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EXPLANATORY NOTE

This registration statement contains two prospectuses, as set forth below.

Public Offering_Prospectus. A prospectus to be used for the initial public offering (the “Public Offering Prospectus”) of up to 1,415,095 units
(“Units”), each Unit consisting of one share of common stock of 60 Degrees Pharmaceuticals, Inc. (the “Company”), one tradeable warrant to
purchase one share of common stock of the Company, and one non-tradeable warrant to purchase one share of common stock of the Company,
with such Units to be sold in a firm commitment underwritten offering through the underwriters named on the cover page of the Public Offering
Prospectus. The Public Offering Prospectus also relates to the issuance of warrants, including the shares issuable upon the exercise of the warrants,
by the Company to the representative of the initial public offering as underwriting compensation.

*  Resale Prospectus. A prospectus to be used for the resale by the selling stockholders (the “Selling Stockholders” set forth in the section of the
resale prospectus (the “Resale Prospectus™) entitled “Selling Stockholders” of an aggregate of 2,224,763 shares of common stock, consisting of (i)
10,482 shares of common stock to be issued upon conversion of a convertible note immediately prior to the consummation of the initial public
offering, (ii) 373,426 shares of common stock to be issued in conjunction with the conversion or extinguishment of interim financing notes on the
date of effectiveness of this registration statement, (iii) 1,608,938 shares of common stock and (iv) 231,917 shares of common stock issuable upon
the exercise of warrants that are to be issued on the date of effectiveness of this registration statement.

The Resale Prospectus is substantively identical to the Public Offering Prospectus, except for the following principal points:

» they contain different outside and inside front covers and back covers;

+ they contain different “Offering” sections in the “Prospectus Summary” section beginning on page Alt-1;

+ they contain different “Use of Proceeds” sections on page Alt-16;

+  the “Capitalization” and “Dilution” sections from the Public Offering Prospectus are deleted from the Resale Prospectus;

» a“Selling Stockholders” section is included in the Resale Prospectus;

» the “Underwriting” section from the Public Offering Prospectus is deleted from the Resale Prospectus and a “Selling Stockholder Plan of
Distribution” is inserted in its place in the Resale Prospectus; and

» the “Legal Matters” section in the Resale Prospectus on page Alt-19 deletes the reference to counsel for the underwriters.

The Company has included in this registration statement a set of alternate pages after the back cover page of the Public Offering Prospectus (the “Alternate
Pages”) to reflect the foregoing differences in the Resale Prospectus as compared to the Public Offering Prospectus. The Public Offering Prospectus will
exclude the Alternate Pages and will be used for the initial public offering by the Company. The Resale Prospectus will be substantively identical to the
Public Offering Prospectus except for the addition or substitution of the Alternate Pages, and such other changes as may be necessary to clarify references
to the initial public offering or the resale offering and will be used for the resale offering by the Selling Stockholders.

(1) Assumes the underwriters’ 45-day option to purchase up to 15% additional Units to cover over-allotments if any, has not been exercised.




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

SUBJECT TO COMPLETION, DATED JUNE 1, 2023

PRELIMINARY PROSPECTUS

1,415,095 Units
Each Unit Consisting of
One Share of Common Stock,
One Warrant to Purchase One share of Common Stock, and
One Non-tradeable Warrant to Purchase One Share of Common Stock
and the 2,830,190 Shares of Common Stock underlying such Warrants
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60 Degrees Pharmaceuticals, Inc.

This is a firm commitment initial public offering of 1,415,095 units (each, a “Unit,” collectively, the “Units”) of 60 Degrees Pharmaceuticals, Inc. (the
“Company,” “we,” “us” or “our”). The initial public offering price of our Units is $ per Unit. Each Unit consists of one share of our common stock,
one tradeable warrant (each, a “Tradeable Warrant,” collectively, the “Tradeable Warrants”) to purchase one share of common stock at an exercise price of
$ per share, and one non-tradeable warrant (each, a “Non-tradeable Warrant,” collectively, the “Non-tradeable Warrants”; together with the
Tradeable Warrants, each, a “Warrant,” collectively, the “Warrants”) to purchase one share of our common stock at an exercise price of $ . The
Units have no stand-alone rights and will not be certificated or issued as stand-alone securities. The shares of common stock and the Warrants underlying
the Units are immediately separable and will be issued separately in this offering. Each Warrant offered as part of this offering is immediately exercisable
on the date of issuance and will expire five years from the date of issuance.

The Warrants will be issued in book-entry form pursuant to a warrant agent agreement (the “Warrant Agent Agreement”) between us and Equity Stock
Transfer, LLC, who will be acting as the warrant agent (the “Warrant Agent”).

We currently estimate that the offering price will be between $4.30 and $6.30 per Unit and the exercise price per Tradeable Warrant will be between $4.945
and $7.245 (115% of the offering price per Unit) and between $5.16 and $7.56 (120% of the offering price per Unit) per Non-tradeable Warrant.

Prior to this offering, there has been no public market for our common stock or Tradeable Warrants. We have applied to have our common stock and
Tradeable Warrants listed on The Nasdaq Capital Market under the symbols “SXTP” and “SXTPW,” respectively. This offering is contingent upon final
approval of our listing application with The Nasdaq Stock Market LLC (“Nasdaq”). There can be no assurance that we will be successful in listing our
common stock and Tradeable Warrants on The Nasdaq Capital Market. We have not and do not intend to apply for listing of the Non-tradeable warrants on
any exchange or market.

We intend to use the proceeds from this offering for general corporate purposes, including working capital. See “Use of Proceeds.”

In addition, the selling stockholders (the “Selling Stockholders”) are offering an aggregate of 2,224,763 shares of common stock to be sold pursuant to a
separate resale prospectus (the “Resale Prospectus”), consisting of (i) 10,482 shares of common stock to be issued upon conversion of a convertible note
immediately prior to the consummation of the initial public offering, (ii) 373,426 shares of common stock to be issued in conjunction with the conversion
or extinguishment of interim financing notes on the date of the effectiveness of the registration statement of which this prospectus forms a part, (iii)
1,608,938 shares of common stock held by certain of the Selling Stockholders and (iv) 231,917 shares of common stock issuable upon the exercise of
warrants that are to be issued on the date of effectiveness of the registration statement of which the Resale Prospectus forms a part. We will not receive any
proceeds from the sale or other disposition of shares by the Selling Stockholders. The Selling Stockholders will bear all commissions and discounts, if any,
attributable to the sale or other disposition of the shares. We will bear all costs, expenses and fees in connection with the registration of the Selling
Stockholders’ shares. The Selling Stockholders may not offer or sell shares prior to the closing of the initial public offering.

Investing in our securities involves a high degree of risk. See “Risk Factors” beginning on page 20 of this prospectus for a discussion of information
that should be considered in connection with an investment in our securities.

Neither the Securities and Exchange Commission (“SEC”) nor any state securities commission has approved or disapproved of these securities or
determined if this prospectus is truthful or complete. Any representation to the contrary is a criminal offense.

We are an “emerging growth company” and a “smaller reporting company” as defined in the Jumpstart Our Business Startups Act of 2012 (the “JOBS
Act”) and have elected to comply with certain reduced public company reporting requirements. See “Summary—Implications of Being an Emerging

Growth Company and Smaller Reporting Company.”

Per Unit Total




Initial public offering price $ $

Underwriting discounts and commissions(1(®)
Proceeds, before expenses, to us

& &
@ &

(1) Represents underwriting discount and commissions equal to $ per Unit.

(2) Does not include a non-accountable expense allowance equal to 1.5% of the gross proceeds of this offering, payable to WallachBeth Capital LLC, as
representative of the underwriters (the “Representative”), or the reimbursement of certain expenses of the underwriters. See “Underwriting” beginning
on page 120 of this prospectus for additional information regarding underwriting compensation.

In addition to the underwriting discounts listed above and the non-accountable expense allowance described in the footnote, we have agreed to issue upon
the closing of this offering to the Representative, warrants that will expire on the fifth anniversary of the effective date of the registration statement of
which this prospectus is a part, entitling the Representative to purchase 6% of the number of shares of common stock sold in this offering (excluding shares
of common stock sold to cover over-allotments, if any) (the “Representative Warrants”). The registration statement of which this prospectus is a part also
covers the Representative Warrants and the shares of common stock issuable upon the exercise thereof. For additional information regarding our
arrangement with the underwriters, please see “Underwriting” beginning on page 120.

We have also granted the Representative an option to purchase from us, at the public offering price, up to 212,265 additional shares of common stock
and/or 212,265 Tradeable Warrants and/or 212,265 Non-tradeable Warrants, less the underwriting discounts and commissions, within 45 days from the date
of this prospectus to cover over-allotments, if any. If the Representative exercises the option in full, the total underwriting discounts and commissions
payable will be $ , and the total proceeds to us, before expenses, will be $

The underwriters expect to deliver the securities against payment on or about , 2023.

Sole Book-Running Manager

WallachBeth Capital LL.C

Prospectus dated 2023
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Through and including 2023 (the 25th day after the date of this prospectus), all dealers that effect transactions in these securities,
whether or not participating in this offering, may be required to deliver a prospectus. This is in addition to the dealers’ obligation to deliver a
prospectus when acting as underwriter and with respect to their unsold allotments or subscriptions.

You should rely only on the information contained in this prospectus or any prospectus supplement or amendment. Neither we, nor the underwriters, have
authorized any other person to provide you with information that is different from, or adds to, that contained in this prospectus. If anyone provides you with
different or inconsistent information, you should not rely on it. Neither we nor the underwriters take responsibility for, and can provide no assurance as to
the reliability of, any other information that others may give you. You should assume that the information contained in this prospectus or any free writing
prospectus is accurate only as of the date of this prospectus, regardless of the time of delivery of this prospectus or of any sale of our securities. Our
business, financial condition, results of operations and prospects may have changed since that date. We are not making an offer of any securities in any
jurisdiction in which such offer is unlawful.

No action is being taken in any jurisdiction outside the United States to permit a public offering of our securities or possession or distribution of this
prospectus in that jurisdiction. Persons who come into possession of this prospectus in jurisdictions outside the United States are required to inform
themselves about and to observe any restrictions as to this public offering and the distribution of this prospectus applicable to that jurisdiction.




ABOUT THIS PROSPECTUS
Throughout this prospectus, unless otherwise designated or the context suggests otherwise,

+ all references to the “Company,” “60P,” the “registrant,” “we,” “our,” or “us” in this prospectus mean 60 Degrees Pharmaceuticals, Inc., a
Delaware corporation, and 60P Australia Pty Ltd, an Australian proprietary company limited by shares, our subsidiary;
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+ assumes an initial public offering price of our Units of $5.30 per Unit, the midpoint of the estimated range of $4.30 and $6.30;
+  “year” or “fiscal year” means the year ending December 31; and
+ all dollar or $ references, when used in this prospectus, refer to United States dollars.

Except as otherwise indicated, all information in this prospectus assumes that:

* no shares of common stock have been issued pursuant to (i) the conversion of certain of our outstanding debt and (ii) certain consultant
agreements;

*  no shares of common stock have been issued pursuant to any warrants;
*  no shares of common stock have been issued pursuant to the Representative’s over-allotment option; and
* no shares of common stock have been issued pursuant to the Representative Warrants.
TRADEMARKS
Solely for convenience, our trademarks and tradenames referred to in this prospectus, may appear without the ® or ™ symbols, but such references are not
intended to indicate in any way that we will not assert, to the fullest extent under applicable law, our rights to these trademarks and tradenames. All other

trademarks, service marks and trade names included or incorporated by reference into this prospectus or the accompanying prospectus are the property of
their respective owners.




GLOSSARY OF SELECTED TERMS
The following are definitions of certain terms that are commonly used in the medical industry and in this prospectus:
“8-aminoquinoline” refers to the structural class of antimalarials to which Tafenoquine and Primaquine belong. 8-aminoquinolines are
characterized by the presence of an 8-amino substitution on their core quinoline ring, which confers their unique properties including an oxidative
Mode of Action and activity against the relapsing liver forms of Plasmodium vivax.

“API” means active pharmaceutical ingredient, the active molecule contained in a pharmaceutical product.

“Arakoda” means ARAKODA®, the 60P-owned and FDA-approved product to prevent malaria in travelers, which contains as its active
pharmaceutical ingredient, Tafenoquine succinate.

“Broad Spectrum of Activity” refers to a molecule or drug that is active against a range of different pathogens.
“CAR-T” means chimeric antigen receptor therapy.

“CLIA” means The Clinical Laboratory Improvements Amendment of 1988.

“Dengue” means a mosquito-borne viral disease occurring in tropical and subtropical areas.

“Ethics Committee” a stand-alone or institutional committee responsible for ensuring clinical trials are conducted ethically, and from whom
permission is required for a clinical trial to proceed.

“EUA” means Emergency Use Authorization.

“FDA” refers to the U.S. Food and Drug Administration.
“G6PD” means glucose-6-phosphate dehydrogenase.
“GMP” means Good Manufacturing Practices.

“IND” means investigational new drug application.

“Kodatef” is the brand name of Arakoda outside the United States. Kodatef has been approved for use in Australia by the Therapeutic Goods
Administration.

