with Vernalis (R&D) Limited (“Vernalis™), a drug
discovery subsidiary of Ligand Pharmaceuticals Incorporated, to develop and commercialize ANEB-001. Since then, we have assembled an executive team and started
preparations for a Phase 2 proof of concept trial.

Our Product Candidates

Our objective is to develop and commercialize new treatment options for patients suffering from cannabinoid overdose and addiction. Our lead product candidate
is ANEB-001, a potent, small molecule cannabinoid receptor antagonist, designed to address the unmet medical need for a specific antidote for cannabinoid overdose. CB1
antagonists bind to the CB-1 receptor and thereby reverse the action of cannabinoids such as THC. ANEB-001 is an orally bioavailable, rapidly absorbed treatment that we
anticipate will reverse the symptoms of cannabinoid overdoses, in most cases within 1 hour of administration. As the first treatment of its kind, we believe ANEB-001 has
the potential to be a first-in-class therapeutic. Phase 1 trials showed that ANEB-001 is rapidly absorbed, well tolerated and leads to weight loss, an effect that is consistent
with central CB1 antagonism. We intend to commence starting a Phase 2 proof of concept trial for ANEB-001 in the fourth quarter of 2021. Our proprietary position in the
treatment of cannabinoid overdose is protected by rights to two utility patent applications covering various methods of use of the compound and delivery systems.

We intend to leverage our expertise in the endocannabinoid system to develop additional product candidates for the treatment of addiction and substance abuse.
CBI1 antagonists have been shown to be efficacious in treating substance addiction to a wide range of drugs in preclinical models, according to the article “Cannabinoid
CBI1 Receptor Antagonists as Promising New Medications for Drug Dependence” published in the Journal of Pharmacology and Experimental Therapeutics (March 2005).
Development of CB1 antagonists for indications such as weight loss has been abandoned as a result of the increased risk of depression and suicide seen with rimonabant, an
anti-obesity drug. After re-analyzing the rimonabant data, we observed that rimonabant was efficacious in both smoking cessation and alcohol addiction in clinical trials
with no clear sign of increased depression and suicide risk. We believe that there is a large and growing unmet medical need for new treatment options because of the opioid
and methamphetamine epidemic. We believe that our drug candidate, ANEB-002, may be less likely to cause psychiatric side effects than rimonabant. We further aim to
identify populations and settings with the highest benefit-risk and novel ways to recognize and manage psychiatric side effects associated with the use of CB1 antagonists.
ANEB-002 is currently in preclinical development.




We plan to improve the treatment of cannabinoid overdose and
expand into the broader substance abuse market
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Our Market Opportunity

Cannabinoid overdoses have become a widespread health issue in the United States as an increasing number of states have legalized cannabis for personal and
recreational use. As of December 31, 2020, cannabis was legal for recreational use in 15 states and legal for medical use in 35 states. Additionally, the Centers for Disease
Control and Prevention and recent news reports have described how the stress, anxiety and depression from the prolonged stay-at-home conditions surrounding the Covid-
19 pandemic appears to be resulting in excessive drug and cannabis use by individuals, whether in jurisdictions where such use is legal or not.

Marijuana is increasingly becoming legalized
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Cannabinoid overdoses frequently occur due to the ingestion of edibles, which can contain relatively large amounts of THC, and consumption of synthetics.
Symptoms of cannabinoid overdoses produced by edibles and synthetics can include psychosis, panic and anxiety, feelings of paranoia, agitation, hallucinations, nausea,
vomiting, cardiac arrhythmias, seizures and death. These symptoms can require emergency medical attention and can take hours to days to resolve. According to an article
published in the Journal of Addiction Medicine that analyzed data from NEDS, an estimated 1.1 million emergency department visits were associated with cannabis in
2014. We have performed our own independent analysis of all currently available NEDS datasets and estimated that the number of cannabis-associated emergency
department visits increased to 1.74 million patients in 2018. The number of cannabis-associated emergency department visits has grown at a 15% compounded annual
growth rate since 2012, which is when states first began legalizing recreational cannabis use.




Cannabis-associated emergency department visits are
frequent and rapidly growing
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Note: Between 21% and 23% of all emergency department visits were captured by the National Emergency Department Sample (NEDS) in the years 2006-2014. The number of visits outside of the NEDS sample
was extrapolated. Source for 2006-2014: Shen, J. J., Shan, G., Kim, P. C., Yoo, J. W., Dodge-Francis, C., & Lee, Y.-. (2018). Trends and Related Factors of Cannabis-Associated Emergency Department Visits in the
United States. Journal of Addiction Medicine, 1. doi:10.1097/adm.0000000000000479, Source for 2015-2018: Company analysis of NEDS database

Source for 2006-2014: Shen, J. J., Shan, G., Kim, P. C., Yoo, J. W., Dodge-Francis, C., & Lee, Y.-J. (2018). Trends and Related Factors of Cannabis-Associated
Emergency Department Visits in the United States. Journal of Addiction Medicine, 1. doi:10.1097/adm.0000000000000479, Source for 2015-2018: Company analysis of
NEDS database.

We believe that both the number of cannabis-associated emergency department visits and the unmet medical need will continue to grow due to the increasing
popularity of edibles. In THC-containing edibles, the median dose of THC can be many times more potent than the recommended safe dosage and as much as 8 times more
potent than a rolled marijuana cigarette. Edibles are frequently manufactured as common consumer products, such as brownies, cookies, candies and gummy snacks with
brightly-colored packaging. THC concentrations in edibles peak after a delay of about 2 to 4 hours from ingestion. This contrasts with smoking cannabis, which causes THC
concentrations to peak in about 3 to 10 minutes from inhalation. Consumers are likely to approach edibles with the same serving size expectations as consumer products
without THC. Moreover, children are particularly at risk for accidentally consuming edibles due to their brightly-colored packaging and formulation into candies and
sweets. The confluence of these factors can be dangerous and increases the risk of cannabinoid overdose. Emergency department visits were 33 times more likely for
edibles as compared with other routes of cannabis consumption, according to the recent article “Mental Health-related Emergency Department Visits Associated with
Cannabis in Colorado,” published in Academic Emergency Medicine (May 2018). Sales of edibles are rapidly growing, according to data collected by Statista, and are
expected to continue growing for the foreseeable future.

In November 2020, we engaged Guidepoint Global, LLC (“Guidepoint”), a consultation and data services provider, to conduct a survey of U.S. physicians
concerning patient emergency room visits for cannabinoid overdoses within the past 12 months. Based on its survey of 27 emergency room physicians throughout the
United States, Guidepoint reported that the surveyed physicians saw on average 10.5 patients (a range of 2 to 45 patients) with cannabis intoxication per month. As part of
the survey, Guidepoint asked these physicians to rank on a scale of 1 to 10 (i) the need for a cannabinoid antagonist to treat cannabis intoxication; (ii) the likelihood of their
prescribing a cannabinoid antagonist that reverses cannabis intoxication within 30 minutes of administration; and (iii) the likelihood of such cannabinoid antagonist
reducing the need for supportive medication to manage certain cannabis intoxication symptoms, such as agitation and acute psychosis. In response to these questions, the
surveyed physicians ranked the need for a cannabinoid antagonist at an average of 7.52 out of 10, the likelihood of prescribing a cannabinoid antagonist that reverses
cannabis intoxication within 30 minutes of administration at an average of 7.44 out of 10, and the likelihood of a specific cannabinoid antagonist reducing the need for
supportive medication to manage certain cannabinoid overdose symptoms at an average of 7.48 out of 10.

We believe that the market opportunity for our lead product candidate, ANEB-001, will continue to expand and accelerate if additional states pass laws to legalize
recreational cannabis use. On December 4, 2020, the U.S. House of Representatives voted in favor of a bill to decriminalize marijuana at the federal level by removing
cannabis from the list of controlled substances under the Controlled Substances Act. Although it is currently uncertain whether this bill will be subsequently approved by
the U.S. Senate and signed into law by the President, in the event the use of cannabis is legalized in the United States at the federal level, we believe that the greater
anticipated number of users will significantly increase the potential need for our lead candidate.

Cannabis edibles spending in the United States and Canada from 2017 to 2022 (in
billion U.S. dollars)

2017 2018 2019 2020 2021 2022
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We believe that overdose due to synthetic cannabinoids is an area with particularly high unmet medical need. Synthetics are among the fastest growing class of
psychoactive drugs worldwide and can be as much as 85 times as potent as THC. Unlike edibles and other cannabis products, synthetics have low shipping weights and can




more readily evade traditional drug screening methods. This likely reflects the structural promiscuity of the CB1 receptor. In addition, the negative effects of an overdose
from synthetics can be longer lasting and more severe when compared with THC. These negative effects could include seizures, and even death.

Our Clinical Trials and Development Plan

We are developing ANEB-001 to quickly and effectively combat the symptoms of cannabinoid overdose. ANEB-001 is a competitive CB1 antagonist with a high
affinity for the human CB1 receptor (0.6 nM). In vitro testing showed ANEB-001 had >1000x selectivity with the human CB1 receptor over all other tested receptors. As
part of the preclinical characterization of ANEB-001, we demonstrated that ANEB-001 reversed THC-induced hypolocomotion in mice. Mice administered with THC
exhibited reduced locomotor time. We demonstrated that orally administered ANEB-001 was able to significantly reverse the action of THC.