“Legacy Studies” is a reference to the collection of clinical and non-clinical studies involving Tafenoquine, which were conducted by the U.S.
Army prior to 2014, and which were included in the new drug application submitted by 60P to the FDA in 2018. Some of those Legacy Studies are
described in the account of the Army development program published by Zottig et. al.

“Mode of Action” is the process by which an anti-infective or other pharmaceutical product is known or suspected to affect a disease process. This
process is different for each drug and may or may not be known at the time of FDA approval.

“Named-patient” use of a drug refers to the prescription by a physician of a drug to one of their patients in a jurisdiction in which the prescribed
drug has not received marketing authorization, but is believed by said physician to be safe and medically necessary. Also, sometimes referred to as
“compassionate use.”

“NIH” means the National Institutes of Health.

“PDUFA” means The Prescription Drug User Fee Act.

“PMA” means Premarket Approval by the FDA.




“Primaquine” is the FDA-approved antimalarial from which Tafenoquine is chemically derived.

“P. vivax” is an abbreviation for Plasmodium vivax, one of the two most important malaria parasites, characterized by its ability to relapse
utilizing a dormant life cycle stage that persists in the human liver following a bite from an infected mosquito.

“RSV” means respiratory syncytial virus, which is a common respiratory virus that usually causes cold-like symptoms.

“Repositioned Molecule” is one which was approved by the FDA or other regulatory authorities to treat one disease, and is being developed for a
new disease.

“Tafenoquine” is the shortened name of the active ingredient of Arakoda and Kodatef, tafenoquine succinate.
“TGA” is the Therapeutic Goods Administration, the Australian equivalent of the FDA.

“TMPRSS2” means transmembrane protease, serine 2, which is an enzyme that in humans is encoded by the TMPRSS2 gene, and belongs to the
TMPRSS family of proteins, whose members are transmembrane proteins which have a serine protease activity.

In connection with presentation of scientific data, this prospectus references “P-values” at various points. These values are provided to convey the
likelihood of a particular set of data occurring by chance. For example, a P-value of 0.12 associated with a stand-alone, pre-conceived hypothesis is
generally understood to mean that the likelihood of that particular outcome occurring purely by chance is 12%. It is scientific convention that a particular
observation is “proven” if its associated P value is lower than 0.05 (i.e., associated with a likelihood of occurring by chance of < 5%). However, clinical
observations of interest are routinely reported in the peer-reviewed scientific literature even if their associated P-values are > 0.05, because they may
represent important therapeutic signals, and motivate additional research. With the exception of the data reported in Figure B, the efficacy data described

herein related to our COVID-19 program and Arakoda have been published in a peer-reviewed scientific journal.1 P-values presented herein are not
corrected for multiple comparison error, and represent the outcomes of both pre-conceived, and post-hoc, analyses.

USE OF PRODUCT VERSUS GENERIC NAMES

This prospectus makes reference to two commercial products owned/manufactured by 60P, Arakoda and Kodatef, which are approved by regulators in the
United States and Australia, respectively, for the prevention of malaria. The active molecule in those products is tafenoquine succinate (Tafenoquine for
short), which we are repositioning for other indications using either (i) the same dosing regimen employed in the commercial Arakoda product (in which
case reference is made to the “Arakoda regimen of tafenoquine” or (ii) different dosing regimens (in which case reference is made to “Tafenoquine”). We
also utilize the molecular name (Tafenoquine), where the active ingredient of Arakoda and Kodatef was tested in cell culture or animal models. These
different usages have been employed both for convenience and to avoid any assertions that Arakoda or Kodatef have been granted marketing authorization
by regulators for uses other than the prevention of malaria.

MARKET DATA

Market data and certain industry data and forecasts used throughout this prospectus were obtained from internal company surveys, market research,
consultant surveys, publicly available information, reports of governmental agencies and industry publications and surveys. Industry surveys, publications,
consultant surveys and forecasts generally state that the information contained therein has been obtained from sources believed to be reliable, but the
accuracy and completeness of such information is not guaranteed. To our knowledge, certain third-party industry data that includes projections for future
periods does not take into account the effects of the worldwide coronavirus (COVID-19) pandemic. Accordingly, those third-party projections may be
overstated and should not be given undue weight. Forecasts are particularly likely to be inaccurate, especially over long periods of time. In addition, we do
not necessarily know what assumptions regarding general economic growth were used in preparing the forecasts we cite. Statements regarding our market
position are based on the most currently available data. While we are not aware of any misstatements regarding the industry data presented in this
prospectus, our estimates involve risks and uncertainties and are subject to change based on various factors, including those discussed under the heading
“Risk Factors” in this prospectus.

! Dow and Smith, New Microbe and New Infect 2022; 47:100986.




PROSPECTUS SUMMARY

This summary provides a brief overview of the key aspects of our business and our securities. The reader should read the entire prospectus carefully,
especially the risks of investing in our securities discussed under “Risk Factors.” Some of the statements contained in this prospectus, including statements
under “Summary” and “Risk Factors” as well as those noted in the documents incorporated herein by reference, are forward-looking statements and may
involve a number of risks and uncertainties. Our actual results and future events may differ significantly based upon a number of factors. The reader
should not put undue reliance on the forward-looking statements in this document, which speak only as of the date on the cover of this prospectus.

Unless the context otherwise requires, references in this prospectus to “60P,” the “Company,” “we,” “us” and “our” refer to 60 Degrees Pharmaceuticals,
Inc., a Delaware corporation, and 60P Australia Pty Ltd, an Australian proprietary company limited by shares, our majority-owned subsidiary.

Overview

We are a growth-oriented specialty pharmaceutical company with a goal of using cutting-edge biological science and applied research to further develop
and commercialize new therapies for the prevention and treatment of infectious diseases. We have successfully achieved regulatory approval of Arakoda, a
malaria preventative treatment that has been on the market since late 2019. Currently, 60P’s pipeline under development covers development programs for
COVID-19, fungal, tick-borne, and other viral diseases utilizing three of the Company’s future products: (i) new products that contain the Arakoda regimen
of Tafenoquine; (ii) new products that contain Tafenoquine; and (iii) Celgosivir.

Mission

Our mission is to address the unmet medical need associated with infectious diseases, through the development and commercialization of new small
molecule therapeutics, focusing on synthetic drugs (made by chemists in labs, excluding biologics) with good safety profiles based on prior clinical studies,
in order to reduce cost, risk, and capitalize on existing research. We are seeking to expand Arakoda’s use for malaria prevention and to demonstrate clinical
benefit for other disease indications. We are further testing the viability of another product (Celgosivir) to determine whether to advance it into further
clinical development, and may seek to develop and license other molecules in the future. Celgosivir is being developed for COVID-19, RSV and Dengue.

Market Opportunity

In 2018, the FDA approved Arakoda for malaria prevention in individuals 18 years and older, an indication for which there has historically been
approximately 550,000 prescriptions (one prescription per three weeks of travel) in the United States each year for the current market-leading product
(atovaquone-proguanil). Arakoda entered the U.S. supply chain in the third quarter of 2019, just prior to the COVID-19 pandemic. As the approved
indication is for travel medicine, and international travel was substantially impacted by the pandemic, we did not undertake any active marketing efforts for
Arakoda. Targeted marketing efforts will commence in the second half of 2023 to promote the malaria indication as resources permit, although we expect
our primary efforts to be developing Arakoda for other applications.

We are repositioning the Arakoda regimen of Tafenoquine for new indications to address several therapeutic indications that have substantial U.S.
caseloads, as further described below:

+  Treatment of COVID-19. According to The New York Times, the lowest daily case rate for the COVID-19 virus since March 2020 based on a
seven-day average has not typically been below 11,000 cases. Assuming this trend continues, this dynamic translates into a potential market size
of at least 4,000,000 cases per year in 2023 and future years. Paxlovid and molnupiravir have received emergency use authorization for the
prevention of death and hospitalization in individuals with high risk of disease progression and their use for those purposes continues to be
recommended by public health experts. However, to our knowledge, there is not published evidence from randomized controlled clinical trials that
either drug reduces the time to sustained clinical recovery for four or more days in standard risk patients infected with contemporary viral strains,

and Pfizer has formally abandoned efforts related to this endpoint for paxlovid.2 Additionally molnupiravir and paxlovid are not approved by FDA
for use in patients without risk factors for disease progression, and that excluded lower risk population comprises about 25% of the U.S.
population.3 The economic value of that unsatisfied market may be a multi-billion-dollar opportunity, given that the value of paxlovid and

molnupiravir in the 75% of the population in which they can be used was ~ $12 billion in 20224 1f proven effective for early relief of COVID-19
symptoms in standard risk COVID-19 patients, Tafenoquine (Arakoda regimen) could fulfill a patient’s need unmet by the approved antivirals.

2 Press release: https://www.pfizer.com/news/press-release/press-release-detail/pfizer-reports-additional-data-paxlovidtm-supporting.

3 See the Paxlovid (www.paxlovid.com) and Lagevrio (www.lagevrio.com) prescribing information and epidemiology data described by Ajufo et al Am J
Preventive Cardiol 2021;6:101156.

4 See 2022 revenue data for Paxlovid in Pfizer (https://investors.pfizer.com/Investors/Financials/SEC-Filings/SEC-Filings-Details/default.aspx?
Filingld=16428097) and Lagevrio (https://d18rn0p25nwr6d.cloudfront.net/CIK-0000064978/b390be48-92bf-4595-96da-ac5cd7c3d92e.pdf) in Merck
financial reports.




+  Treatment and Post-Exposure Prevention of Tick-Borne Diseases. There are at least 47,000 cases of babesiosis (red blood cell infections caused by
deer tick bites) in the United States each year. This estimate is based on the observations of Krugeler who reported that 476,000 cases of Lyme
disease occur in U.S. states where babesiosis is endemic and Krause et. al. who reported that 10% of Lyme disease patients are co-infected with

babesiosis (thus 476,000*10% = 47,600 cases of babesiosis per year).5 Furthermore, post-exposure prophylaxis following a tick-bite is a
recognized indication to prevent Lyme disease, and it is likely that a drug proven to be effective for this indication for babesiosis would also be
used in conjunction with Lyme prophylaxis. There may be more than 400,000 tick bites in the United States requiring medical treatment each year.
This estimate is based on the observation that approximately 50,000 tick bites are treated in U.S. hospital emergency rooms each year but this
calculation represents only about 12% of actual treated tick bites based on observations from comparable ex-U.S health 'systems.6 Arakoda has the
potential to be added to the existing standard of care for treatment of babesiosis, and to be a market leading product for pre- and post-exposure
prophylaxis of babesiosis.

+ Prevention of fungal pneumonias. There are up to ~ 91-92,000 new medical conditions each year in the United States including acute
lymphoblastic leukemia (up to 6.540 cases) and large B-cell lymphoma (up to 18,000 cases) patients receiving CAR-T therapy, solid organ
transplant patients (up to 42,887 cases), allogeneic (~ 9,000 cases) and autologous (~ 15,000 cases) hematopoietic stem cell transplant patients for

whom the use of antifungal prophylaxis is recommended.” Despite the availability and use of antifungal prophylaxis, the risk of some patient

groups contracting fungal pneumonia exceeds the risk of contracting malaria during travel to West Africa.® Arakoda has the potential to be added
to existing standard of care regimens for the prevention of fungal pneumonias.

+  Treatment of Candida infections. According to the Centers for Diseases Control (CDC), there are 50,000 cases of candidiasis (a type of fungal
infection) each year in the United States and up to 1,900 clinical cases of C. auris, for which there are few available treatments, have been

reported to date® Arakoda has the potential to be a market leading therapy for treatment/prevention of C. auris, and to be added to the standard of
care regimens for other Candida infections.

Dengue and RSV, both afflictions against which 60P’s early clinical candidates (e.g., Celgosivir) show potential in non-clinical studies, are associated with
at least 4.1 million cases globally according to the European CDC (Dengue) 10and up to 240,000 hospitalizations (RSV) in children less than five years of
age and adults greater than 65 years of age in the United States each year according to the cpc.t

More information about our products is provided in the next section, and the status of various development efforts for the above-mentioned diseases is
outlined in Figure A, below.

> Krause et al JAMA 1996;275:1657-16602. Krugeler et al Emerg Infect Dis 2021;27:616-619

6 Marx et. al., MMWR 2021;70:612-616.

7 See statistics for solid organ transplants at the Organ Transplant and Procurement Network at: National data - OPTN (hrsa.gov); See statistics for
hematopoietic stem cell transplant in Dsouza et al Biology of Blood and Bone Marrow Transplantation 202;26: e177-e182; See statistics for acute
lymphoblastic leukemia at: Key Statistics for Acute Lymphocytic Leukemia (ALL) (cancer.org); See statistics for large cell large B-cell lymphoma at;
Diffuse Large B-Cell Lymphoma - Lymphoma Research Foundation; Treatment guidelines recommending antifungal prophylaxis for these diseases can be
reviewed in (i) Fishman et al Clinical Transplantation. 2019;33:e13587, (ii) Hematopoietic Cell Transplantation (cancernetwork.com), (iii) Cooper et al
Journal of the National Comprehensive Cancer Network 2016;14:882-913 and (iv) Los Arcos et al Infection (2021) 49:215-231.

8 Aguilar-Guisado et al Clin Transplant 2011;25:E629-38; Mace et al MMWR 202;70:1-35

9 https:/www.cdc.gov/fungal/diseases/candidiasis/invasive/statistics.html. ; https://www.cdc.gov/fungal/candida-auris/tracking-c-auris.html.

Onttps://www.ecdc.europa.eu/en/dengue-
monthly#:~:text=This%20is%20an%20increase%200f%2032%20653%20cases%20and%2032,853%20deaths%20have%20been%20reported.
11https://www.cdc.gov/rsv/research/index.html#:~:text=Each%20year%201n%20the%2OUnited,younger%Z0than%205%20years%2001d.&text=58%2C000-
80%2C000%20hospitalizations%20among%20children%20younger%20than%205%?20years%200ld.&text=60%2C000-
120%2C000%20hospitalizations%20among%20adults%2065%20years%20and%200older.

Figure A



PHASES AND DEVELOPMENT STAGES

PHASE Ill andior el B Ly

PHASE lIB REGULATORY REVIEW A\fﬂltﬁASELE IN

Q3 2019*

ARAKODA® - MALARIA PREVENTION

TQ-2022-08: Phase IIB
treatment study in lower risk
TAFEQNOQUINE [ARAKODA REGIMEN] - patients to confirm ARAKODA
COVID-19 INDICATIONS shortens TTCR
Futility analysis Q1-24 - = Completed
e
Interim read-outs Q2-24 = Mext phase
TQ-2022-07: Proof of
TAFENOQUINE - concept treatment study
Babesiosis of tafenoguine in
treatment babesiosis patients
Interim data Q1-25™
NOTES:
T'P'FEN_C!QUI"E = *Arakoda is commercially available in the U.S. for malaria prevention and will be the subject of targeted marketing
;ﬂ”ﬁl:ﬂlﬂml efionts n 2023, An aggressive U.S. marketing campadgn for malaria prevention may be undertaken In 2024 but will
o require additional capital to support it. **TQ-2022-08, 1o be initiated in 2023, will evaluate the FDA-approved Arakoda

sumonias#
PIIATOTAs regimen of tafenoguine commercially available in the U5, as a potential COWVID-19 therapeutic in patients with low risk

of disease progression, An oplional futility analysis al 33% enrolment will be included in the study protocol. A required
interim analysis at T5% enrolment will be included in the stedy. The Company will conduct planning activities for a
T second COVID-19 study with a view to executing it in 2024, but additional financing would be required to support its
T execulion. *"*Preparatory activilies Including protocl preparation and IND subrmission will be covered under the
...;;E::;w proposed offering. Execution of the treatment study will require additional funds. #Both these products have bean the
df.-ngu-el subject of at least Phase || dinical studies for other indications. Additional non-clinical efficacy and mechanism of action

studies are required before commitling to further dinical development, These aclivities will be conducted in 2023 only if
resources parmit.




Products
Arakoda (Tafenoquine) for malaria prevention

We entered into a cooperative research and development agreement with the United States Army in 2014 to complete development of Arakoda for

prevention of malaria.'? With the U.S. Army, and other private sector entities as partners, we coordinated the execution of two clinical trials, development
of a full manufacturing package, gap-filling non-clinical studies, compilation of a full regulatory dossier, successful defense of our program at an FDA
advisory committee meeting, and submitted a new drug application (“NDA”) to the FDA in 2018. The history of that collaboration has been publicly

communicated by the U.S. Army.13

The FDA and Australia’s medicinal regulatory agency, Therapeutic Goods Administration, subsequently approved Arakoda and Kodatef (brand name in
Australia), respectively, for prevention of malaria in travelers in 2018. Prescribing information and guidance for patients can be found at
www.arakoda.com. The features and benefits of Tafenoquine for malaria prophylaxis (marketed as Arakoda in the United States), some of which have been
noted by third-party experts, include: convenient once weekly dosing following a three day load; the absence of reports of drug resistance during malaria
prophylaxis; activity against liver and blood stages of malaria as well as both the major malaria species (Plasmodium vivax and Plasmodium falciparum);
absence of any black-box safety warnings; good tolerability including in women and individuals with prior psychiatric medical history, and a comparable

adverse event rate to placebo with up to 12 months continuous dosing.14 Tafenoquine entered the commercial supply chains in the U.S. (as Arakoda) and
Australia (as Kodatef) in the third quarter of 2019.

The only limitation of Arakoda is the requirement for a G6EPD test prior to administration.'® The G6PD test must be administered to a prospective patient

prior to administration of Arakoda in order to prevent the potential occurrence of hemolytic anemia in individuals with GEPD deﬁciency.16 G6PD is one of
the most common enzyme deficiencies and is implicated in hemolysis following administration/ingestion of a variety of oxidant drugs/food. GEPD must
also be ruled out as a possible cause when diagnosing neonatal jaundice. As a consequence, G6PD testing is widely available in the United States through
commercial pathology service providers (e.g., Labcorp, Quest Diagnostics, etc.). Although these tests have a turn-around time of up to 72 hours, the test
needs only to be administered once. Thus, existing U.S. testing infrastructure is sufficient to support the FDA-approved use of the product (malaria
prevention) by members of the armed forces (who automatically have a G6PD test when they enlist), civilian travelers with a long planning horizon or
repeat travelers.

Tafenoquine (Arakoda regimen) for COVID-19

During the COVID-19 pandemic, since our commercial opportunities were limited, we embarked upon an exploratory research and development campaign
to identify new indications for the Arakoda dosing regimen of Tafenoquine. In the second quarter and third quarter of 2020, we commissioned cell culture

studies that showed that Tafenoquine, the active ingredient in Arakoda, inhibited replication of SARS-CoV-2 (the virus that causes COVID-19).17 Then, we
commissioned computer simulations, which showed that the predicted concentration of Tafenoquine in the lungs of COVID-19 patients following
administration of the first four doses of the approved antimalarial prophylactic regimen of Arakoda exceeded those inhibiting the virus in cell culture. The
foregoing provided the rationale for seeking approval from the FDA to conduct a Phase II clinical trial in patients with the COVID-19 disease, for which
the FDA granted clearance to proceed in October 2020.

In 2021, with financial support from the U.S. Army16, we conducted a Phase II clinical investigation of the safety and efficacy of Tafenoquine using the
Arakoda regimen in outpatients with mild-moderate COVID-19 disease (assumed to be mostly caused by the delta variant of SARS-COV-2). In summary,
safety and efficacy of Tafenoquine administered at the approved dose for malaria prevention (200 mg dose once per day on days 1, 2, 3, and 10) was
evaluated over a 28-day period in mild-moderate COVID-19 patients. The primary endpoint was day 14 clinical recovery from COVID-19 symptoms,
defined as cough mild or absent, respiratory rate < 24 bpm, and no shortness of breath or fever. From March 2021 through September 2021, this study
enrolled 87 of the originally planned 275 patients. In October 2021, a data safety monitoring board, after conducting a futility analysis for the primary
endpoint and reviewing adverse event data, recommended that the study be continued as planned. However, at the time of the unblinding of this study,
topline results from Phase III studies for three oral COVID-19 therapeutics in at risk patients with mild-moderate COVID-19 disease had been announced:
Fluvoxamine, molnupiravir, and paxlovid reduced the risk of hospitalization by approximately 30%, 50% (in the first public announcement) and 90%,

mspectively.19 As reported in our publicationls, an informal survey of potential funding/commercialization partners for a follow-on program suggested it
would be important to know the magnitude of possible benefit prior to initiating such an effort. Primarily for the above reasons, the study was terminated
and unblinded early.

The results of the study were accepted for peer-reviewed publication in May 2022.2! For the primary endpoint, the proportion of patients not recovered on
Day 14 was numerically decreased by 27% in the intent to treat population (8/45 v 10/42 not recovered in the Tafenoquine and placebo arms, P = 0.60) and
47% in the per protocol population (5/42 v 9/41, P = 0.25). Amongst individuals who recorded responses in an electronic diary on day 28, all Tafenoquine
patients were recovered, whereas up to 12% of placebo patients exhibited lingering shortness of breath. Analysis of secondary/exploratory endpoints
suggested Arakoda reduced time to clinical recovery from shortness of breath, cough and fever (P < 0.02) and numerically improved aggregate symptom

scores five days after treatment (P < 0.1).22 The risk of COVID-19-related hospitalization was numerically reduced in the Arakoda arm (by approximately
50%,; two instances for placebo versus one for Arakoda). Mild, drug related adverse events occurred in 8.4% of individuals in the Tafenoquine arm (v 2.4%
in the placebo). We plan to confirm that Arakoda accelerates sustained recovery from COVID-19 symptoms in our next study (described in “Prospectus
Summary—Strategy” beginning on page 4).

1210 2014, we signed a cooperative research and development agreement with the United States Army Medical and Materiel Development Activity
(Agreement W81XWH-14-0313). Under this agreement, we agreed to submit an NDA for Tafenoquine to the FDA (as Arakoda), while the US Army
agreed to finance the bulk of the necessary development activities in support of that goal.

13 Zottig et al Military Medicine 2020; 185 (S1): 687.

14 Tan and Hwang Journal of Travel Medicine, 2018, 1-2; Baird Journal of Travel Medicine 2018:, 1-13; Schlagenhauf et al Travel Medicine and
Infectious Disease 2022; 46:102268; See Arakoda prescribing information at www.arakoda.com; McCarthy et al CID 2019:69:480-486; Dow et al. Malar J
(2015) 14:473; Dow et al. Malaria Journal 2014, 13:49; Novitt-Moreno et al Travel Med Infect Dis 2022 Jan-Feb;45:102211.

15 5ee prescribing information at www.arakoda.com.

16 5ee prescribing information at www.arakoda.com.



17U.s. Patent application # 17/189,544, Dow et. al. bioRxiv 2020.07.12.199059; doi: https://doi.org/10.1101/2020.07.12.199059.
18 Financial support was obtained from Joint Program Executive Office for Chemical, Biological, Radiological and Nuclear Defense (which may be
referred to as “JPEO”) or JPEO via other transactional authority agreement #W911QY-21-9-0011.

19 Reis et al Lancet Global Health 2022;10:e42-51, Bernal et al New Eng J Med 2021; https://doi.org/10.1056/NEJMoa2116044; Pfizer Inc. Press release
(November 5, 2021) — Pfizer’s novel COVID 19 oral antiviral treatment candidate reduced risk of hospitalization or death by 89% in interim analysis of
Phase 2/3 EPIC-HR study. Accessible at: Pfizer’s Novel COVID-19 Oral Antiviral Treatment Candidate Reduced Risk of Hospitalization or Death by 89%
in Interim Analysis of Phase 2/3 EPIC-HR Study | Pfizer.

20 Dow and Smith, New Microbe and New Infect 2022; 47:100986.
21 Dow and Smith, New Microbe and New Infect 2022; 47:100986.
22 Dow and Smith, New Microbe and New Infect 2022; 47:100986.




In 2022, we conducted additional analyses of laboratory endpoint data from the clinical study described above and are preparing a manuscript for
publication. That analysis and the scientific literature suggest two possible modes of action for Arakoda: (i) down-regulation of cytokines (immune system
inflammatory proteins) associated with severe COVID-19 and a greater risk of hospitalization or death and/or (ii) inhibition of viral entry in the lung or
elsewhere in the body, perhaps through inhibition of a host enzyme called TMPRSS2 (which facilitates entry of the virus that causes COVID-19, SARS-
CoV-2, into human cells).

Assuming the efficacy of Tafenoquine in COVID-19 disease is proven in our next study, some of the features of the Arakoda regimen that make it ideal for
malaria prophylaxis might also make it very useful for COVID-19 related indications. Tafenoquine is slowly metabolized and has few important drug-drug
interactions, so it might be an ideal partner for standard of care oral COVID-19 therapeutics that reduce hospitalization but have no demonstrated effect on
the time to clinical recovery in non-hospitalized patients. The Arakoda regimen requires fewer tablets (8 in the first ten days versus 30 or 40 for paxlovid
and molnupiravir) which should make compliance with medication easier for patients. This is an important consideration in the attractiveness of a regimen
in standard risk patients at lower risk of hospitalization, and who may be interested in taking a COVID-19 therapeutic primarily to treat early symptoms
and accelerate recovery. The potential for better compliance may also suggest suitability for outbreak control in some settings (including, for example,
nursing homes).

Tafenoquine for other infectious diseases

During the pandemic, we also worked with NIH to evaluate the utility of Tafenoquine as an antifungal. We, and the NIH, found that Tafenoquine exhibits a
Broad Spectrum of Activity in cell culture against Candida and other yeast strains via a different Mode of Action than traditional antifungals and also

exhibits antifungal activity against some fungal strains at clinically relevant doses in animal models.? Our work followed Legacy Studies that show

Tafenoquine is effective for treatment and prevention of Pneumocystis pneumonia in animal models.>* We believe that if added to the standard of care for
anti-fungal and yeast infection treatments for general use, Tafenoquine has the potential to improve patient outcomes in terms of recovery from yeast
infections, and prevention of fungal pneumonias in immunosuppressed patients. There are limited treatment options available for these indications, and
Tafenoquine’s novel mechanism of action might also mitigate problems of resistance. Clinical trial(s) to prove safety and efficacy, and approval by the
FDA and other regulators, would be required before Tafenoquine could be marketed for these indications.