Two Phase 1 studies were conducted by Vernalis for ANEB-001 from 2006 to 2007.
Phase la

The Phase 1a study administered single (Part A) and multiple (Part B) ascending doses of ANEB-001 for up to 14 days in healthy volunteers.

e Part A randomized 54 healthy volunteers to receive either a placebo (18 healthy volunteers) or a single ascending dose of ANEB-001 (36 healthy volunteers

consisting of 6 cohorts of 6 subjects), with doses ranging from 1 mg to 200 mg. No severe adverse events were observed in either group in Part A. There was no

difference between treatment groups in Part A in overall incidence, number of or severity of adverse events. Probable drug-related events in the treatment arm
were nausea (22%), dizziness (11%), hiccups (8%), and decreased appetite (8%).

e Part B randomized 32 obese volunteers to receive either a placebo (8 obese volunteers) or 4 different doses of ANEB-001 for 14 days (24 obese volunteers). No
severe adverse events were observed in either group in Part B, but an increased number of mild and moderate adverse events was observed in the obese
volunteers who received the 2 higher dose arms (200/50 mg and 100 mg). The observed adverse events included nausea, vomiting, diarrhea, dizziness, hiccups,
decreased appetite, hyperhidrosis and feeling hot. We believe these adverse events are “on-target,” meaning they reflect CB1 antagonism, because these adverse
events have also been observed with other CB1 antagonists.

Pharmacokinetic measurements in Part A of the Phase 1a study demonstrated that ANEB-001 was rapidly absorbed by the body following oral administration and

achieved blood concentrations anticipated to exceed those necessary to block the cannabinoid receptor (as indicated by the red line in the diagram below).

ANEB-001 is rapidly absorbed and reaches potentially
therapeutic blood levels within 30 minutes
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We also measured the impact of ANEB-001 on anxiety and depression in Part B of the Phase 1a study. We measured anxiety by using the Spielberger state score,
a commonly used measure of trait and state anxiety. We found no significant impact on anxiety, except for the 200/50 mg arm, which showed increased anxiety at all
assessment times. The change was driven by a single subject and may be explained by somatic adverse events, which contributed to the Spielberger score. For depression,
HAMD21 was used and small increases were noted in the 75/15 mg and 200/50 mg dose, which we believe were likely driven by somatic symptoms.

Summarizing the results from the Phase la study, ANEB-001 doses between 1 mg and 150 mg were found to be very well tolerated in both single and multiple
doses with an adverse events profile similar to the placebo. There was no observed effect on the cardiovascular system, ECGs, labs or physical exams and no significant
effects on anxiety or depression scores.

With regard to pharmacodynamics, a marked reduction in test meal energy intake was seen even at the lowest dose level in Phase 1a Part B. Further, we observed
statistically significant decreases in body weight indicating that ANEB-001 was able to cross the blood-brain barrier and antagonize central cannabinoid receptors.
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The Phase 1b study compared the pharmacokinetics of a single oral dose (1 to 200 mg) of ANEB-001 to subjects in fed and fasted states, and to subjects that were
lean and overweight. There were no apparent differences in the tolerability of ANEB-001 between the subjects that were in fed and fasted states or subjects that were lean
and overweight. Total AUC (or area under the curve) was approximately 30% higher in subjects in the fed state compared to the subjects in the fasted state, with similar
systemic exposure for the lean and overweight subjects.

The results of the Phase 1 studies demonstrate that ANEB-001 was well-tolerated among healthy and obese subjects. There were no serious adverse events. The
most commonly reported adverse event was gastrointestinal discomfort, which also occurred in subjects that were administered placebos. Based on the promising results of
the Phase 1 studies, we believe ANEB-001 may offer the following clinical and product benefits:

e  Oral bioavailability. ANEB-001 will be available as an oral treatment in the form of a pill, capsule or tablet.

e Rapid absorption. We believe ANEB-001 can rapidly reverse the signs and symptoms of cannabinoid overdose in as little as 1 hour.

e Low likelihood of drug-to-drug interactions. Preclinical testing demonstrated that ANEB-001 did not inhibit the metabolic enzymes cytochromes 1A2, 2C9,
2C19, 2D6 and 3A4 at pharmacologically relevant concentrations.

e Better treatment option. As an orally administered treatment tested to work in as little as 1 hour, ANEB-001 has the potential to be faster acting than
intravenous (IV) treatments that may be developed by competitors. ANEB-001 has the potential to be the first treatment of its kind as there are no treatments
approved by the U.S. Food and Drug Administration (“FDA”) currently available to specifically reverse the symptoms of cannabinoid overdose.

o No serious adverse events. A single dose of the drug is unlikely to produce adverse events associated with chronic dosing. The most commonly reported
adverse effect in our Phase 1 study was gastrointestinal discomfort, which also occurred in subjects who were administered a placebo.

We plan to commence a Phase 2 proof of concept study in the fourth quarter of 2021 to test a single dose of ANEB-001 on a population of approximately 24
subjects, with a 4-way crossover design (placebo, low dose, medium dose and high dose of ANEB-001 and pre-medication with oral THC) at a single center in the
Netherlands. We anticipate completing the Phase 2 study within approximately three to six months after commencing the study and having data potentially available in the
first half of 2022. We believe this study will lay the foundation for us to conduct a more extensive clinical trial to establish ANEB-001’s quality, safety and efficacy with a
larger subject population, ultimately leading to the filing of a marketing application with the FDA and/or comparable foreign regulatory authorities.

We have engaged contract research organizations (“CROs”) to assist us with conducting clinical trials and to provide us with consulting and development services
in the various phases of the drug development process. We currently have a consultancy agreement with Traxeus Pharma Services Limited (“Traxeus”), pursuant to which
Traxeus provides certain pharmaceutical development services and deliverables to us, including manufacturing and testing a demonstration batch of the drug substance and
completing the formulation and process development for the drug product. We plan to continue to engage CROs like Traxeus and other pharmaceutical services providers to
assist us with clinical trials, the development of our lead product candidate ANEB-001, and the development of our other product candidate, ANEB-002.

Our Growth Strategy




Our goal is to create a first-in-class therapeutic to treat symptoms of cannabinoid overdose. As noted above, there are currently no FDA approved medical
treatments on the market to specifically alleviate the negative psychological effects of cannabinoid overdose. The absence and growing unmet need for such a treatment
gives us the unique opportunity to create a novel solution and become a leader in the cannabinoid treatment space. To achieve our goal, our strategy will be guided by the
following principles:

e Rapidly develop and commercialize our ANEB-001 antagonist in the United States. We anticipate commencing our Phase 2 proof of concept study in the
fourth quarter of 2021. We believe the data from this study may facilitate discussions of a regulatory path for ANEB-001 in the United States.

o Explore strategic collaborations to commercialize ANEB-001. Our plan is to widely commercialize ANEB-001. To accomplish this objective, we may
partner with companies that possess a direct sales force and sales representatives.

e Strive for capital efficiency in developing ANEB-001. We aim to be capital efficient in our development of ANEB-001 by outsourcing our clinical research
and data management. We anticipate this will lower our clinical development costs and accelerate time to market.

o Develop future product candidates to treat cannabinoid and substance-related issues. We plan to continue to explore the ideal formulation and pathway to
develop ANEB-002 for the treatment of addiction and substance abuse.

Exclusive Worldwide License Agreement

On May 26, 2020, we entered into an exclusive license agreement (the “License Agreement”) with Vernalis. Pursuant to the License Agreement, Vernalis granted
us an exclusive worldwide royalty-bearing license to develop and commercialize a compound that we refer to as ANEB-001. In exchange for the exclusive license, we
agreed to pay Vernalis a non-refundable signature fee, certain developmental milestone and sales milestone payments subject to maximum caps, and low to mid-single digit
royalties on net sales.

Under the License Agreement, we have the sole discretion to carry out the development and commercialization of ANEB-001, including obtaining regulatory
approvals. We have access to certain regulatory materials, including study reports from clinical and non-clinical trials. We retain the sole right over certain patent rights
(including patent applications) and know-how controlled by us that are necessary or reasonably useful to developing and commercializing ANEB-001 during the term of the
License Agreement.

The License Agreement continues for an indefinite term and terminates, among other ways, under the following circumstances: (i) on its terms when royalties and
other sums cease to be payable thereunder; (ii) by us at any time by providing 60 days’ prior notice; or (iii) upon an event of default, such as a material breach or insolvency
of the other party. Upon termination, all rights and licenses granted by Vernalis will revert immediately to Vernalis; all outstanding sums as of the termination date will be
immediately due and payable to Vernalis; and we will return or destroy, at Vernalis’s request, any regulatory or other materials provided by Vernalis pursuant to the License
Agreement. See “Management’s Discussion and Analysis of Financial Condition and Results of Operations.”

Private Placement and Recapitalization

On June 18, 2020, we received gross proceeds of $3.0 million from a private placement of our series A preferred stock (the “Private Placement”), convertible into
341,250 shares of our common stock, pursuant to the terms of a securities purchase agreement (the “Securities Purchase Agreement”) with 22NW, LP, an institutional
accredited investor affiliated with Aron R. English, who became a director of our company at such time. The series A preferred stock is convertible into shares of common
stock automatically upon the closing of this offering. The conversion price of the series A preferred stock is $8.7912 per share. The conversion price is subject to adjustment
if, at any time prior to conversion of the shares, we issue in a financing additional shares of common stock or other equity or equity-linked securities at a purchase,
conversion or exercise price less than $8.7912 per share. In any such case, we have agreed to issue additional shares of series A preferred stock to the investors so that the
effective purchase price per share in the Private Placement is reduced by a weighted-average anti-dilution percentage that takes into account both the lower per share
purchase, conversion or exercise price and the number of such additional shares issued at the lower price. No adjustment will be made, however, in respect of shares of
common stock or stock options issued to employees, directors or consultants, or in connection with acquisitions of other corporations or strategic collaborations approved
by our board of directors.

As part of the Private Placement, 22NW, LP and Mr. English, individually, further agreed under the Securities Purchase Agreement to purchase “milestone”
warrants for $1.95754 per share (or $2,250,000 in the aggregate). The warrants are exercisable for cash into up to an additional 1,149,401 shares of series A preferred stock
at an exercise price of $10.11 per share or on a “net-exercise” basis into such lesser number of shares of series A preferred stock by surrendering a portion of the underlying
warrant shares, based on the positive difference between the stated warrant exercise price and the initial public offering price per share in this offering, to pay the exercise
price. The warrants must be purchased upon our achievement of (i) a filing with the FDA of an investigational new drug application or the making of an analogous
regulatory filing in any foreign jurisdiction, whichever is earlier, and (ii) an arrangement by us to produce the active pharmaceutical ingredient of ANEB-001 in amounts
sufficient to facilitate the consummation of a trial pursuant to such regulatory filing. The milestone warrants may also be purchased at any time at the option of 22NW, LP
and Mr. English. Each of 22NW, LP and Mr. English has agreed with us to purchase the milestone warrants and exercise them on a net-exercise basis into series A preferred
stock in connection with the closing of this offering. Such shares of series A preferred stock will then be automatically converted into shares of common stock upon the
closing of this offering.

The financial statements of our company in this prospectus do not reflect the conversion of our series A preferred stock or the sale and exercise of our milestone
warrants. The effect of the transactions on the financial statements will be to increase our outstanding shares of common stock to shares as a result of the conversion of all
our outstanding series A preferred stock into shares of common stock automatically upon the closing of this offering and increase our cash by $2,250,000 from the proceeds
of the sale of our milestone warrants, in each case, before giving effect to the closing of this offering. See “Capitalization,” “Dilution” and “Certain Relationships and
Related Transactions.”

Selected Risks Associated with Our Business
Investing in our common stock involves a high degree of risk. You should carefully consider all the information in this prospectus prior to investing in our
common stock. These risks are discussed more fully in the section entitled “Risk Factors” immediately following this prospectus summary. Below are the principal factors

that make an investment in our company speculative or risky:

e we are a biotechnology company with a limited operating history;




e we expect to incur significant losses and may never become profitable or be able to sustain profitability;

e the proceeds of this offering will only fund our operations for a limited time and we will need to raise additional capital to support our development and
commercialization efforts;

e we have only one product candidate in process and are not currently focused on acquiring additional product candidates in the future;

e cven if we receive regulatory approval for ANEB-001, we may not be able to successfully commercialize this product and the revenue that we generate from
sales, if any, may be limited;

e  our current pipeline program, including ANEB-002, and future product candidates may not be successful;

e clinical drug development involves a lengthy and expensive process with an uncertain outcome, and results of earlier studies and trials may not be predictive of
future trial results;

e failure to perform by third parties in the development and commercialization of our product candidates, including contract research organizations (“CROs”) and
contract manufacturing organizations (“CMOs”), could delay our ability to receive regulatory approval;

e although we may pursue expedited regulatory approval pathways for ANEB-001 and ANEB-002, our product candidates may not qualify for expedited
development, or if they do qualify for expedited development, they may not actually lead to a faster development or regulatory review or approval process;

e our reliance on a license from a third party in relation to our rights and development of ANEB-001;

e we depend on rights to certain pharmaceutical compounds that have been licensed to us and we do not control these pharmaceutical compounds and any loss of
our rights to them could prevent us from selling our product if it is approved for marketing;

e if product liability lawsuits are brought against us, we may incur substantial liabilities and may be required to limit commercialization of our product candidate;
and

e the continuing novel coronavirus pandemic (Covid-19) could adversely affect our business, as well as the businesses of the CROs and CMOs we engage to
assist in the development and commercialization of our product candidates.

Implications of Being an “Emerging Growth Company”
As a company with less than $1.07 billion in revenue during our last fiscal year, we qualify as an “emerging growth company” under the Jumpstart our Business
Startups Act of 2012 (the “JOBS Act”). An emerging growth company may take advantage of certain reduced reporting requirements and is relieved of certain other

significant requirements that are otherwise generally applicable to public companies. In particular, as an emerging growth company we:

e are not required to obtain an attestation and report from our auditors on our management’s assessment of our internal control over financial reporting pursuant
to the Sarbanes-Oxley Act;

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

e are not required to obtain a non-binding advisory vote from our stockholders on executive compensation or golden parachute arrangements (commonly referred
to as the “say-on-pay,” “say-on-frequency” and “say-on-golden-parachute” votes);

e are exempt from certain executive compensation disclosure provisions requiring a pay-for-performance graph and CEO pay ratio disclosure;

e may present only two years of audited financial statements and only two years of related Management’s Discussion & Analysis of Financial Condition and
Results of Operations, or MD&A; and

e are eligible to claim longer phase-in periods for the adoption of new or revised financial accounting standards under §107 of the JOBS Act.

We intend to take advantage of these reduced reporting requirements and exemptions, including the longer phase-in periods for the adoption of new or revised
financial accounting standards under §107 of the JOBS Act. Our election to use the phase-in periods may make it difficult to compare our financial statements to those of
non-emerging growth companies and other emerging growth companies that have opted out of the phase-in periods under §107 of the JOBS Act. Please see “Risk Factors —
“We are an ‘emerging growth company.’”

Certain of these reduced reporting requirements and exemptions were already available to us due to the fact that we also qualify as a “smaller reporting company”
under the Securities and Exchange Commission (“SEC”) rules. For instance, smaller reporting companies are not required to obtain an auditor attestation and report
regarding internal control over financial reporting; are not required to provide a compensation discussion and analysis; are not required to provide a pay-for-performance
graph or CEO pay ratio disclosure; and may present only two years of audited financial statements and related MD&A disclosure.

Under the JOBS Act, we may take advantage of the above-described reduced reporting requirements and exemptions for up to five years after our initial sale of
common equity pursuant to a registration statement declared effective under the Securities Act of 1933, as amended, or such earlier time that we no longer meet the
definition of an emerging growth company. In this regard, the JOBS Act provides that we would cease to be an “emerging growth company” if we have more than $1.07
billion in annual revenue, have more than $700 million in market value of our common stock held by non-affiliates, or issue more than $1 billion in principal amount of
non-convertible debt over a three-year period. Further, under current SEC rules we will continue to qualify as a “smaller reporting company” for so long as we have a public
float (i.e., the market value of common equity held by non-affiliates) of less than $250 million as of the last business day of our most recently completed second fiscal
quarter.

Corporate Information and Incorporation
Anebulo Pharmaceuticals, Inc. was incorporated in the State of Delaware on April 23, 2020. Our principal executive offices are located at 1415 Ranch Road 620

South, Suite 201, Lakeway, Texas 78734, and our telephone number is (512) 598-0931. You may access our website at www.anebulo.com. Our website and the information
contained therein or connected thereto shall not be deemed to be incorporated into this prospectus or the registration statement of which it forms a part.




THE OFFERING

The summary below describes the principal terms of this offering. The “Description of Capital Stock™ section of this prospectus contains a more detailed
description of our common stock.

Common stock offered by us shares.

Proposed initial public offering price $ per share.

Underwriters’ over-allotment option We have granted the underwriters an option for a period of 30 days from the date of this prospectus to
purchase up to an additional shares of our common stock from us at the initial public

offering price less underwriting discounts and commissions to cover over-allotments, if any.

Common stock to be outstanding immediately after this offering shares (or shares if the underwriters’ option to purchase additional shares of our common
stock from us is exercised in full).(l)

Use of proceeds We estimate that the net proceeds from the sale of shares of our common stock in this offering will be
approximately $ million (or approximately $ million if the underwriters option to purchase
additional shares of our common stock from us is exercised in full), based on the assumed initial
public offering price of $ per share, which is the midpoint of the estimated offering price range
set forth on the cover page of this prospectus, and after deducting estimated underwriting discounts and
commissions and estimated offering expenses payable by us.

We intend to use the net proceeds of this offering to make expenditures to fund proprietary research and
development of our ANEB-001 product and to support preclinical testing and clinical trials necessary
for regulatory filings. A portion of the net proceeds of this offering may be used for the acquisition or
licensing of complementary technologies, products or businesses. We also may use a portion of these
proceeds to repay certain amounts of debt currently outstanding. The net proceeds of this offering will
also be available for working capital and other general corporate purposes, including enhancing our
corporate infrastructure and systems to assist in creating a more robust means of tracking data,
automating back office functions and improving our financial reporting system. See “Use of Proceeds.”

Dividend policy We have never declared or paid any cash dividends on our common stock. We anticipate that we will
retain any earnings to support operations and to finance the growth and development of our business.
Accordingly, we do not expect to pay cash dividends on our common stock in the foreseeable future.

Risk factors Investing in our common stock involves a high degree of risk. See “Risk Factors” and other information
included in this prospectus for a discussion of factors you should carefully consider before deciding to
invest in shares of our common stock.

Proposed listing We intend to apply to list our common stock on The Nasdaq Capital Market in connection with this
offering.