Tafenoquine is effective in animal models of babesiosis (tick borne red blood cell infections). In two of three recent clinical case studies, Tafenoquine

administered after failure of conventional antibiotics in immunosuppressed babesiosis patients resulted in cures.? Consequently, we believe that (i) if
combined with standard of care products, Tafenoquine has the potential to reduce the duration of treatment with antibiotic therapy in immunosuppressed
patients and the time to parasite clearance in non-immunosuppressed patients and (ii) that once appropriate clinical studies have been conducted, it is likely
that Tafenoquine would be quickly embraced for post-exposure prophylaxis of babesiosis in patients with tick bites and suspected of being co-infected with
Lyme disease. Clinical trial(s) to prove safety and efficacy, and approval by FDA and other regulators, would be required before Tafenoquine could be
marketed for these indications.

Celgosivir

Celgosivir is a host targeted glucosidase inhibitor that was developed separately by other sponsors for HIV then for hepatitis C.26 The sponsors abandoned
Celgosivir after completion of Phase II clinical trials involving 700+ patients, because other antivirals in development at the time had superior activity. The
National University of Singapore initiated development of Celgosivir independently for Dengue fever. A clinical study, conducted in Singapore, and the
results of which were accepted for publication in the peer-reviewed journal Lancet Infectious Diseases, confirmed its safety but the observed reduction in

viral load was lower than what the study was powered to detect.?’ Celgosivir (as with other Dengue antivirals) exhibits greater capacity to cure Dengue
infections in animal models when administered prior to symptom onset compared to post-symptom onset. In animal models, this problem can be addressed
for Celgosivir, by administering the same dose of drug split into four doses per day rather than two doses per day (as was the case in the Singaporean

clinical trial).28 This observation led to the filing and approval of a patent related to Dengue, which we licensed from the National University of Singapore.

23 Dow and Smith, New Microbe and New Infect 2022; 45: 100964.
24 Queener et al Journal of Infectious Diseases 1992;165:764-8).

25 Lju et al. Antimicrobial Agents Chemo 2021;65:00204-21, Marcos et al. IDCases 2022;27:e01460; Rogers et al. Clin Infect Dis. 2022 Jun 10:ciac473,
Prasad and Wormsner. Pathogens 2022;11:1015.

26 Sorbera et al, Drugs of the Future 2005; 30:545-552.
27 Low et. al., Lancet ID 2014; 14:706-715.
28 Watanabe et al, Antiviral Research 2016; 10:e19.




Additional clinical studies would be required to prove that such a 4x daily dosing regimen would be safe and effective in Dengue patients to regulators’
satisfaction. To that end, earlier in our history, we, in partnership with the National University of Singapore, and Singapore General Hospital, successfully
secured a grant from the government of Singapore for a follow-on clinical trial, but were unable at that time to raise matching private sector funding. We
concluded as a result that development of Repositioned Molecules for Dengue, solely and without simultaneous development for other therapeutic use,
despite substantial morbidity and mortality in tropical countries, was an effort best suited for philanthropic entities. Accordingly, during the pandemic, we
undertook an effort (in partnership with NIH’s Division of Microbiology and Infectious Diseases program and Florida State University) to determine
whether Celgosivir might be more broadly useful for respiratory diseases that have impact in both tropical and temperate countries. Preliminary data
suggest Celgosivir inhibits the replication of the virus that causes COVID-19 (SARS-CoV-2) in cell culture, and the RSV virus in cell culture and provides
benefits in animals. We have filed and/or licensed patents in relation to Celgosivir for these other viruses as we believe there is potential applications to
fight respiratory diseases that might have more commercial viability than historical development of Celgosivir to combat Dengue fever.

Competitive Strengths

Our main competitive strength has been our ability to achieve important clinical milestones inexpensively in therapeutic areas that other entities have found
extremely challenging. With a small virtual management team, we have successfully built productive research partnerships with public and academic
entities, and licensed products with well characterized safety profiles in prior clinical studies, thereby reducing the cost and risk of clinical development.
This business and product model enabled Arakoda to be approved in 2018, with a total operating expense of < $10 million. We plan to focus in the future
on generating proof of concept clinical data sets for the approved Arakoda regimen of Tafenoquine in other therapeutic areas, all of which is expected to
foster and continue our existing tradition of inexpensive product development.

Strategy

Our general strategy is to demonstrate clinical proof of concept that the FDA-approved Arakoda regimen of Tafenoquine provides clinical benefits in non-
malaria therapeutic areas. Our initial focus is on COVID-19, but additional indications have been identified for development, namely babesiosis and fungal
infections, pending further data generation. Upon demonstration of clinical proof of concept, we plan to enter into a strategic partnership with a larger
entity with commercialization capacity, or raise additional capital to facilitate commercialization of Arakoda, and any additional clinical studies that may be
required by regulators, for both travel medicine and broad infectious disease indications. We will continue to develop our portfolio products as resources
permit.

Beginning in the second half of 2023, we plan to execute a Phase IIB, randomized, placebo-controlled double blind clinical study powered (at 80%) to
prove that the Arakoda regimen of Tafenoquine accelerates time to sustained clinical recovery in patients with mild-moderate disease with low risk for
disease progression. This trial will utilize the bulk of proceeds raised in this offering. Based on an analysis of unpublished data from our earlier COVID-19
clinical trial,”® we believe that the Arakoda regimen of Tafenoquine has the potential to reduce the time to sustained clinical recovery by about three days
(see Figure B, below). The study will be conducted in out-patient clinics in the United States. The study will utilize the majority of the proceeds of the
offering reserved for research and development activities for this purpose. As of the date of this prospectus, we have completed a clinical study synopsis.
Submission of the full protocol to the Ethics Committees and to U.S. regulators, and posting of the trial at clinicaltrials.gov will follow this initial public

offering.

Figure B
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Figure B: Survival curve for sustained clinical recovery in outpatients with mild-moderate COVID-19 disease randomized to receive Tafenoquine (Arakoda
regimen) or placebo. Sustained clinical recovery was defined as the first instance of patient reported symptoms scores being < 3 for four or more days, with

symptoms scores assessed according to FDA guidance.30 This analysis utilized unpublished data from our earlier Phase II clinical trial.3! The analysis
excludes individuals hospitalized or loss to follow-up and with a symptom score on the days of dosing < 3. This analysis represents a post-hoc analysis of
our Phase II clinical trial data. If this were a formal, pre-conceived primary study endpoint, the P value of 0.1209 would imply the associated difference
between Tafenoquine (Arakoda regimen) and placebo has a 12.09% chance of occurring by chance.




We intend to design the study, subject to approval by the FDA and Ethics Committee(s) as appropriate, to include two interim endpoints to manage risk.
The first will be an optional futility analysis at the earlier of 33% enrollment or six months following the first patient enrolled, which would allow early
termination of the study if the conditional power of proving the intended hypothesis is < 20%. The second, mandatory interim analysis will occur at 75%
enrollment and follow a step-wise (sponsor-blinded) process involving testing for futility, statistical significance, and sample-size reassessment if required.
The test for statistical significance would allow early termination of the study if results are unexpectedly positive and the sample size reassessment would
allow the study to enroll more patients within pre-specified limits if variability is more, and/or the magnitude of the expected treatment effect is less, than
expected.

We plan to conduct additional non-clinical studies to clarify the process by which Tafenoquine alters the course of COVID-19 illness. Specifically, such
studies will attempt to determine whether Tafenoquine acts as an immunomodulator (by decreasing the production of immune system molecules that cause
inflammation) and/or exhibits an antiviral effect via inhibition of the host protease TMPRSS2. Antivirals are generally utilized earlier, and
immunomodulators later, in treating patients with COVID-19 disease. However, the clinical hypothesis of our planned study will be that Arakoda
accelerates clinical recovery by three days in individuals who have experienced symptoms for fewer than seven days, thereby confirming observations from
our earlier clinical study (see Figure B). Since the potential clinical benefit is already known, the primary purpose of clarifying the manner in which
Arakoda works is to (i) address anticipated regulatory questions and (ii) ascertain whether other indications, such as relief of COVID-19 symptoms during
vaccination, treatment of long COVID-19 patients, or use during hospitalization, might be plausible.

Following completion of our planned COVID-19 clinical study, if warranted based on the data generated, we intend to request a change in prescribing
information to facilitate an expansion of use of Arakoda for malaria prevention from six to twelve months (mirroring our recently published post-marketing
safety study) and to include reference to the recently generated COVID-19 treatment data. Prior to doing so, we plan to discuss with the FDA additional
labeling related to COVID-19 which might be acceptable.

We intend to design and conduct feasibility assessments for one or more additional studies in the same type of patients as the planned study and/or for a
COVID 19-related indication different from that targeted by our clinical study in 2023. One of these additional studies would be conducted in Australia,
and would be a requirement to secure tax rebates for the overall COVID-19 program (see next paragraph). A second study is likely to be required by
regulators which may or may not be the same as the study conducted in Australia. The value of conducting additional studies, in addition to securing tax
credits or for regulatory approvals, would be (i) independently confirming the therapeutic modality/clinical mode of action of Arakoda (i.e. that it
accelerates clinical recovery from COVID-19 symptoms and/or acts as an antiviral or disease modulator) and (ii) broadening the COVID-19 indication
beyond treatment of lower risk patients (i.e. potentially increasing the volume of annual prescriptions). Thus, possible study designs could be (i) a simple
repetition of the planned study with a larger sample size, (ii) a treatment study in higher risk patients or (iii) a pre-treatment loading study in individuals
known to be exposed to the virus that causes COVID-19, and/or (iv) amelioration of COVID-19 disease-like symptoms in individuals receiving mRNA
COVID-19 vaccines (if it turns out Arakoda is an immunomodulator).

We plan to license ex-U.S. rights to COVID-19 indications to our Australian subsidiary, 60P Australia Pty Ltd. This will facilitate claiming the Australian
government’s research tax credit for any of our COVID-19-related research activities conducted in Australia. 60P Australia has been successful in securing
research tax credits for malaria and Dengue-related research since 2013. Since conducting our planned COVID-19 study in Australia is likely to be
unfeasible and must be conducted in the U.S., we plan to apply for an overseas finding to the Australian Tax Office in the second quarter of 2023 to request
an overseas finding for the U.S. study. Should such a finding be awarded, it would allow a tax rebate of 43.5% on research and development costs
associated with the planned U.S. COVID-19 study to be claimed, but commit the Company to conduct COVID-19 research activities in Australia of a value
at least as much as the cost of the planned U.S. clinical study.

29 Dow and Smith, New Microbe and New Infect 2022; 45: 100964,
30 FDA 2020 Guidance on Assessing COVID-19 Symptoms-14 Common COVID-19 Symptoms Severity Scale.
31 Dow and Smith, New Microbe and New Infect 2022; 45: 100964.




We are planning several commercial initiatives for the malaria market in parallel with further clinical development activities. Three routes exist for
commercialization of Arakoda for the malaria prevention market are: (i) U.S. civilian travel clinics, travel prescribing centers, and large private sector
entities with employees deployed overseas (e.g., mining companies), (ii) the prospect of additional U.S. Department of Defense (“DoD”) and government
agency procurement in the future (noting that as described on page 60 our existing contract with DoD has been fulfilled and has not been extended or
modified) and (iii) ex U.S. sales strategy where we currently (or in the future) have exclusive distribution arrangements in overseas markets.

As of the date of this prospectus, we did not have plans to hire a U.S. field sales force, but are exploring possible commercial arrangements with contract
sales organizations to target U.S. travel clinics for malaria prophylaxis. We may consummate a contract with a lobbying firm/contract sales organization to
attempt to improve the position of Arakoda in the DoD formulary and to raise awareness of Arakoda amongst other U.S. government agencies. For such
agencies, the product is expected to meet many of the requirements for occupational malaria prevention identified by the independent parties that have
endorsed the product. We have been successful in securing procurement contracts with U.S. government agencies for Arakoda, and anticipate continued
success in the future. In the third quarter of 2022, we made our first sale to our European distributor, and made additional sales to our Australian distributor
in the second quarter of 2022. We are actively exploring the possibility of named-patient sales in jurisdictions outside Australia, Europe, and the United
States. We plan to undertake a focused marketing campaign for Arakoda for malaria prevention in the second half of 2023. This will consist of promotion at
relevant conferences, email promotion to prescribers, and target print and electronic advertisements.

It is expected that a point of care G6PD test might be required to maximize the economic potential of a COVID-19 indication for Tafenoquine (regardless
of regimen). We do not intend to pursue independent development of such a test as there are well resourced development efforts already underway (see
“Risk Factors—Any future clinical trial for Arakoda will require screening for G6PD deficiency in order to safely administer the product. In the United
States, G6PD testing can obtained through commercial pathology services which is associated with delays. The use of a third-party diagnostic provider of
point of care testing may be required and we may not directly control the timing, conduct and expense of such testing” beginning on page 18). However, we
will continue to monitor the progress of development and U.S. commercialization of G6PD tests. We will seek to pursue collaborative commercial
partnerships with the companies involved in commercialization efforts, if such activities can be conducted through resource sharing efforts.

We plan to generate additional validation data for our portfolio products if resources permit. Specifically, we will evaluate whether Celgosivir provides
therapeutic benefit in a COVID-19 animal model, and complete critical activities related to confirming GMP process feasibility.

We may elect, as resources permit, to undertake a clinical study of Tafenoquine in combination with standard of care for hospitalized patients with
babesiosis. We have developed such a protocol concept in partnership with academic collaborators and are planning to submit an investigational new drug
application (“IND”) to the FDA and pursue public and philanthropic funding to support our execution. We plan to seek public funding to support additional
non-clinical studies to validate the mechanism of action of Tafenoquine against Candida spp. and further assess our utility in combination with standard of
care agents in cell culture and animal studies.

Most new antimalarial treatment products are developed as drug combinations to proactively combat drug resistance. Tafenoquine, due to its long half-life
and activity against all parasite species and strains, would be ideal partner in a drug combination. In the second half of 2023, we will actively seek out a
potential partner antimalarial drug for Arakoda, with the goal of pursuing licensure of a new drug combination. We will only enter into a partnership to
develop such a drug combination, if clear legal guidance can be obtained that such a combination if developed would have a high probability of securing a
priority review voucher upon FDA approval.

There are currently efforts underway, in malaria-endemic countries outside the U.S., to generate datasets supporting the use of Tafenoquine for mass drug
administration in asymptomatic individuals to prevent malaria transmission. We believe that such efforts are important to promote community acceptance
of Tafenoquine and may eventually support World Health Organization pre-qualification of Tafenoquine for malaria eradication efforts. To that end, we
intend to support, on a case-by-case basis, clinical studies sponsored by others, by providing commercial Arakoda and/or Kodatef for research use
(provided such product would not otherwise have been commercially salable, and the study sponsor covers shipping costs). We have previously provided
Tafenoquine for such efforts on a limited basis.

We have a post-marketing requirement to conduct a malaria prophylaxis study of Arakoda in pediatric and adolescent subjects. We proposed to the FDA, in
late 2021, that this might not be safe to execute given that malaria prevention is administered to asymptomatic individuals and that methemoglobinemia
(damage to the hemoglobin in blood that carries oxygen) occurred in 5% of patients, and exceeded a level of 10% in 3% of individuals in a study conducted

by another sponsor in pediatric subjects with symptomatic vivax malaria.>? The FDA has asked us to propose an alternate design, for which we submitted a
concept protocol in the fourth quarter of 2022, and plan to submit a full protocol by the end of the second quarter of 2023. We estimate the cost of
conducting the study proposed by the FDA, if conducted in the manner suggested by the FDA, would be $2 million, and, due to the time periods required to
secure protocol approvals from the FDA and Ethics Committees, could not be initiated any earlier than the third quarter of 2024. The funds from this
offering to be expended on such a pediatric study will be limited to the minimum required to support protocol preparation and regulatory interactions with
the FDA.

32 velez et al 2021 - Lancet Child Adolesc Health 2022; 6: 86-95.
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Intellectual Property

We are co-owners, with the U.S. Army, of patents in the United States and certain foreign jurisdictions directed toward use of Tafenoquine for malaria and
have obtained an exclusive worldwide license from the U.S. Army to practice these inventions. We also have an exclusive worldwide license to use
manufacturing information and non-clinical and clinical data that the U.S. Army possesses relating to use of Tafenoquine for all therapeutic applications
and uses excluding radical cure of symptomatic vivax malaria. We have submitted patent applications in the United States and certain foreign jurisdictions
for use of Tafenoquine for COVID-19, fungal lung infections, tick-borne diseases, and other infectious and non-infectious diseases in which induction of
host cytokines/inflammation is a component of the disease process. The United States Patent and Trademark Office (“USPTO”) recently allowed our first
COVID-19 patent for Tafenoquine. We have optioned or licensed patents involving Celgosivir for the treatment and prevention of Dengue (from the
National University of Singapore), COVID-19 & Zika (Florida State University), and have submitted provisional patent applications related to Celgosivir
for RSV. We have optioned or own manufacturing methods related to Celgosivir. A detailed list of our intellectual property is as follows:

Patents
Estimated/
Anticipated
Expiration
Title Patent No. Country Status US Patent Date Application No. Date
Dosing Regimen For Use Of Celgosivir As An Antiviral 2013203400 Australia 2013203400 10-April-2033*
Therapeutic For Dengue Virus Infections
Novel Dosing Regimens Of Celgosivir For The Treatment 2014228035 Australia 2014228035 14-Mar-2034*
Of Dengue
Novel Dosing Regimens Of Celgosivir For The Treatment MY-170991-A Malaysia P12015002372 14-Mar-2034*
Of Dengue
Novel Dosing Regimens Of Celgosivir For The Treatment 378015 Mexico MX/a/2015/013115 14-Mar-2034*
Of Dengue
Novel Dosing Regimens Of Celgosivir For The Treatment 11201507254V Singapore 11201507254V 14-Mar-2034*
Of Dengue
Novel Dosing Regimens Of Celgosivir For The Treatment Pending Singapore Pending 10201908089V 14-Mar-2034*
Of Dengue
Novel Dosing Regimens Of Celgosivir For The Treatment 9763921 us 9/19/2017 14/772,873 14-Mar-2034A
Of Dengue
Novel Dosing Regimens Of Celgosivir For The Treatment 10517854 us 12/31/2019 15/706,845 14-Mar-2034/
Of Dengue
Dosing Regimens Of Celgosivir For The Treatment Of 11219616 us 1/11/2022 16/725,387 14-Mar-2034A
Dengue
Novel Regimens Of Tafenoquine For Prevention Of Malaria 2015358566 Australia 2015358566 02-Dec-2035*
In Malaria-Naive Subjects
Regimens Of Tafenoquine For Prevention Of Malaria In Pending Canada Pending 2968694 02-Dec-2035*
Malaria-Naive Subjects
Novel Regimens Of Tafenoquine For Prevention Of Malaria 10342791 us 7/9/2019 15/532,280 02-Dec-2035A
In Malaria-Naive Subjects
Regimens Of Tafenoquine For Prevention Of Malaria In 10888558 us 1/12/2021 16/504,533 02-Dec-2035A
Malaria-Naive Subjects
Novel Regimens Of Tafenoquine For Prevention Of Malaria Pending Singapore Pending 10201904908Q 02-Dec-2035*
In Malaria-Naive Subjects
Novel Regimens Of Tafenoquine For Prevention Of Malaria Pending EP Pending 15865264.4 02-Dec-2035*
In Malaria-Naive Subjects
Novel Regimens Of Tafenoquine For Prevention Of Malaria Pending Hong Kong Pending 18103081.4 02-Dec-2035*
In Malaria-Naive Subjects
Regimens Of Tafenoquine For Prevention Of Malaria In Pending us Pending 17/145,530 02-Dec-2035A
Malaria-Naive Subjects
Novel Regimens Of Tafenoquine For Prevention Of Malaria Pending New Zealand Pending 731813 02-Dec-2035*
In Malaria-Naive Subjects
Novel Dosing Regimens Of Celgosivir For The Prevention 2016368580 Australia 2016368580 09-Dec-2036*
Of Dengue
Novel Dosing Regimens Of Celgosivir For The Prevention Pending Singapore Pending 10201912141Y 09-Dec-2036*
Of Dengue
Dosing Regimens Of Celgosivir For The Prevention Of 11000516 us 5/11/2011 16/060,945 09-Dec-2036A
Dengue
Methods For The Treatment And Prevention Of Lung Pending EP Pending 21764438.4 02-Mar-2041*
Infections By Administration Of Tafenoquine
Methods For The Treatment And Prevention Of Lung Pending China Pending 202180029643.7 02-Mar-2041*
Infections By Administration Of Tafenoquine
Methods For The Treatment And Prevention Of Lung Pending Australia Pending 2021231743 02-Mar-2041*
Infections By Administration Of Tafenoquine
Methods For The Treatment And Prevention Of Lung Pending us Pending 17/189,544 02-Mar-2041A
Infections Caused By Gram-Positive Bacteria, Fungus, Or
Virus By Administration Of Tafenoquine
Methods For The Treatment And Prevention Of Lung Pending us Pending 17/683,679 02-Mar-2041A
Infections Caused By Fungus By Administration Of
Tafenoquine
Methods For The Treatment And Prevention Of Lung Pending us Pending 17/683,718 02-Mar-2041A
Infections Caused By Sars-Cov-2 Virus By Administration
Of Tafenoquine
Treatment Of Human Coronavirus Infections Using Alpha- 11369592 us 6/28/2022 17/180.140% 19-Feb-2041A
Glucosidase Glycoprotein Processing Inhibitors ’
Treatment Of Human Coronavirus Infections Using Alpha- Pending us Pending 17/664.693% 19-Feb-2041A
Glucosidase Glycoprotein Processing Inhibitors ’
Treatment Of Human Coronavirus Infections Using Alpha- Pending EP Pending 2021757552% 19-Feb-2041*
Glucosidase Glycoprotein Processing Inhibitors
Methods For The Treatment And Prevention Of Non-Viral Provisional Us Provisional 63/461,060 ~21- Apr—2044&
Tick-Borne Diseases And Symptoms Thereof
Methods To Treat Respiratory Infection Utilizing Provisional UsS Provisional 63/358,341 ~05-Jul-2043%
Castanospermine Analogs
Methods For The Treatment And Prevention Of Diseases Or Provisional UsS Provisional 63/411,654 ~30—Sep—2043&
Infections With Mcp-1 Involvement By Administration Of
Tafenoquine
Treatment Of Zika Virus Infections Using Alpha 10.328.061" us 6-25-2019 15/584.952* 2-May-37
Glucosidase Inhibitors e ’
Treatment Of Zika Virus Infections Using Alpha 10,561,642* us 2-18-2020 15/856,377" 2-May-37

Glucosidase Inhibitors

* = For foreign patents and applications, the estimated and/or anticipated patent expiration is the date that is twenty years from the PCT filing date. For all issued Australian patents, this
estimated date was also confirmed through the Australian patent office web database.

A= For issued U.S. patents, the estimated patent expiration was calculated using information from the front cover of the patent, i.e., 20 years from the date of the nonprovisional filing plus any
listed Patent Term Adjustment less any time disclaimed through a Terminal Disclaimer. For pending U.S. applications, the anticipated patent expiration is the date twenty years from the
earliest nonprovisional filing date and does not account for possible Patent Term Adjustment (PTA), Patent Term Extension (PTE), or Terminal Disclaimers.



& _ For U.S. provisional applications that are not yet the subject of a nonprovisional or PCT application, the anticipated patent expiration was determined using the assumption that a non-
provisional application or PCT will be filed one year after filing the provisional application with a term lasting twenty years from the date of that nonprovisional or PCT filing. This does
not account for possible Patent Term Adjustment (PTA), Patent Term Extension (PTE), or Terminal Disclaimers.

+_ 60 Degrees Pharmaceuticals, Inc. is not a listed Applicant and Geoffrey S. Dow, Ph.D. is not a listed inventor.

#_ 60 Degrees Pharmaceuticals, Inc. is not a listed Applicant, but Geoffrey S. Dow, Ph.D. is a listed inventor.

All patents not designated with a “+” list Geoffrey S. Dow, Ph.D. as an inventor.
All patents not designated with a “+” or a “#” list 60 Degrees Pharmaceuticals, Inc. as an applicant.
All estimated patent expiration dates and anticipated patent expiration assume payment of any maintenance/annuity fees during the patent term.
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Trademarks

Application Registration Registration BIR Ref Due Date
Country Mark Status Number Date Filed Date Number Number Due Date Description
0081716-
Australia KODATEF Registered 1774631 2-Jun-16 6/2/2016 1774631 000029 2-Jun-26 Renewal Due
0081716-
Canada KODATEF Registered 1785098 1-Jun-16 11/26/2019 TMA1,064,371 000028 26-Nov-29 Renewal Due
0081716-
Canada ARAKODA Registered 1899317 15-May-18 8/20/2020 TMA1,081,180 000053 20-Aug-30 Renewal Due
0081716-
China KODATEF Registered 20842242 2-Aug-16 9/28/2017 20842242 000035 27-Sep-27 Renewal Due
0081716-
European Union KODATEF Registered 15508872 3-Jun-16 9/21/2016 15508872 000034 3-Jun-26 Renewal Due
0081716-
European Union ARAKODA Registered 17900852 16-May-18 9/20/2018 17900852 000054 16-May-28 Renewal Due
0081716-
Israel KODATEF Registered 285476 6-Jun-16 6/6/2016 285476 000033 6-Jun-26 Renewal Due
0081716-
New Zealand KODATEF Registered 1044407 7-Jun-16 12/8/2016 1044407 000031 6-May-26 Renewal Due
0081716-
Russian Federation KODATEF Registered 2016720181 6-Jun-16 7/10/2017 623174 000032 6-Jun-26 Renewal Due
0081716-
Singapore KODATEF Registered 40201707950V 2-May-17 11/8/2017 40201707950V 000040 2-May-27 Renewal Due
0081716-
United Kingdom ARAKODA Registered 17900852 16-May-18 9/20/2018 UK00917900852 000054 16-May-28 Renewal Due
0081716-
United Kingdom KODATEF Registered 15508872 3-Jun-16 9/21/2016 UKO009015508872 000072 3-Jun-26 Renewal Due
TQ 100 &
TABLET 0081716- Section 8 &
United States of America DESIGN Registered 87608493 14-Sep-17 9/11/2018 5562900 000037 11-Sep-24 15 Due
0081716- Section 8 &
United States of America ARAKODA Registered 87688137 16-Nov-17 12/31/2019 5950691 000050 31-Dec-25 15 Due
Statement of
Use/3rd
Allowed - 0081716~ Extension of
United States of America KODATEF 02/16/2021 90072885 24-Jul-20 000069 16-Aug-23 Time Due