Proposed Nasdaq trading symbol “ANEB”(®

(1) In this prospectus, except as otherwise indicated, the number of shares of our common stock that will be outstanding immediately after this offering and the other

information based thereon:

e assumes an initial public offering price of §  per share of common stock, which is the midpoint of the estimated public offering price range set forth on the
cover page of this prospectus;

e assumes the sale of our milestone warrants and their exercise on a net-exercise basis into series A preferred stock, and the conversion of all our series A
preferred stock into shares of common stock automatically upon the closing of this offering (see “Prospectus Summary — Private Placement and

Recapitalization”);

e excludes 275,000 shares of our common stock reserved for future issuance under our 2020 Stock Incentive Plan (which, after taking into consideration the
163,750 shares of restricted common stock awarded to Dr. Schneeberger, has 111,250 shares remaining available); and

e no exercise by the underwriters of their option to purchase up to an additional shares of our common stock from us in this offering to cover over-
allotments, if any.

2) We have reserved the trading symbol “ANEB” in connection with our application to have our common stock listed for trading on The Nasdaq Capital Market.
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SUMMARY FINANCIAL DATA

The following tables present our summary financial data. We derived the summary statement of operations data for the period from April 23, 2020 (inception) to
June 30, 2020 and the balance sheet data as of June 30, 2020 from our audited financial statements included elsewhere in this prospectus. You should read the following
summary financial data in conjunction with the section entitled “Management’s Discussion and Analysis of Financial Condition and Results of Operations” and our
financial statements, related notes and other financial information included elsewhere in this prospectus. The summary financial data in this section is not intended to
replace the financial statements included elsewhere in this prospectus, and is qualified in its entirety by the financial statements, related notes and other financial
information included elsewhere in this prospectus. Our historical results for any prior period are not necessarily indicative of our future results, and our operating results for
the period from April 23, 2020 (inception) to June 30, 2020 are not necessarily indicative of the results that may be expected for the year ending June 30, 2021 or any other
interim periods or any future year or period.




For the period from
April 23, 2020

(inception)
to June 30, 2020

Statement of Operations Data:
Operating expenses:
Research and development $ 150,000
General and administrative 23,351

Total operating expenses 173,351
Other expense:
Interest expense (1,286)

Loss before provision for income taxes (174,637)
Tax expense -
Net loss $ (174,637)
Weighted average common shares outstanding, basic and diluted 2,000,000
Net loss per share, basic and diluted $ (0.09)

June 30, 2020
Pro Forma, as
Actual®) Pro Forma® Adjustedm
(unaudited) (unaudited)

Balance Sheet Data:
Cash and cash equivalents $ 3,024,980 $ $
Working capital 2,804,615
Total assets 3,028,480
Convertible preferred stock 2,975,752
Total stockholders’ equity (deficit) (171,137)
(1) Actual balance sheet data presents balance sheet data on an actual basis without any adjustments to reflect subsequent or anticipated events.
2) Pro forma balance sheet data presents balance sheet data on a pro forma basis reflecting the receipt by us of the proceeds from the sale of our milestone warrants for

a total of $2,250,000 before or contemporaneously with the closing of this offering, and the conversion of all our series A preferred stock into shares of common
stock automatically upon the closing of this offering (the “Recapitalization”). See “Capitalization” and “Certain Relationships and Related Transactions.”

3) Pro forma, as adjusted balance sheet data presents balance sheet data on a pro forma, as adjusted basis reflecting the Recapitalization and the receipt by us of the net
proceeds from the sale of shares of common stock in this offering at an assumed initial public offering price of $ per share, the midpoint of the estimated
offering price range set forth on the cover page of this prospectus, after deducting the estimated underwriting discounts and commissions and estimated offering
expenses payable by us and excluding the exercise of the underwriters’ over-allotment option, as if each had occurred on June 30, 2020. See “Use of Proceeds.”
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RISK FACTORS

An investment in our common stock involves a high degree of risk. Prior to making a decision about investing in our common stock, you should carefully consider the
risks and uncertainties described below, together with all of the other information in this prospectus, including the section titled “Management’s Discussion and Analysis of
Financial Condition and Results of Operations” and our financial statements and related notes. The risks and uncertainties we have described below are not the only ones we
face. Additional risks and uncertainties not presently known to us or that we currently believe are not material may also affect our business, results of operations, financial
condition or prospects. The occurrence of any of these known or unknown risks might cause the market price of our common stock to decline, and might cause you to lose all or
part of your investment.

Risks Related to our Business, Financial Condition and Capital Requirements
We have not generated any revenue since our inception and expect to incur future losses and may never become profitable.

We have not generated any revenue. As of June 30, 2020, we have an accumulated deficit of $174,637. The likelihood of our future success must be considered in
light of the expenses, difficulties, complications and delays often encountered in connection with the clinical trials that will be conducted and on the development of new
solutions to common addictions. These potential challenges include, but are not limited to, unanticipated clinical trial delays, poor data, changes in the regulatory and
competitive landscape and additional costs and expenses that may exceed current budget estimates. In order to complete certain clinical trials and otherwise operate pursuant to
our current business strategy, we anticipate that we will incur increased operating expenses. In addition, we expect to incur significant losses and experience negative cash flow
for the foreseeable future as we fund the operating losses and capital expenditures. We recognize that if we are unable to generate sufficient revenues or source funding, we will
not be able to continue operations as currently contemplated, complete planned clinical trials and/or achieve profitability. Our failure to achieve or maintain profitability will
also negatively impact the value of our shares. If we are unsuccessful in addressing these risks, then we may need to curtail our business activities.

The future success of our business cannot be determined at this time, and we do not anticipate generating revenue from product sales for the foreseeable future. In
addition, we have no experience in commercializing drug products on our own and face a number of challenges with respect to commercialization efforts, including, among
other challenges:

e having inadequate financial or other resources to complete the development of our product candidate;

e the inability to manufacture our product in commercial quantities, at an adequate quality, at an acceptable cost or in collaboration with third parties;

e experiencing delays or unplanned expenditures in product development, clinical testing or manufacturing;

e the inability to establish adequate sales, marketing and distribution channels;

e healthcare professionals may not adopt and patients may not accept our drug, if approved for marketing;



e we may not be aware of possible complications or other side effects from the use of our product since we have limited clinical experience with respect to the actual
effects from use of our product;

e technological breakthroughs in reversing cannabinoid overdoses and treating patients experiencing overdose symptoms may reduce the demand for our product, if it
develops;

e changesin the market for reversing cannabinoid overdoses and treating patients experiencing overdose symptoms, new alliances between existing market
participants and the entrance of new market participants may interfere with our market penetration efforts;

e third-party payors may not agree to reimburse patients for any or all of the purchase price of our product, which may adversely affect patients’ willingness to use our
product;
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e uncertainty as to market demand may result in inefficient pricing of our product;
e we may face third-party claims of intellectual property infringement;

e we may fail to obtain or maintain regulatory approvals for our product in our markets or may face adverse regulatory or legal actions relating to our product even if
regulatory approval is obtained; and

e we are dependent upon the results of clinical studies relating to our product and the products of our competitors. If data from a clinical trial is unfavorable, we would
be reluctant to advance the product for the indication for which it was being developed.

If we are unable to meet any one or more of these challenges successfully, our ability to effectively commercialize our products could be limited, which in turn could
have a material adverse effect on our business, financial condition and results of operations.

We currently rely on a license from a third party, and in the future may rely on additional licenses from other third parties, in relation to our develop t of ANEB-001,
and if we fail to comply with our obligations under our current or future intellectual property license agreements or otherwise experience disruptions to our business
relationships with our current or any future licensors, we could lose intellectual property rights that are important to our business.

We are, and expect to continue to be, reliant upon third-party licensors for certain patent and other intellectual property rights that are important or necessary to the
development of our product candidates, including ANEB-001. On May 26, 2020, we entered into the License Agreement with Vernalis, pursuant to which Vernalis granted to us
an exclusive license to develop and commercialize our ANEB-001 product. Under the License Agreement, we have the sole discretion to carry out the development and
commercialization of ANEB-001, including obtaining regulatory approvals. We retain the sole right over certain patent rights (including patent applications) and know-how
controlled by us that are necessary or reasonably useful to developing and commercializing the licensed product during the term of the License Agreement. The License
Agreement imposes, and we expect that any future license agreement will impose, specified diligence, milestone payment, royalty, commercialization, development and other
obligations on us and require us to meet development timelines, or to exercise diligent or commercially reasonable efforts to develop and commercialize licensed products, in
order to maintain the license.

Furthermore, our licensors have, or may have in the future, the right to terminate a license if we materially breach the agreement and fail to cure such breach within a
specified period or in the event we undergo certain bankruptcy events. In spite of our best efforts, our current or any future licensors might conclude that we have materially
breached our license agreements and might therefore terminate the license agreements. If our license agreements are terminated, we may lose our rights to develop and
commercialize product candidates and technology, lose patent protection, experience significant delays in the development and commercialization of our product candidates and
technology, and incur liability for damages. If these in-licenses are terminated, or if the underlying intellectual property fails to provide the intended exclusivity, our
competitors or other third parties could have the freedom to seek regulatory approval of, and to market, products and technologies identical or competitive to ours and we may
be required to cease our development and commercialization of certain of our product candidates and technology. In addition, we may seek to obtain additional licenses from
our licensors and, in connection with obtaining such licenses, we may agree to amend our existing licenses in a manner that may be more favorable to the licensors, including by
agreeing to terms that could enable third parties, including our competitors, to receive licenses to a portion of the intellectual property that is subject to our existing licenses and
to compete with any product candidates we may develop and our technology. Any of the foregoing could have a material adverse effect on our competitive position, business,
financial condition, results of operations and prospects.