Key Relationships & Licenses

On May 30, 2014, we entered into the Exclusive License Agreement (the “2014 NUS-SHS Agreement”) with National University of Singapore (“NUS”)
and Singapore Health Services Pte Ltd (“SHS”) in which we were granted a license from NUS and SHS with respect to their share of patent rights
regarding “Dosing Regimen for Use of Celgosivir as an Antiviral Therapeutic for Dengue Virus Infection” to develop, market and sell licensed products.
The 2014 NUS-SHS Agreement continues in force until the expiration of the last to expire of any patents under the patent rights unless terminated earlier in
accordance with the 2014 NUS-SHS Agreement. We are obligated to pay at the rate of 1.5% of gross sales.
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On July 15, 2015, we entered into the Exclusive License Agreement with the U.S. Army Medical Materiel Development Activity (the “U.S. Army”), which
was subsequently amended (the “U.S. Army Agreement”), in which we obtained a license to develop and commercialize the licensed technology with
respect to all therapeutic applications and uses excluding radical cure of symptomatic vivax malaria. This exclusion does not impact our ability to market
Arakoda for the FDA-approved use, which is the prevention of malaria utilizing the indicated dose in asymptomatic individuals traveling to high-malaria or
malaria-prone regions (whereas the license exclusion relates to its use to treat symptomatic vivax malaria in a patient already presenting with that disease).
The term of the U.S. Army Agreement will continue until the expiration of the last to expire of the patent application or valid claim of the licensed
technology, or 20 years from the start date of the U.S. Army Agreement, unless terminated earlier by the parties. We will be required to make a minimum
annual royalty payment of 3% of net sales for net sales < $35 million, and 5% of net sales greater than $35 million, with US government sales excluded
from the definition of net sales. In addition, we must pay a milestone fee of $75,000 once cumulative net sales from all sources exceeds $6 million,
$100,000 if we are acquired or merge, and regulatory approval milestone payments once marketing authorizations are achieved in Canada ($5,000) and
Europe ($5,000). Also, we will be required to obtain the U.S. Army Medical Materiel Development Activity’s consent prior to a change of control of the
Company, which consent was obtained on September 2, 2022.

On September 15, 2016, we entered into the Exclusive License Agreement (the “2016 NUS-SHS Agreement”) with National University of Singapore and
Singapore Health Services Pte Ltd (“SHS”) in which we were granted a license from NUS and SHS with respect to their share of patent rights regarding
“Novel Dosing Regimens of Celgosivir for The Prevention of Dengue” to develop, market and sell licensed products. The 2016 NUS-SHS Agreement
continues in force until the expiration of the last to expire of any patents under the patent rights unless terminated earlier in accordance with the 2016 NUS-
SHS Agreement. We are obligated to pay at the rate of 1.5% of gross sales or minimum annual royalty ($5,000 in 2022 and $15,000 in 2023). In July 2022,
we renegotiated the timing of a license fee of $85,000 Singapore Dollars, payable to NUS, such that payment would be due at the earlier of (i) enrollment
of a patient in a Phase II clinical trial involving Celgosivir, (ii) two years from the agreement date and (iii) an initial public offering.

On December 4, 2020, we entered into the Other Transaction Authority for Prototype Agreement (“OTAP Agreement”) with the Natick Contracting
Division of the U.S. government in which we will, among other things, conduct activities for a Phase II clinical trial to assess the safety and efficacy of
Tafenoquine for the treatment of mild to moderate COVID-19 disease, with the goal of delivering Tafenoquine with an FDA Emergency Use Authorization
(“EUA”) approved as a countermeasure against COVID-19. The total amount of the OTAP Agreement is $4,999,814. The term of the OTAP Agreement
commences on December 4, 2020 and was completed in the third quarter of 2022. Pursuant to the OTAP Agreement, we will not offer, sell or otherwise
provide the EUA or licensed version of the prototype (Tafenoquine) that is FDA approved for COVID-19 or any like product to any entity at a price lower
than that offered to the DoD, which applies only to products sold in the U.S., European Union and Canada related to COVID-19.

On February 15, 2021, we entered into the Inter-Institutional Agreement (the “FSURF Agreement”) with the Florida State University Research Foundation
(“FSURF”) in which FUSRF granted us the right to manage the licensing of intellectual property created at FSURF. The term of the FSURF Agreement
expires five years from February 15, 2021. After deduction of a 5% administrative fee by FSURF, capped at $15,000 annually, and reimbursement of patent
prosecution expenses, we will receive 20% of license income and FSURF will receive 80% of license income. Payments of license income shall be paid in
U.S. dollars quarterly each year. On February 19, 2021, we entered into an agreement with FSURF, subsequently amended on February 15, 2023, that
collectively granted an option, effective through August 19, 2023, to us to license methods for purifying castanospermine and its use for the treatment of
COVID-19. On August 19, 2021, we entered into an agreement with FSURF, subsequently amended on February 15, 2023, that collectively granted an
option, effective through August 19, 2023, to us to license a patent relating to the use of alpha glucosidase inhibitors (including castanospermine and
Celgosivir) for treatment of Zika infections.

Pursuant to the Knight Debt Conversion Agreement, for a period commencing on January 1, 2022 and ending upon the earlier of ten years after the closing
date of this offering or the conversion or redemption in full of all of the shares of Series A Preferred Stock owned by Knight, we will pay Knight a royalty
equal to 3.5% of our net sales, where “net sales” has the same meaning as in our license agreement with the U.S. Army for Tafenoquine. Upon closing the
qualified initial public offering (“IPO”), at the end of the first quarter (or portion thereof) and each subsequent quarter thereafter the royalty will be
calculated, and payment will be made within fifteen days.

Corporate Structure

60 Degrees Pharmaceuticals, Inc. is a Delaware corporation that was incorporated on June 1, 2022.

On June 1, 2022, 60 Degrees Pharmaceuticals, LLC, a District of Columbia limited liability company (“60P LLC”), entered into the Agreement and Plan of
Merger with 60 Degrees Pharmaceuticals, Inc., pursuant to which 60P LLC merged into 60 Degrees Pharmaceuticals, Inc. The value of each outstanding
member’s membership interest in 60P LLC was correspondingly converted into common stock of 60 Degrees Pharmaceuticals, Inc., par value $0.0001 per

share, with a cost-basis equal to $5.00 per share.

Our majority-owned subsidiary, 60P Australia Pty Ltd, an Australian proprietary company limited by shares (“60P Australia”), was formed and registered in
Queensland on December 3, 2013, and conducts operations in Australia.

60P Australia previously solely owned a Singaporean subsidiary company, 60P Singapore Pte. Ltd., which dissolved at our election in the second quarter of
2022.

Going Concern

Our independent auditors have issued a report raising substantial doubt of our ability to continue as a going concern. We anticipate that we will require
additional capital to continue as a going concern and expand our operations in accordance with our current business plan.

Suppliers

We have quality and contract manufacturing agreements relating to Arakoda in place with Piramal Enterprises Limited (API, tablets) and PCI Pharma
Services (secondary packaging) (“PCI”) and supply/quality/pharmacovigilance agreements in place with Biocelect Pty Ltd, Scandinavian Biopharma, and
Knight Therapeutics Inc. (to allow supply of Arakoda/Kodatef to Australia, Europe and Canada/Israel/Latin America and Russia, respectively). As of the

date of this prospectus, we have not supplied any of our products to Russia nor do we anticipate supplying any of our products to Russia in the near future.

Recent Developments



Effects of COVID-19 Outbreak. In December 2019, a novel strain of coronavirus was reported to have surfaced in Wuhan, China, which has and is
continuing to spread throughout China and other parts of the world, including the United States. On January 30, 2020, the World Health Organization
declared the outbreak of COVID-19 a “Public Health Emergency of International Concern.” On January 31, 2020, U.S. Health and Human Services
Secretary Alex M. Azar II declared a public health emergency for the United States to aid the U.S. healthcare community in responding to COVID-19, and
on March 11, 2020, the World Health Organization characterized the outbreak as a “pandemic.” A significant outbreak of COVID-19 and other infectious
diseases could result in a widespread health crisis that could adversely affect the economies and financial markets worldwide.

We are monitoring the global outbreak and spread of COVID-19 and taking steps in an effort to identify and mitigate the adverse impacts on, and risks to,
our business posed by its spread and the governmental and community reactions thereto. The current outbreak of COVID-19 has globally resulted in loss of
life, business closures, restrictions on travel, and widespread cancellation of social gatherings. The extent to which the COVID-19 pandemic impacts our
business will depend on future developments, which are highly uncertain and cannot be predicted at this time, including:
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* new information which may emerge concerning the severity of the disease;

* the duration and spread of the outbreak;

» the severity of travel restrictions imposed by geographic areas in which we operate, mandatory or voluntary business closures;

* regulatory actions taken in response to the pandemic, which may impact our product offerings;

»  other business disruptions that affect our workforce and supply chain;

» the impact on capital and financial markets; and

» actions taken throughout the world, including in markets in which we operate, to contain the COVID-19 outbreak or treat its impact.

In addition, the current outbreak of COVID-19 has resulted in a widespread global health crisis and adversely affected global economies and financial
markets, and similar public health threats could do so in the future. Such events have impacted, and could in the future impact, demand for our products,
which in turn could adversely affect our revenue and results of operations.

The spread of COVID-19 has caused us to modify our business practices, including employee travel, employee work locations in certain cases, and
cancellation of physical participation in certain meetings, events and conferences and further actions may be taken as required or recommended by
government authorities or as we determine are in the best interests of our employees, customers and other business partners. We are monitoring the global
outbreak of the pandemic and are taking steps in an effort to identify and mitigate the adverse impacts on, and risks to, our business posed by its spread and
the governmental and community reactions thereto. See “Risk Factors—Our financial condition and results of operations may be adversely affected by the
COVID-19 pandemic.”

2023 Financings

On May 8, 2023, we issued a note in the amount of $111,111.10 to Cyberbahn Federal Solutions, LL.C with a 10% original issue discount. On the date of
the pricing of our initial public offering, we will deliver to Cyberbahn Federal Solutions, LLC shares of our common stock equal to (i) 100% of the face
value of the note divided by the initial public offering price per share or (ii) if we fail to complete the initial public offering prior to May 4, 2024, the
number of shares of our common stock calculated using a $27 million pre-money valuation and the number of our outstanding shares of common stock on
May 4, 2024.

On May 8, 2023, we issued a note in the amount of $111,111.10 to Ariana Bakery Inc with a 10% original issue discount. On the date of the pricing of our
initial public offering, we will deliver to Ariana Bakery Inc shares of our common stock equal to (i) 100% of the face value of the note divided by the initial
public offering price per share or (ii) if we fail to complete the initial public offering prior to May 4, 2024, the number of shares of our common stock
calculated using a $27 million pre-money valuation and the number of our outstanding shares of common stock on May 4, 2024.

On May 8, 2023, we issued a note in the amount of $333,333.30 to Sabby Volatility Warrant Master Fund, Ltd. with a 10% original issue discount. On the
date of the pricing of our initial public offering, we will deliver to Sabby Volatility Warrant Master Fund, Ltd. shares of our common stock equal to (i)
100% of the face value of the note divided by the initial public offering price per share or (ii) if we fail to complete the initial public offering prior to May
4, 2024, the number of shares of our common stock calculated using a $27 million pre-money valuation and the number of our outstanding shares of
common stock on May 4, 2024.

On May 8, 2023, we issued a note in the amount of $55,555.55 to Steel Anderson with a 10% original issue discount. On the date of the pricing of our
initial public offering, we will deliver to Steel Anderson shares of our common stock equal to (i) 100% of the face value of the note divided by the initial
public offering price per share or (ii) if we fail to complete the initial public offering prior to May 4, 2024, the number of shares of our common stock
calculated using a $27 million pre-money valuation and the number of our outstanding shares of common stock on May 4, 2024.

On May 8, 2023, we issued a note in the amount of $111,111.10 to Bixi Gao & Ling Ling Wang with a 10% original issue discount. On the date of the
pricing of our initial public offering, we will deliver to Bixi Gao & Ling Ling Wang shares of our common stock equal to (i) 100% of the face value of the
note divided by the initial public offering price per share or (ii) if we fail to complete the initial public offering prior to May 4, 2024, the number of shares
of our common stock calculated using a $27 million pre-money valuation and the number of our outstanding shares of common stock on May 4, 2024.