Our License Agreement with Vernalis continues for an indefinite term and terminates, among other ways, under the following circumstances: (i) on its terms when
royalties and other sums cease to be payable thereunder; (ii) by us at any time by providing 60 days’ prior notice; or (iii) upon an event of default, such as a material breach or
insolvency of the other party. Upon termination, all rights and licenses granted by Vernalis will revert immediately to Vernalis; all outstanding sums as of the termination date
will be immediately due and payable to Vernalis; and we will return or destroy, at Vernalis’s request, any regulatory or other materials provided by Vernalis pursuant to the
License Agreement.
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Disputes may also arise between us and Vernalis or future licensors regarding intellectual property subject to a license agreement, including:
e the scope of rights granted under the license agreement and other interpretation-related issues;
e our financial or other obligations under the license agreement;

e whether, and the extent to which, our products, technology and processes infringe on intellectual property of the licensor that is not subject to the licensing
agreement;

e our diligence obligations under the license agreement and what activities satisfy those diligence obligations;

e the inventorship and ownership of inventions and know-how resulting from the joint creation or use of intellectual property by our licensor(s); and

e the priority of invention of patented technology.

If we do not prevail in such disputes, we may lose any or all of our rights under such license agreements, experience significant delays in the development and
commercialization of our products and technologies, or incur liability for damages, any of which could have a material adverse effect on our business, financial condition,

results of operations, and prospects. In addition, we may seek to obtain additional licenses from our licensor(s) and, in connection with obtaining such licenses, we may agree to
amend our existing licenses in a manner that may be more favorable to the licensor(s), including by agreeing to terms that could enable third parties, including our competitors,



to receive licenses to a portion of the intellectual property that is subject to our existing licenses and to compete with our products.

In addition, the agreements under which we currently and in the future license intellectual property or technology from third parties are complex and certain provisions
in such agreements may be susceptible to multiple interpretations. The resolution of any contract interpretation disagreement that may arise could narrow what we believe to be
the scope of our rights to the relevant intellectual property or technology, or increase what we believe to be our financial or other obligations under the relevant agreement,
either of which could have a material adverse effect on our business, financial condition, results of operations and prospects. Moreover, if disputes over intellectual property
that we have licensed prevent or impair our ability to maintain our current licensing arrangements on commercially acceptable terms, we may be unable to successfully develop
and commercialize any affected products or services, which could have a material adverse effect on our business, financial condition, results of operations and prospects.

Absent the license agreements, we may infringe patents subject to those agreements, and if the license agreements are terminated, we may be subject to litigation by the
licensor. Litigation could result in substantial costs to us and distract our management. If we do not prevail, we may be required to pay damages, including treble damages,
attorneys’ fees, costs and expenses and royalties or be enjoined from selling ANEB-001, which could adversely affect our ability to offer products or services, our ability to
continue operations and our business, financial condition, results of operations and prospects.

We currently have no product revenue and will need to raise additional capital following this offering, which may be unavailable to us or may cause dilution or place
significant restrictions on our ability to operate.

For the foreseeable future, we may be unable to generate sufficient revenue or cash flow to fund our operations. We will need to seek additional equity or debt
financing following this offering to provide the capital required to maintain or expand our operations, continue the development of our product candidate, build our sales and
marketing capabilities, promote brand identity, develop or acquire complementary technologies, products or businesses, or provide for our working capital requirements and
other operating and general corporate purposes.

Other than this offering, we do not have any other arrangements or credit facilities as a source of funds, and we make no assurance that we will be able to raise
sufficient additional capital in the future if needed on acceptable terms, or at all. If such financing is not available on satisfactory terms, or is not available at all, we may be
required to delay, scale back or eliminate the development of our current product or future candidates and other business. This may materially adversely affect our operations
and financial condition as well as our ability to achieve business objectives and maintain competitiveness. Our inability to fund our business could thus lead to the loss of your
investment.
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If we raise additional capital by issuing equity securities and/or equity-linked securities, the percentage ownership of our existing stockholders may be reduced, and
accordingly these stockholders may experience substantial dilution. We may also issue equity securities and/or equity-linked securities that provide for rights, preferences and
privileges senior to those of our common stock. Given our need for cash and that equity and equity-linked issuances are very common types of fundraising for companies like
us, the risk of dilution is particularly significant for our stockholders.

Debt financing, if obtained, may involve agreements that include liens on our assets and covenants limiting or restricting our ability to take specific actions such as
incurring additional debt. Debt financing could also be required to be repaid regardless of our operating results.

If we raise additional funds through collaborations and licensing arrangements, we may be required to relinquish some rights to our current or future products or to
grant licenses on terms that are not favorable to us.

We have no operating history as a publicly-traded company, and our inexperience could materially and adversely affect us and our stockholders.

We have no operating history as a publicly-traded company. Our board of directors and management team will have overall responsibility for our management. As a
publicly-traded company, we will be required to develop and implement substantial control systems, policies and procedures in order to satisfy our periodic SEC reporting and
Nasdaq obligations. We cannot assure you that management’s past experience will be sufficient to successfully develop and implement these systems, policies and procedures
and to operate our company. Failure to do so could jeopardize our status as a public company, and the loss of such status may materially and adversely affect us and our
stockholders.

We depend on third parties in connection with our preclinical testing and clinical trials, which may result in costs and delays that prevent us from obtaining regulatory
approval or successfully commercializing ANEB-001 or future product candidates.

We engage third parties to perform various aspects of our preclinical testing and clinical trials. We have entered into agreements with third parties, including Traxeus,
Aptuit (Verona) SRL, and Centre for Human Drug Research, which provide certain pharmaceutical research and development services to us. For more information regarding
our contracts with these third parties, see “Business—Our Clinical Trials and Milestones.” We depend on these third parties to perform these activities on a timely basis in
accordance with the protocol, good laboratory practices, good clinical practices and other regulatory requirements. Our reliance on these third parties for preclinical and clinical
development activities reduces our control over these activities. Accordingly, if these parties do not successfully carry out their contractual duties or obligations or meet
expected deadlines, our preclinical testing and clinical trials may be extended, delayed, terminated or our data may be rejected by the FDA. If there are delays in testing or
obtaining regulatory approvals as a result of a third party’s failure to perform, our drug discovery and development costs will likely increase, and we may not be able to obtain
regulatory approval for or successfully commercialize our current or future product candidates.

Third parties’ abilities to adequately and timely manufacture and supply our current or future product candidates is dependent on the operation of their facilities which
may be impacted by, among other things:

e availability, performance or contamination of raw materials and components used in the manufacturing process, particularly those for which we have no other
source or supplier;

e capacity of their facilities;

e the performance of information technology systems;

e compliance with regulatory requirements;

e inclement weather and natural disasters;

e changes in forecasts of future demand for product components;

e timing and actual number of production runs for product components;




e potential facility contamination by microorganisms or viruses;

e updating of manufacturing specifications; and
e product quality success rates and yields.

If the efficient manufacture and supply of our current or future product candidates is interrupted, we may experience delayed shipments or supply constraints, which
may materially impact our ongoing and future preclinical testing and clinical trials.

Any contract manufacturer must undergo a potentially lengthy FDA approval process, as well as other regulatory approval processes, and are subject to continued
review by the FDA and other regulatory authorities. If we or our third-party service providers cease or interrupt production or if our third-party service providers fail to supply
materials, products or services to us, we may experience delayed shipments, and supply constraints for our current or future product candidates.

Public health epidemics, pandemics or outbreaks, including the recent novel coronavirus pandemic (Covid-19), could adversely affect our business.

In December 2019, the novel coronavirus (“Covid-19”) was identified in Wuhan, China. The virus continues to spread globally, has been declared a pandemic by the
World Health Organization and has spread to over 100 countries, including the United States. The Covid-19 outbreak is significantly affecting our communities, our business
operations and the business operations of the CROs and CMOs we have engaged, as well as the U.S. economy and financial markets. The full extent to which the Covid-19
outbreak will impact our business, results of operations, financial condition and cash flows will depend on future developments that are highly uncertain and cannot be
accurately predicted, including new information that may emerge concerning Covid-19 and the actions to contain it or treat its impact and the economic impact on local,
regional, national and international markets. As the Covid-19 pandemic continues, our results of operations, financial condition and cash flows are likely to be materially
adversely affected, particularly if the pandemic persists for a significant amount of time.

Covid-19 or other public health epidemics, pandemics or outbreaks, and the resulting business or economic disruptions resulting therefrom, may adversely impact our
business as well as our ability to raise capital. The impact of this pandemic has been and will likely continue to be extensive in many aspects of society, which has resulted in
and will likely continue to result in significant disruptions to the global economy, as well as businesses and capital markets around the world.

While we cannot presently predict the scope and severity of any potential business shutdowns or disruptions, if we or any of our business partners, clinical trial sites,
distributors 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. For example, if our development program for cannabinoid overdoses were to be
delayed, it may have a material adverse effect on our business, results of operations and financial condition.

The pandemic’s impact on the medical community and the global economy could have an adverse impact on future sales upon which we expect to derive royalties and
milestones, which could lead to a decrease in our revenues, net income and assets.

Several measures have been and are currently being implemented by the United States and other governments to address the current Covid-19 pandemic and its
economic impacts. At this time, it is impossible to predict the success of these measures and whether or not they will have unforeseen negative consequences for our business.
In addition, our results of operations, financial position and cash flows may be adversely affected by federal or state laws, regulations, orders, or other governmental or
regulatory actions addressing the current Covid-19 pandemic or the U.S. healthcare system, which, if adopted, could result in direct or indirect restrictions to our business,
results of operations, financial condition and cash flow.

The foregoing and other continued disruptions to our business as a result of Covid-19 could result in a material adverse effect on our business, results of operations,
financial condition and cash flows. Furthermore, the Covid-19 pandemic could heighten the risks in certain of the other risk factors described herein.
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Our current and future operations substantially depend on our Founder and Chief Executive Officer and our ability to hire other key personnel, the loss of any of whom
could disrupt our business operations.

Our business depends and will continue to depend in substantial part on the continued service of Joseph F. Lawler, M.D., Ph.D., our founder and a director, and Daniel
Schneeberger, M.D., our Chief Executive Officer and a director. The loss of the services of Dr. Lawler or Dr. Schneeberger would significantly impede implementation and
execution of our business strategy and may result in the failure to reach our goals. Further, the loss of either Dr. Lawler or Dr. Schneeberger would be negatively perceived in
the capital markets. We do not have “key-man” life insurance for our benefit on the lives of either Dr. Lawler or Dr. Schneeberger.

Our future viability and ability to achieve sales and profits will also depend on our ability to attract, train, retain and motivate highly qualified personnel in the diverse
areas required for continuing operations. There is a risk that we will be unable to attract, train, retain or motivate qualified personnel, both near term or in the future, and the
failure to do so may severely damage our prospects.

Our employment agreement with our Chief Executive Officer may require us to pay severance benefits to him if terminated in connection with a change in control of us
which could harm our financial condition or results.

We have entered into an employment agreement with Dr. Schneeberger to serve as our Chief Executive Officer. The employment agreement contains change in control
and severance provisions. In the event of a change in control of our company, Dr. Schneeberger will be entitled to the vesting of 50% of any stock-based awards granted but not
yet vested prior to the change in control event not less than six months after the change in control event, provided Dr. Schneeberger remains employed by our company. If the
change in control event is an initial public offering, Dr. Schneeberger will be entitled to the full vesting of any stock-based awards. In the event of Dr. Schneeberger’s
termination, Dr. Schneeberger will be entitled to severance payments as follows: (i) if terminated by us without cause or upon his resignation for good reason, severance
payments will be equal to the remainder of the annual base compensation for the year in which the date of termination occurs and the immediate award and vesting of the next
quarterly stock-based award; and (ii) if terminated due to non-extension of the initial term, and only if we exercise our non-compete option, severance payments will be equal to
the annual base compensation for the year in which the date of termination occurs, multiplied by a fraction, the numerator of which is equal to the number of days from the date
of termination through the one-year anniversary thereof and the denominator of which is 365. The accelerated vesting of options and restricted stock units could result in
dilution to our existing stockholders and harm the market price of our common stock. The payment of these severance benefits could harm our financial condition and results. In
addition, these potential severance payments may discourage or prevent third parties from seeking a business combination with us.

Risks Related to our Intellectual Property
If we are unable to obtain and maintain p t protection for important aspects of ANEB-001, or if the scope of the patent protection obtained is not sufficiently broad, our
competitors could develop and commercialize products that are similar or identical to ours, and our ability to successfully commercialize our current or future product
candidates may be adversely affected.

Our commercial success will depend, in part, on our ability to obtain and maintain patent protection in the United States and other countries with respect to ANEB-001,
our product candidate. We seek to protect our proprietary position by filing patent applications in the United States and abroad related to aspects of our product candidate that
are important to our business. We cannot be certain that patents will be issued or granted with respect to applications that are currently pending or that we may apply for in the
future with respect to our product candidate, or that issued or granted patents will not later be found to be invalid and/or unenforceable. Currently, we do not have patents on our



core intellectual property.

The patent prosecution process is expensive and time-consuming, and we may not be able to file and prosecute all necessary or desirable patent applications at a
reasonable cost or in a timely manner. It is also possible that we will fail to identify patentable aspects of our research and development output before it is too late to obtain
patent protection. Although we may enter into non-disclosure and confidentiality agreements with parties who have access to patentable aspects of our research and
development output, such as our employees, distribution partners, consultants, advisors and other third parties, any of these parties may breach the agreements and disclose such
output before a patent application is filed, thereby jeopardizing our ability to seek patent protection.
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The patent position of pharmaceutical companies generally is highly uncertain, involves complex legal and factual questions and has in recent years been the subject of
much litigation. As a result, the issuance, scope, validity, enforceability and commercial value of our potential patent rights are highly uncertain. Our pending and future patent
applications may not result in patents being issued, and even if issued, the patents may not meaningfully protect our current or future product candidates, effectively prevent
competitors and third parties from commercializing competitive products or otherwise provide us with any competitive advantage. Our competitors or other third parties may
be able to circumvent our patents by developing similar or alternative products in a non-infringing manner.

We cannot be certain that our potential patent rights will be effective in protecting ANEB-001 and related technologies. Failure to protect such assets may have a
material adverse effect on our business, operations, financial condition and prospects.

We may face litigation from third parties claiming that our product or business infringes, misappropriates or otherwise violates their intellectual property rights, or seeking
to challenge the validity of our patent rights.

Our future success is also dependent in part on the strength of our intellectual property, trade secrets and know-how, and on our ability, and the ability of our future
collaborators, to develop, manufacture, market and sell ANEB-001, if approved, and use our proprietary technologies without alleged or actual infringement, misappropriation
or other violation of the patents and other intellectual property rights of third parties. We may be exposed to, or be threatened with, adversarial proceedings or additional future
litigation by third parties regarding intellectual property rights with respect to our current and any future product candidates and technology.

There have been many lawsuits and other proceedings involving patent and other intellectual property rights in the biotechnology and pharmaceutical industries,
including patent infringement lawsuits, interferences, oppositions and reexamination proceedings before the U.S. Patent and Trademark Office (“USPTO”), and corresponding
foreign patent offices. Numerous U.S. and foreign issued patents and pending patent applications, which are owned by third parties, exist in the fields in which we are
developing our product candidate. As the biotechnology and pharmaceutical industries expand and more patents are issued, the risk increases that our product candidate may be
subject to claims of infringement of the intellectual property rights of third parties.

Third parties may assert infringement claims against us based on patents that may be granted in the future including, our patent applications, regardless of their merit.
There is a risk that third parties may choose to engage in litigation with us to enforce or to otherwise assert their patent rights or to obtain injunctive or other equitable relief
against us. Even if we believe such claims are without merit, a court of competent jurisdiction could hold that these third-party patents are valid, enforceable and infringed, and
the holders of any such patents may be able to block our ability to commercialize such product candidate unless we obtained a license under the applicable patents, or until such
patents expire or are finally determined to be invalid or unenforceable. Similarly, if any third-party patents were held by a court of competent jurisdiction to cover aspects of our
compositions, formulations, or methods of treatment, prevention or use, the holders of any such patents may be able to block our ability to develop and commercialize the
applicable product candidate unless we obtained a license or until such patent expires or is finally determined to be invalid or unenforceable. In either case, such a license may
not be available on commercially reasonable terms, or at all. Even if we were able to obtain a license, it could be non-exclusive, thereby giving our competitors access to the
same technologies licensed to us. Some claimants may have substantially greater resources than we do and may be able to sustain the costs of complex intellectual property
litigation to a greater degree and for longer periods of time than we could. In addition, patent holding companies that focus solely on extracting royalties and settlements by
enforcing patent rights may target us. Furthermore, even in the absence of litigation, we may need to obtain licenses from third parties to advance our research or to enable the
commercialization of our current or future product candidates. We may fail to obtain any of these licenses at a reasonable cost or on reasonable terms, if at all. In such an event,
we would be unable to further practice our technologies or develop and commercialize our current or future product candidates, which could harm our business significantly.

Similarly, we or our licensors or collaborators may initiate proceedings or litigation against third parties, for instance, to challenge the validity or scope of intellectual
property rights controlled by third parties. In order to successfully challenge the validity of any U.S. patent in federal court, we would need to overcome a presumption of
validity. As this burden is a high one requiring us to present clear and convincing evidence as to the invalidity of any such United States patent claim, there is no assurance that a
court would invalidate the claims of any such United States patent.
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Patent litigation and other proceedings may also absorb significant management time. The cost to us of any patent litigation or other proceeding, even if resolved in our
favor, could be substantial. During the course of any patent or other intellectual property litigation or other proceeding, there could be public announcements of the results of
hearings, rulings on motions, and other interim proceedings or developments and if securities analysts or investors regard these announcements as negative, the perceived value
of our current or future product candidates or intellectual property could be diminished. Accordingly, the market price of our common stock may decline. Uncertainties
resulting from the initiation and continuation of patent litigation or other proceedings could have a material adverse effect on our business, ability to compete in the marketplace,
financial condition, results of operations and growth prospects.

We may become involved in lawsuits to protect or enforce our patent rights or other intellectual property, which could be expensive, time consuming and unsuccessful.

Competitors may infringe, misappropriate or otherwise violate our patent rights, trademarks, copyrights or other intellectual property, or those of our licensors. To
counter infringement, misappropriation, unauthorized use or other violations, we may be required to file legal claims, which can be expensive and time consuming and divert
the time and attention of our management and scientific personnel.