Our Resale Offering
Certain of our stockholders will be selling through the Resale Prospectus a total of 2,224,763 shares of common stock, consisting of (i) 10,482 shares of
common stock to be issued upon conversion of a convertible note immediately prior to the consummation of the initial public offering, (ii) 373,426 shares
of common stock to be issued in conjunction with the conversion or extinguishment of interim financing notes on the date of the effectiveness of the
registration statement of which this prospectus forms a part, (iii) 1,608,938 shares of common stock held by certain of the Selling Stockholders and (iv)
231,917 shares of common stock issuable upon the exercise of warrants that are to be issued on the date of effectiveness of the registration statement of
which the Resale Prospectus forms a part. We will not receive any proceeds from the sales by the Selling Stockholders of the securities set forth in the
Resale Prospectus.
The Resale Prospectus is substantively identical to the Public Offering Prospectus, except for the following principal points:

*  they contain different outside and inside front covers and back covers;

«  they contain different “Offering” sections in the “Prospectus Summary” section beginning on page Alt-1;

*  they contain different “Use of Proceeds” sections on page Alt-16;

«  the “Capitalization” and “Dilution” sections from the Public Offering Prospectus are deleted from the Resale Prospectus;



a “Selling Stockholders” section is included in the Resale Prospectus;

the “Underwriting” section from the Public Offering Prospectus is deleted from the Resale Prospectus and a “Selling Stockholder Plan of
Distribution” is inserted in its place in the Resale Prospectus; and

the “Legal Matters” section in the Resale Prospectus on page Alt-19 deletes the reference to counsel for the underwriters.
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Summary Risk Factors

Our business is subject to a number of risks. You should be aware of these risks before making an investment decision. These risks are discussed more fully
in the section of this prospectus titled “Risk Factors,” which begins on page 18 of this prospectus. These risks include, among others, that:

*  Our financial statements have been prepared on a going-concern basis and our continued operations are in doubt;

*  We have incurred net losses since our inception and if we continue to incur net losses in the foreseeable future, the market price of our common
stock may decline;

»  There is no assurance that we will be profitable;
*  There is no assurance that we will be eligible for Australian government research and development tax rebates;
*  Our financial condition and results of operations may be adversely affected by the COVID-19 pandemic;

» If we are not able to successfully develop, obtain FDA approval for, and provide for the commercialization of non-malaria prevention indications
for Tafenoquine (Arakoda or other regimen) or Celgosivir in a timely manner, we may not be able to expand our business operations;

*  Our clinical trials for our product candidates may not yield results that will enable us to further develop our products and obtain regulatory
approvals necessary to sell them;

*  The mechanisms of actions of some of our products, and interactions with other antiviral products are not known, which may restrict regulatory
label claims;

*  We expect to depend on existing and future collaborations with third parties for the development of some of our product candidates. If those
collaborations are not successful, we may not be able to complete the development of these product candidates;

* Even if one of our product candidates receives marketing approval, it may fail to achieve the degree of market acceptance by physicians, patients,
third-party payors and others in the medical community necessary for commercial success, in which case we may not generate significant
revenues or become profitable;

* Any future clinical trial for Arakoda will require screening for G6PD deficiency in order to safely administer the product. In the United States,
G6PD testing can obtained through commercial pathology services which is associated with delays. The use of a third-party diagnostic provider of
point of care testing may be required and we do not directly control the timing, conduct, expense of such testing or the timing of market entry into

the US;

*  Our product candidates are subject to extensive regulation, which can be costly and time-consuming, and unsuccessful or delayed regulatory
approvals could increase our future development costs or impair our future revenue;

» If our product candidates receive regulatory approval, we would be subject to ongoing regulatory obligations and restrictions, which will continue
to change, and which may result in significant expenses and limit our ability to develop and commercialize other potential products;

*  We have no manufacturing capacity which puts us at risk of lengthy and costly delays of bringing our products to market;

*  We rely on relationships with third-party contract manufacturers and raw material suppliers, which limits our ability to control the availability of,
and manufacturing costs for, our product candidates;

*  Our future growth depends on our ability to successfully commercialize Arakoda, Tafenoquine (Arakoda or other regimen) for non-malaria
prevention indications, Celgosivir and our other product candidates, and we can provide no assurance that we will successfully commercialize
Arakoda, Tafenoquine (Arakoda or other regimen) for non-malaria prevention indications, Celgosivir and other product candidates;

*  Health care reform measures could materially and adversely affect our business;

*  Our competitors may be better positioned in the marketplace and thereby may be more successful than us at developing, manufacturing and
marketing approved products;

*  We compete in an industry characterized by extensive research and development efforts and rapid technological progress. New discoveries or
commercial developments by our competitors could render our potential products obsolete or non-competitive;

*  We would be subject to applicable regulatory approval requirements of the foreign countries in which we market our products, which are costly
and may prevent or delay us from marketing our products in those countries;

*  Defending against claims relating to improper handling, storage or disposal of hazardous chemicals, radioactive or biological materials could be
time consuming and expensive;

*  Geopolitical conditions, including direct or indirect acts of war or terrorism could have an adverse effect on our operations and financial results;

* If product liability lawsuits are successfully brought against us, then we will incur substantial liabilities and may be required to limit
commercialization of Arakoda, Celgosivir or other product candidates;
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*  Our intellectual property rights may not preclude competitors from developing competing products and our business may suffer;

» If the manufacture, use or sale of our products infringe on the intellectual property rights of others, we could face costly litigation, which could
cause us to pay substantial damages or licensing fees and limit our ability to sell some or all of our products;

*  We may not be able to protect our intellectual property rights throughout the world;
»  Patent terms may be inadequate to protect our competitive position on our product candidates for an adequate amount of time;

*  The earliest Paragraph IV certification date for Arakoda has passed. Generic companies may file an ANDA at any time, and successful challenge
of our malaria use patents would negatively impact our business;

*  There has been no public market for our common stock prior to this offering, and we cannot assure you that an active trading market will develop
in the near future. An active market in which investors can resell their shares may not develop. If there is no viable public market for our common
stock, you may be unable to sell your shares at or above the initial public offering price;

*  We may not be able to satisfy listing requirements of Nasdaq to maintain a listing of our common stock or Tradeable Warrants;

*  There is no public market for the Non-tradeable Warrants being offered in this offering;

*  The warrants may have an adverse effect on the market price of our common stock and make it more difficult to effect a business combination;

*  Any failure to maintain effective internal controls over financial reporting could have an adverse impact on us; and

*  We are an “emerging growth company” and a “smaller reporting company” under the JOBS Act, and we cannot be certain if the reduced
disclosure requirements applicable to emerging growth companies and smaller reporting companies will make our common stock less attractive to
investors.

Information Regarding our Capitalization

As of June 1, 2023, we had 2,378,009 shares of common stock issued and outstanding. Additional information regarding our issued and outstanding
securities may be found under “Market for Common Equity and Related Stockholder Matters” and “Description of Securities.”

Unless otherwise specifically stated, information throughout this prospectus does not assume the exercise of outstanding options or warrants to purchase
shares of our common stock.

Corporate Information

Our principal executive offices are located at 1025 Connecticut Avenue NW Suite 1000, Washington, D.C. 20036. Our corporate website address is
60degreespharma.com. Our telephone number is (202) 327-5422. The information included on our website is not part of this prospectus.

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

We are an “emerging growth company,” as defined in the JOBS Act. We will remain an emerging growth company until the earlier of (i) the last day of the
fiscal year following the fifth anniversary of the date of the first sale of our common stock pursuant to an effective registration statement under the
Securities Act; (ii) the last day of the fiscal year in which we have total annual gross revenues of $1.235 billion or more; (iii) the date on which we have
issued more than $1 billion in nonconvertible debt during the previous three years; or (iv) the date on which we are deemed to be a large accelerated filer
under applicable SEC rules. We expect that we will remain an emerging growth company for the foreseeable future, but cannot retain our emerging growth
company status indefinitely and will no longer qualify as an emerging growth company on or before the last day of the fiscal year following the fifth
anniversary of the date of the first sale of our common stock pursuant to an effective registration statement under the Securities Act. For so long as we
remain an emerging growth company, we are permitted and intend to rely on exemptions from specified disclosure requirements that are applicable to other
public companies that are not emerging growth companies.
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These exemptions include:

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

* not being required to comply with the requirement of auditor attestation of our internal controls over financial reporting;

* not being required to comply with any requirement that may be adopted by the Public Company Accounting Oversight Board regarding mandatory
audit firm rotation or a supplement to the auditor’s report providing additional information about the audit and the financial statements;

» reduced disclosure obligations regarding executive compensation; and

* not being required to hold a nonbinding advisory vote on executive compensation and stockholder approval of any golden parachute payments not
previously approved.

An emerging growth company can take advantage of the extended transition period provided in Section 7(a)(2)(B) of the Securities Act to comply with new
or revised accounting standards. This allows an emerging growth company to delay the adoption of certain accounting standards until those standards
would otherwise apply to private companies. We have elected to avail ourselves of this extended transition period and, as a result, we will not be required to
adopt new or revised accounting standards on the dates on which adoption of such standards is required for other public reporting companies.

We are also a “smaller reporting company” as defined in Rule 12b-2 of the Securities Exchange Act of 1934, as amended (the “Exchange Act”), and have
elected to take advantage of certain of the scaled disclosure available for smaller reporting companies. We will remain a smaller reporting company until
the end of the fiscal year in which (1) we have a public common equity float of more than $250 million, or (2) we have annual revenues for the most
recently completed fiscal year of more than $100 million and a public common equity float or public float of more than $700 million. We also would not be
eligible for status as a smaller reporting company if we become an investment company, an asset-backed issuer or a majority-owned subsidiary of a parent
company that is not a smaller reporting company.

We have elected to take advantage of certain of the reduced disclosure obligations in the registration statement of which this prospectus is a part and may

elect to take advantage of other reduced reporting requirements in future filings. As a result, the information that we provide to our stockholders may be
different from what you might receive from other public reporting companies in which you hold equity interests.
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SUMMARY OF THE OFFERING

Issuer 60 Degrees Pharmaceuticals, Inc.

Units offered by us 1,415,095 Units, each Unit consisting of one share of common stock, one
Tradeable Warrant to purchase one share of common stock and one Non-
tradeable Warrant to purchase one share of common stock.

The Units will not be certificated or issued in stand-alone form. The shares
of our common stock and the warrants comprising the Units are immediately
separable upon issuance and will be issued separately in this offering.

Common stock outstanding 2,378,009 shares
prior to the offering(l)

Common stock to be outstanding 5,569,528 shares (5,781,793 shares if the underwriters exercise their option
after the Offering(z)(3) to purchase additional shares in full).
Over-allotment option We have granted the underwriters a 45-day option to purchase up to an

aggregate of 212,265 additional shares of common stock and/or 212,265
Tradeable Warrants and/or 212,265 Non-tradeable Warrants at the public
offering price per share of common stock and per warrant, respectively, less,
in each case, underwriting discounts and commissions, on the same terms as
set forth in this prospectus, solely to cover over-allotments, if any.

Description of the Warrants The Tradeable Warrants will be exercisable from the date of issuance until
the fifth anniversary date of issuance date for $4.945 and $7.245 per share
(115% of the public offering price of one Unit), subject to adjustment in the
event of stock dividends, stock splits, stock combinations, reclassifications,
reorganizations or similar events affecting our common stock as described
herein.

The Non-tradeable Warrants will be exercisable from the date of issuance
until the fifth anniversary date of issuance date for $5.16 and $7.56 per share
(120% of the public offering price of one Unit), subject to adjustment in the
event of stock dividends, stock splits, stock combinations, reclassifications,
reorganizations or similar events affecting our common stock as described
herein.

A holder may not exercise any portion of a warrant to the extent that the
holder, together with its affiliates and any other person or entity acting as a
group, would own more than 4.99% of the outstanding common stock after
exercise, as such percentage ownership is determined in accordance with the
terms of the warrants, except that upon notice from the holder to us, the
holder may waive such limitation up to a percentage, not in excess of
9.99%.

The terms of the warrants will be governed by the Warrant Agent
Agreement. This prospectus also relates to the offering of the shares of
common stock issuable upon exercise of the warrants. See “Description of
Securities—-Warrants.”

Use of Proceeds The principal purposes of this offering are to fund the development of new
indications for our products with a focus on executing a COVID-19 clinical
trial involving Arakoda, to repay debt associated with prior financing,
increase our capitalization and financial flexibility, increase our visibility in
the marketplace and create a public market for our common stock. As of the
date of this prospectus, we cannot specify with certainty all of the particular
uses for the net proceeds to us from this offering. However, we currently
intend to use the net proceeds to us from this offering for debt repayment
and research and general corporate purposes, including working capital. See
“Use of Proceeds” beginning on page 54.

Proposed Listing We have applied to have our common stock and Tradeable Warrants listed
on The Nasdaq Capital Market under the symbols “SXTP” and “SXTPW,”
respectively, which listing is a condition to this offering. We do not intend to
apply for listing of the Non-tradeable Warrants on any exchange or market.

Representative Warrants Upon the closing of this offering, we have agreed to issue to the
Representative, warrants that will expire on the fifth anniversary of the
commencement date of sales in this offering, entitling the Representative to
purchase 6% of the number of shares of common stock sold in this offering.
The registration statement of which this prospectus is a part also covers the




Lock-up agreements

Knight Therapeutics Preferred Stock

Transfer Agent

Risk Factors

Representative Warrants and the shares of common stock issuable upon the
exercise thereof. For additional information regarding our arrangement with
the underwriters, please see “Underwriting.”

Our executive officers and directors have agreed with the underwriters not
to sell, transfer or dispose of any shares or similar securities for six months
following the effective date of the registration statement for this offering
without the prior written consent of WallachBeth Capital LLC. Any other
holders of more than 5% of the outstanding shares of our common stock
have also agreed with the underwriters not to sell, transfer or dispose of any
shares or similar securities for six months following the effective date of the
registration statement for this offering without the prior written consent of
the underwriters. For additional information regarding our arrangement with
the underwriters, please see “Underwriting.”