We may not be able to prevent, alone or with our licensees or any future licensors, infringement, misappropriation or other violations of our intellectual property
rights, particularly in countries where the laws may not protect those rights as fully as in the United States. Any claims we assert against perceived infringers could provoke
these parties to assert counterclaims against us alleging that we infringe their patents. In addition, in a patent infringement proceeding, there is a risk that a court will decide that
a patent of ours is invalid or unenforceable, in whole or in part, and that we do not have the right to stop the other party from using the invention at issue. There is also a risk
that, even if the validity of such patents is upheld, the court will construe the patent’s claims narrowly or decide that we do not have the right to stop the other party from using
the invention at issue on the grounds that our patents do not cover the invention. An adverse outcome in a litigation or proceeding involving our patents could limit our ability to
assert our patents against those parties or other competitors, and may curtail or preclude our ability to exclude third parties from making and selling similar or competitive
products. Any of these occurrences could adversely affect our competitive business position, business prospects and financial condition. Similarly, if we assert trademark
infringement claims, a court may determine that the marks we have asserted are invalid or unenforceable, or that the party against whom we have asserted trademark
infringement has superior rights to the marks in question. In this case, we could ultimately be forced to cease use of such trademarks.

In any infringement, misappropriation or other intellectual property litigation, any award of monetary damages we receive may not be commercially valuable.
Furthermore, because of the substantial amount of discovery required in connection with intellectual property litigation, there is a risk that some of our confidential information
could be compromised by disclosure during litigation. Moreover, there can be no assurance that we will have sufficient financial or other resources to file and pursue such



infringement claims, which typically last for years before they are concluded. Even if we ultimately prevail in such claims, the monetary cost of such litigation and the diversion
of the attention of our management and scientific personnel could outweigh any benefit we receive as a result of the proceedings.

We may not be able to protect our intellectual property rights throughout the world, which could negatively impact our business.

Filing, prosecuting and defending patent rights on important aspects of ANEB-001 in all countries throughout the world would be prohibitively expensive, and our
intellectual property rights in some countries outside the United States can be less extensive than those in the United States. In addition, the laws of some foreign countries do
not protect intellectual property rights to the same extent as federal and state laws in the United States. Further, licensing partners may not prosecute patents in certain
jurisdictions in which we may obtain commercial rights, thereby precluding the possibility of later obtaining patent protection in these countries. Consequently, we may not be
able to prevent from selling or importing products made using our inventions in and into the United States or other jurisdictions. Competitors may develop their own products
and may also export infringing products to territories where we may have patent protection, but enforcement is not as strong as that in the United States. These products may
compete with ANEB-001, and our patent or other intellectual property rights may not be effective or sufficient to prevent them from competing.
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Many companies have encountered significant problems in protecting and defending intellectual property rights in foreign jurisdictions. The legal systems of certain
countries, particularly certain developing countries, do not favor the enforcement of patents, trade secrets and other intellectual property protection, particularly those relating to
biotechnology products, which could make it difficult for us to stop the infringement of our patent rights or marketing of competing products in violation of our proprietary
rights generally. We may not prevail in any lawsuits that we initiate and the damages or other remedies awarded, if any, may not be commercially meaningful. Furthermore,
while we intend to protect our intellectual property rights in our expected significant markets, we cannot ensure that we will be able to initiate or maintain similar efforts in all
jurisdictions in which we may wish to market our current or future product candidates. Accordingly, our efforts to protect our intellectual property rights in such countries may
be inadequate, which may have an adverse effect on our ability to successfully commercialize our current or future product candidates in all of our expected significant foreign
markets.

We may be subject to claims that we or our employees, consultants, contractors or advisors have infringed, misappropriated or otherwise viol,
of a third party, or claiming ownership of what we regard as our own intellectual property.

d the intellectual property

We may employ individuals who were previously employed at universities or other biotechnology or pharmaceutical companies, including our competitors or
potential competitors. Although we try to ensure that our employees do not use the intellectual property and other proprietary information, know-how or trade secrets of others
in their work for us, we may be subject to claims that we or these employees have used or disclosed such intellectual property or other proprietary information. Litigation may
be necessary to defend against these claims.

In addition, while we typically require our employees, consultants and contractors who may be involved in the development of intellectual property to execute
agreements assigning such intellectual property to us, we may be unsuccessful in executing such an agreement with each party who in fact develops intellectual property that we
regard as our own. To the extent that we fail to obtain such assignments, such assignments do not contain a self-executing assignment of intellectual property rights or such
assignments are breached, we may be forced to bring claims against third parties, or defend claims they may bring against us, to determine the ownership of what we regard as
our intellectual property. If we fail in prosecuting or defending any such claims, in addition to paying monetary damages, we may lose valuable intellectual property rights or
personnel.

Obtaining and maintaining our patent protection depends on compliance with various procedural, document submission, fee payment and other requirements imposed by
governmental patent agencies, and our patent protection could be reduced or eliminated for non-compliance with these requirements.

Periodic maintenance and annuity fees on any issued patent are due to be paid to the USPTO and foreign patent agencies in several stages over the lifetime of the
patent. The USPTO and various foreign governmental patent agencies require compliance with a number of procedural, documentary, fee payment and other similar provisions
during the patent application process. While an inadvertent lapse can in many cases be cured by payment of a late fee or by other means in accordance with the applicable rules,
there are situations in which noncompliance can result in abandonment or lapse of the patent or patent application, resulting in partial or complete loss of patent rights in the
relevant jurisdiction. Non-compliance events that could result in abandonment or lapse of a patent or patent application include failure to respond to official actions within
prescribed time limits, non-payment of fees and failure to properly legalize and submit formal documents. If we or our licensors fail to maintain the patent rights and patent
applications covering our current or future product candidates, our competitors might be able to enter the market, which would have a material adverse effect on our business,
financial condition, results of operations and growth prospects.

If we are unable to protect the confidentiality of our trade secrets, the value of our technology could be materially adversely affected and our business would be harmed.

In addition to seeking patents for important aspects of ANEB-001, we also rely on trade secrets, including unpatented know-how, technology and other proprietary
information, in seeking to develop and maintain a competitive position. We seek to protect these trade secrets, in part, by entering into non-disclosure and confidentiality
agreements with parties who have access to them, such as our employees, consultants, independent contractors, advisors, corporate collaborators, outside scientific
collaborators, contract manufacturers, suppliers and other third parties. Monitoring unauthorized uses and disclosures is difficult, and we do not know whether the steps we have
taken to protect our proprietary technologies will be effective.
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We cannot guarantee that our trade secrets and other proprietary and confidential information will not be disclosed or that competitors will not otherwise gain access
to our trade secrets. Any party with whom we have executed such an agreement may breach that agreement and disclose our proprietary information, including our trade
secrets, and we may not be able to obtain adequate remedies for such breaches. Enforcing a claim that a party illegally disclosed or misappropriated a trade secret is difficult,
expensive and time-consuming, and the outcome is unpredictable. In addition, some courts both within and outside the United States may be less willing or unwilling to protect
trade secrets. Further, if any of our trade secrets were to be lawfully obtained or independently developed by a competitor, we would have no right to prevent such third party,
or those to whom they communicate such technology or information, from using that technology or information to compete with us. If any of our trade secrets were to be
disclosed to or independently developed by a competitor, our business and competitive position could be harmed.

Trade secrets and know-how can be difficult to protect as trade secrets and know-how will over time be disseminated within the industry through independent
development, the publication of journal articles, and the movement of personnel skilled in the art from company to company or academic to industry scientific positions. If we
fail to prevent material disclosure of the know-how, trade secrets and other intellectual property related to our technologies to third parties, we will not be able to establish or
maintain a competitive advantage in our market, which could materially adversely affect our business, results of operations and financial condition. Even if we are able to
adequately protect our trade secrets and proprietary information, our trade secrets could otherwise become known or could be independently discovered by our competitors. For
example, competitors could purchase our product and attempt to replicate some or all of the competitive advantages we derive from our development efforts, design around our
protected technology or develop their own competitive technologies that fall outside of our intellectual property rights. If any of our trade secrets were to be lawfully obtained
or independently developed by a competitor, in the absence of patent protection, we would have no right to prevent them, or those to whom they communicate, from using that
technology or information to compete with us.

We may not be able to prevent misappropriation of our intellectual property, trade secrets or confidential information, particularly in countries where the laws may not
protect those rights as fully as in the United States. Furthermore, because of the substantial amount of discovery required in connection with intellectual property litigation, there



is a risk that some of our confidential information could be compromised by disclosure during this type of litigation.
Intellectual property rights do not necessarily address all potential threats to our business.

Once granted, patents may remain open to opposition, interference, re-examination, post-grant review,inter partes review, nullification or derivation action in court or
before patent offices or similar proceedings for a given period after allowance or grant, during which time third parties can raise objections against such grant. In the course of
such proceedings, which may continue for a protracted period of time, the patent owner may be compelled to limit the scope of the allowed or granted claims thus attacked, or
may lose the allowed or granted claims altogether. In addition, the degree of future protection afforded by our intellectual property rights is uncertain because even granted
intellectual property rights have limitations, and may not adequately protect our business.

The expiration or loss of patent protection may adversely affect our future revenues and operating earnings.

Patent protection is important in the development and eventual commercialization of our product candidate. Patents covering our product candidate normally provide
market exclusivity, which is important in order for our product candidate to become profitable. Even if we are successful in obtaining a patent, patents have a limited lifespan.
In the United States, the natural expiration of a utility patent is generally 20 years after it is filed. Various extensions may be available; however, the life of a patent, and the
protection it affords, is limited. Without patent protection, we may be open to competition from generic versions of such methods and devices.

Risks Related to Product Development, Regulatory Approval, Manufacturing and Commercialization
Delays in the completion of, or the termination of, a clinical trial for ANEB-001, our lead drug candidate, could adversely affect our business.

Clinical trials are very expensive, time-consuming, unpredictable and difficult to design and implement. The results of clinical trials may be unfavorable, they may
continue for several years, and they may take significantly longer to complete and involve significantly more costs than expected. Delays in the commencement or completion
of clinical testing could significantly affect product development costs and plans with respect to our drug candidate. The commencement and completion of clinical trials can be
delayed and experience difficulties for a number of reasons, including delays and difficulties caused by circumstances over which we may have no control. For instance,
approvals of the scope, design or trial site may not be obtained from the FDA and other required bodies in a timely manner or at all, agreements with acceptable terms may not
be reached in a timely manner or at all with contract research organizations, to conduct the trials, a sufficient number of subjects may not be recruited and enrolled in the trials,
and third-party manufacturers of the materials for use in the trials may encounter delays and problems in the manufacturing process, including failure to produce materials in
sufficient quantities or of an acceptable quality to complete the trials.
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If we are not able to obtain any required regulatory approvals for ANEB-001, we will not be able to commercialize our lead drug candidate and our ability to generate
revenue will be limited.

Our drug candidate is a treatment in development for cannabinoid overdose. We must successfully complete clinical trials for our drug candidate before we can apply
for marketing approval. Even if we complete our clinical trials, it does not assure marketing approval. Our clinical trials may be unsuccessful, which would materially harm our
business. Even if our initial clinical trials are successful, we are required to conduct additional clinical trials to establish our drug candidate’s safety and efficacy, before a New
Drug Application (“NDA”) or Biologics License Application (“BLA”), or their foreign equivalents can be filed with the FDA or comparable foreign regulatory authorities for
marketing approval of our drug candidate.

Success in early phases of preclinical and clinical trials does not ensure that later clinical trials will be successful, and interim results of a clinical trial do not
necessarily predict final results. A failure of one or more of our clinical trials can occur at any stage of testing. We may experience unforeseen events during, or as a result of,
the clinical trial process that could delay or prevent our ability to receive regulatory approval or commercialize our drug candidate. The research, testing, manufacturing,
labeling, packaging, storage, approval, sale, marketing, advertising and promotion, pricing, export, import and distribution of drug products are subject to extensive regulation
by the FDA and other regulatory authorities in the United States and other countries, which regulations differ from country to country. We are not permitted to market our drug
in the United States until we receive approval of an NDA from the FDA, or in any foreign countries until we receive the requisite approval from such countries. In the United
States, the FDA generally requires the completion of clinical trials of each drug to establish its safety and efficacy and extensive pharmaceutical development to ensure its
quality before an NDA is approved. Regulatory authorities in other jurisdictions impose similar requirements. Of the large number of drugs in development, only a small
percentage result in the submission of an NDA to the FDA and even fewer are eventually approved for commercialization. If our development efforts for our drug candidate,
including regulatory approval, are not successful for its planned indications, or if adequate demand for our drug candidate is not generated, our business will be materially
adversely affected.

Our success depends on the receipt of regulatory approval and the issuance of such regulatory approvals is uncertain and subject to a number of risks, including the
following:

e the results of toxicology studies may not support the filing of an Investigational New Drug Application (“IND”) for our drug candidate or the FDA may require
additional toxicology studies;

e the FDA or comparable foreign regulatory authorities or Institutional Review Boards (“IRB”) may disagree with the design or implementation of our clinical trials;
e it may be difficult to run clinical trials involving the administration of THC to subjects because THC is a controlled substance and is illegal in certain jurisdictions;
e we may not be able to provide acceptable evidence of our drug candidate’s safety and efficacy;

e the results of our clinical trials may not be satisfactory or may not meet the level of statistical or clinical significance required by the FDA or other regulatory
agencies for marketing approval;

e the dosing of our drug candidate in a particular clinical trial may not be at an optimal level;
e patients in our clinical trials may suffer adverse effects for reasons that may or may not be related to our drug candidate;
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e the data collected from clinical trials may not be sufficient to support the submission of an NDA, BLA or other submission or to obtain regulatory approval in the
United States or elsewhere;

e the FDA or comparable foreign regulatory authorities may fail to approve the manufacturing processes or facilities of third-party manufacturers with which we
contract for clinical and commercial supplies; and



e the approval policies or regulations of the FDA or comparable foreign regulatory authorities may significantly change in a manner rendering our clinical data
insufficient for approval.

Failure to obtain regulatory approval for our drug candidate for the foregoing, or any other reasons, will prevent us from commercializing our drug candidate, and our
ability to generate revenue will be materially impaired. We cannot guarantee that regulators will agree with our assessment of the results of the clinical trials we intend to
conduct in the future or that such trials will be successful. The FDA and other regulators have substantial discretion in the approval process and may refuse to accept any
application or may decide that our data is insufficient for approval and require additional clinical trials, or preclinical or other studies. In addition, varying interpretations of the
data obtained from preclinical and clinical testing could delay, limit or prevent regulatory approval of our drug candidate.

We have not submitted an NDA or received regulatory approval to market our drug candidate in any jurisdiction. We have only limited experience in filing the
applications necessary to gain regulatory approvals and expect to rely on consultants and third party contract research organizations, with expertise in this area to assist us in this
process. Securing regulatory approvals to market a product requires the submission of preclinical, clinical, and/or pharmacokinetic data, information about product
manufacturing processes and inspection of facilities and supporting information to the appropriate regulatory authorities for each therapeutic indication to establish a drug
candidate’s safety and efficacy for each indication. Our drug candidate may prove to have undesirable or unintended side effects, toxicities or other characteristics that may
preclude us from obtaining regulatory approval or prevent or limit commercial use with respect to one or all intended indications.

The process of obtaining regulatory approvals is expensive, often takes many years, if approval is obtained at all, and can vary substantially based upon, among other
things, the type, complexity and novelty of the drug candidate involved, the jurisdiction in which regulatory approval is sought and the substantial discretion of the regulatory
authorities. Changes in regulatory approval policies during the development period, changes in or the enactment of additional statutes or regulations, or changes in regulatory
review for a submitted product application may cause delays in the approval or rejection of an application.

Even if we receive regulatory approval for ANEB-001, our lead drug candidate, we may not be able to successfully commercialize the product and the revenue that we
generate from its sales, if any, may be limited.

If approved for marketing, the commercial success of ANEB-001 will depend upon the product’s acceptance by the medical community, including physicians, patients
and healthcare payors. The degree of market acceptance for our drug candidate will depend on a number of factors, including:

e demonstration of clinical safety and efficacy;

e relative convenience, dosing burden and ease of administration;

e the prevalence and severity of any adverse effects;

e the willingness of physicians to prescribe our drug candidate, and the target patient population to try new therapies;

e cfficacy of our drug candidate compared to competing products;

e the introduction of any new products that may in the future become available targeting indications for which our drug candidate may be approved;
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e new procedures or therapies that may reduce the incidences of any of the indications in which our drug candidate may show utility;
e pricing and cost-effectiveness;

e the inclusion or omission of our drug candidate in applicable therapeutic and vaccine guidelines;

e the effectiveness of our own or any future collaborators’ sales and marketing strategies;

e limitations or warnings contained in approved labeling from regulatory authorities;

e our ability to obtain and maintain sufficient third-party coverage or reimbursement from government healthcare programs, including Medicare and Medicaid, private
health insurers and other third-party payors or to receive the necessary pricing approvals from government bodies regulating the pricing and usage of therapeutics;
and

e the willingness of patients to pay out-of-pocket in the absence of third-party coverage or reimbursement or government pricing approvals.

If our drug candidate is approved, but does not achieve an adequate level of acceptance by physicians, healthcare payors and patients, we may not generate sufficient
revenue and we may not be able to achieve or sustain profitability. Our efforts to educate the medical community and third-party payors on the benefits of our drug candidates
may require significant resources and may never be successful.

In addition, even if we obtain regulatory approvals, the timing or scope of any approvals may prohibit or reduce our ability to commercialize our drug candidate
successfully. For example, if the approval process takes too long, we may miss market opportunities and give other companies the ability to develop competing products or
establish market dominance. Any regulatory approval we ultimately obtain may be limited or subject to restrictions or post-approval commitments that render our drug
candidate not commercially viable. For example, regulatory authorities may approve our drug candidate for fewer or more limited indications than we request, may not approve
the price we intend to charge for our drug candidate, may grant approval contingent on the performance of costly post-marketing clinical trials, or may approve our drug
candidate with a label that does not include the labeling claims necessary or desirable for the successful commercialization of that indication. Further, the FDA or comparable
foreign regulatory authorities may place conditions on approvals or require risk management plans or a Risk Evaluation and Mitigation Strategy (“REMS”) to assure the safe
use of the drug. If the FDA concludes a REMS is needed, the sponsor of the NDA must submit a proposed REMS; the FDA will not approve the NDA without an approved
REMS, if required. A REMS 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 may also require a REMS for an approved product when new safety information emerges. Any of these limitations on
approval or marketing could restrict the commercial promotion, distribution, prescription or dispensing of our drug candidate. Moreover, product approvals may be withdrawn
for non-compliance with regulatory standards or if problems occur following the initial marketing of the product. Any of the foregoing scenarios could materially harm the
commercial success of our drug candidate.

Even if we obtain marketing approval for ANEB-001, we will be subject to ongoing obligations and continued regulatory review, which may result in significant additional
expense. Additionally, ANEB-001 could be subject to labeling and other restrictions and withdrawal from the market and we may be subject to penalties if we fail to comply
with regulatory requirements or if we experience unanticipated problems with ANEB-001.

Even if we obtain regulatory approval for ANEB-001 for an indication, the FDA or foreign equivalent may still impose significant restrictions on their indicated uses
or marketing or the conditions of approval, or impose ongoing requirements for potentially costly and time-consumi