Knight will be granted 80,965 preferred shares (share price of $100, total
value $8,096,500) in consideration for extinguishment of accumulated
interest associated with their loans. The preferred shares are nonvoting, have
a 6% cumulative dividend accumulating annually on March 31st, are not
redeemable and are convertible into shares of common stock solely at the
discretion of the Company, determined by (A) multiplying the number of
shares of Series A Preferred Stock to be converted by $100, (B) adding to
the result all accrued and accumulated and unpaid dividends on such shares
to be converted, if any, and then (C) dividing the result by a price equal to
the lower of (1) $100, (2) the price paid for the shares of common stock in
this offering and (3) the 10-day volume weighted average share price
immediately preceding our election to convert the shares of Series A
Preferred Stock; provided that the conversion of the shares of Series A
Preferred Stock does not result in the holder’s ownership of common stock
exceeding 19.9%.

Equity Stock Transfer, LLC.

You should carefully consider the information set forth in this prospectus
and, in particular, the specific factors set forth in the “Risk Factors” section
beginning on page 20 of this prospectus before deciding whether or not to
invest in shares of our common stock.
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(1) As of June 1, 2023 and excludes 238,601 shares of common stock reserved for issuance under our 2022 Equity Incentive Plan.

(2) Includes (i) 29,245 shares of our common stock issued to BioIntelect Pty Ltd (“Biolntelect”) pursuant to the Master Consultancy Agreement dated as
of May 29, 2013 (the “Biolntelect Agreement”), which provides that in connection with our initial public offering, Biolntelect will be entitled to
receive deferred equity compensation in the amount equal to $155,000 (or $245,000 if Australian VC Horizon Biotech participates in the offering), (ii)
1,108,337 shares of our common stock that are to be issued to Knight Therapeutics International S.A. (formerly known as Knight Therapeutics
(Barbados) Inc.) (“Knight”) determined by dividing the outstanding principal amount as of March 31, 2022 of $10,770,037 by the public offering
price discounted by 15%, up to 19.9% of our outstanding common stock after giving effect to the initial public offering, for a total value of common
shares to be issued of $5,874,186 pursuant to the Debt Conversion Agreement dated as of January 9, 2023, as amended on January 19, 2023 and
January 27, 2023 (the “Knight Debt Conversion Agreement”), (iii) 383,908 shares of our common stock that are to be issued prior to the closing of
this offering as a result of either the conversion or extinguishment of our interim financing notes totaling $1,949,991 excluding the Xu Yu Equity
Conversion Note, (iv) 214,934 shares of our common stock that are to be issued prior to the closing of this offering as a result of the conversion of
certain debt totaling $1,164,190 pursuant to the Equity Conversion Note dated as of October 11, 2017, as amended on December 23, 2017 and
December 11, 2022 (the “Xu Yu Equity Conversion Note”) entered into with Xu Yu and (v) 40,000 shares of our common stock valued at $5.00 per
share that are to be issued to four of our directors on the date of effectiveness of the registration statement of which this prospectus forms a part.

(3) Does not include (i) 31,447 shares of our common stock underlying a warrant issued to Bigger Capital Fund, LP with an exercise price equal to 110%
of the initial public offering price of the Units, (ii) 26,205 shares of our common stock underlying a warrant issued to Cavalry Investment Fund, LP
with an exercise price equal to 110% of the initial public offering price of the Units, (iii) 26,205 shares of our common stock underlying a warrant
issued to Walleye Opportunities Master Fund Ltd with an exercise price equal to 110% of the initial public offering price of the Units, (iv) 10,482
shares of our common stock underlying a warrant issued to Geoffrey Dow (in the form of his revocable grantor trust, the Geoffrey S. Dow Revocable
Trust for which Mr. Dow is the sole trustee) with an exercise price equal to 110% of the initial public offering price of the Units, (v) 69,444 shares of
our common stock underlying a warrant issued to Mountjoy Trust with an exercise price equal to 110% of the initial public offering price of the Units,
(vi) 10,482 shares of our common stock underlying a warrant issued to Cyberbahn Federal Solutions, LLC with an exercise price equal to 110% of the
initial public offering price of the Units, (vii) 10,482 shares of our common stock underlying a warrant issued to Ariana Bakery Inc with an exercise
price equal to 110% of the initial public offering price of the Units, (viii) 31,447 shares of our common stock underlying a warrant issued to Sabby
Volatility Warrant Master Fund, Ltd. with an exercise price equal to 110% of the initial public offering price of the Units, (ix) 5,241 shares of our
common stock underlying a warrant issued to Steel Anderson with an exercise price equal to 110% of the initial public offering price of the Units, (x)
10,482 shares of our common stock underlying a warrant issued to Bixi Gao & Ling Ling Wang with an exercise price equal to 110% of the initial
public offering price of the Units, (xi) 84,906 shares of our common stock issuable upon the exercise of the Representative Warrants with an exercise
price equal to 110% of the initial public offering price of the Units, (xii) 238,601 shares of common stock reserved for issuance under our 2022 Equity
Incentive Plan and (xiii) $40,000 in value of shares of our common stock, based on the 30 day average after the PO, to be issued pursuant to the Red
Chip services agreement.

Except as otherwise indicated, all information in this prospectus assumes that:
» apublic offering price of $5.30 per Unit, which is the midpoint of the range of the offering price per Unit;

* no shares of common stock have been issued pursuant to the (i) conversion of certain of our outstanding debt owed to Knight, (ii) BioIntelect
Agreement, (iii) conversion and extinguishment of our interim financing notes and (iv) Xu Yu Equity Conversion Note;

* no shares of common stock have been issued pursuant to any warrants or options; and
*  no shares of common stock have been issued pursuant to the Representative’s over-allotment option;
* no shares of common stock have been issued pursuant to the Representative Warrants.

SUMMARY FINANCIAL DATA

The following tables summarize our financial data. We derived the summary financial statement data for the years ended December 31, 2022 and 2021 set
forth below from our audited financial statements and related notes contained in this prospectus, and the summary financial statement data for the three
months ended March 31, 2023 and March 31, 2022 set forth below from our unaudited financial statements and related notes contained in this prospectus.
The unaudited interim financial statements were prepared on a basis consistent with our audited financial statements and include, in management’s opinion,
all adjustments, consisting only of normal recurring adjustments, that we consider necessary for a fair statement of the financial information set forth in
those statements. Our historical results are not necessarily indicative of the results that may be expected in the future. You should read the information
presented below together with “Management’s Discussion and Analysis of Financial Condition and Results of Operations,” our financial statements, the
notes to those statements and the other financial information contained in this prospectus.

Summary of Operations in U.S. Dollars

Year Ended Three Months Ended
December 31, March 31,
2022 2021 2023 (unaudited) 2022 (unaudited)
Product revenues — net of discounts and rebates $ 192913 $ 1,078,440 $ 17,172 $ 47,024
Service revenues 30,295 81,900 - -
Product and service revenues 223,208 1,160,340 17,172 47,024
Cost of revenues 432,370 850,742 73,120 90,134
Gross profit (loss) (209,162) 309,598 (55,948) (43,110)
Research revenues 288,002 5,192,516 4,292 117,147
Net revenue 78,840 5,502,114 (51,656) 74,037

Operating expenses:
Research & development 525,563 5,510,866 123,994 63,057



General and administrative expenses 1,303,722 1,115,350 775,014 174,692

Total operating expenses 1,829,285 6,626,216 899,008 237,749
Loss from operations (1,750,445) (1,124,102) (950,664) (163,712)
Interest and other income (expense), net:
Interest expense (3,989,359) (3,172,712) (1,141,429) (762,217)
Derivative expense (504,613) - - -
Change in fair value of derivative liabilities (10,312) - (5,134) -
Gain (loss) on debt extinguishment 120,683 - (839,887) -
Change in fair value of promissory note - - 339,052 -
Other income (expense) (43,238) 37,515 591 18,732
Total interest and other income (expense), net (4,426,839) (3,135,197) (1,646,807) (743,485)
Loss from operations before provision for income taxes (6,177,284) (4,259,299) (2,597,471) (907,197)
Provision for income taxes 500 1,000 63 250
Net loss including noncontrolling interest $ (6,177,784) $ (4,260,299) $ (2,597,534) $ (907,447)
As of December 31, As of March 31,
2023
2022 2021 (unaudited)
Consolidated Balance Sheet Data:
Total assets $ 1,297,206 $ 1,393,527 $ 7,586,974
Total liabilities 25,446,266 19,548,011 27,119,858
Total liabilities and members' equity (deficit) - 1,393,527 -
Total liabilities and stockholders' equity (deficit) $ 1,297,206 $ - $ 7,586,974
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RISK FACTORS

Our business is subject to many risks and uncertainties, which may affect our future financial performance. If any of the events or circumstances described
below occur, our business and financial performance could be adversely affected, our actual results could differ materially from our expectations, and the
price of our stock could decline. The risks and uncertainties discussed below are not the only ones we face. There may be additional risks and uncertainties
not currently known to us or that we currently do not believe are material that may adversely dffect our business and financial performance. You should
carefully consider the risks described below, together with all other information included in this prospectus, including our financial statements and related
notes, before making an investment decision. The statements contained in this prospectus that are not historic facts are forward-looking statements that are
subject to risks and uncertainties that could cause actual results to differ materially from those set forth in or implied by forward-looking statements. If any
of the following risks actually occurs, our business, financial condition or results of operations could be harmed. In that case, the trading price of our
common stock could decline, and investors in our securities may lose all or part of their investment.

Risks Related to Our Business
Our financial statements have been prepared on a going-concern basis and our continued operations are in doubt.

The financial statements have been prepared on a going concern basis under which an entity is considered to be able to realize its assets and satisfy its
liabilities in the ordinary course of business. Our future operations are dependent upon the identification and successful completion of equity or debt
financing and the achievement of profitable operations at an indeterminate time in the future. There can be no assurances that we will be successful in
completing an equity or debt financing or in achieving profitability.

We have incurred net losses since our inception and if we continue to incur net losses in the foreseeable future, the market price of our common stock
may decline.

To date, we have financed our operations primarily through the issuance of equity, promissory notes and convertible notes. We incurred annual net losses of
$6,177,784 in 2022 and $4,260,299 in 2021, respectively and operating losses were $1,750,445 in 2022 and $1,124,102 in 2021. We had an accumulated
deficit of $28,815,148 as of December 31, 2022 ($22,633,428 as of December 31, 2021). For the quarterly period ending March 31, 2023, we incurred a net
loss of $2,600,061 and an operating loss of $950,664 and now have accumulated losses of $31,415,2009.

We may not achieve or maintain profitability in the future. In particular, we expect that our expenses relating to sales and marketing and product
development and support, as well as our general and administrative costs, will increase, requiring us to increase sales in order to achieve and maintain
profitability. If we do not achieve and maintain profitability, our financial condition will be materially and adversely affected. We would eventually be
unable to continue our operations unless we were able to raise additional capital. We may not be able to raise any necessary capital on commercially
reasonable terms or at all. If we fail to achieve or maintain profitability on a quarterly or annual basis within the timeframe expected by investors, the
market price of our common stock may decline.

There is no assurance that we will be profitable.

There is no assurance that we will earn profits in the future, or that profitability will be sustained. There is no assurance that future revenues will be
sufficient to generate the funds required to continue our business and product development and marketing activities. If we do not have sufficient capital to
fund our operations, we may be required to reduce our sales and marketing efforts or forego certain business opportunities.

There is no assurance we will be eligible for Australian Government research and development tax credits and eligibility rules might change in a
manner that jeopardizes our business.

There is no assurance that the Australian government will pay research and development rebates on our research activities conducted by our subsidiary, 60P
Australia Pty Ltd, in Australia. There is no assurance that we will be able to demonstrate that our subsidiary will have < $20 million AUD in aggregate
turnover amongst beneficial owners with > 40% beneficial interest. If any of these risks materialize, we might not be able to complete our planned COVID-
19 clinical study, which would negatively impair our business.

Even if Australian government grants an overseas finding, if we could not raise additional financing to fund the linked Australian research and development
activities. Also, it is possible depending on evolving interpretations by the Australian Tax Office of the legislation, that matching Australian core research
might not be eligible for consideration when a determination of an overseas finding is made. Either of these scenarios if realized might require us to refund
any rebates on the COVID-19 clinical study to the Australian government or result in us not being to obtain rebates, thereby negatively impairing our
business.

We have limited revenues to date, and any potential revenues from commercial use may not materialize in the future.
We have earned limited revenues to date from Arakoda. Any potential revenues from the sale of current approved commercial use may not materialize in

the future. There is no guarantee that we will be able to generate revenue in the future. No assurance can be given that our efforts from sale of current
approved products for commercial use will be successful in the future.
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Our financial condition and results of operations may be adversely affected by the COVID-19 pandemic.

A significant outbreak, epidemic or pandemic of contagious diseases in any geographic area in which we operate or plan to operate could result in a health
crisis adversely affecting the economies, financial markets and overall demand for our services in such areas. In addition, any preventative or protective
actions that governments implement or that we take in response to a health crisis, such as travel restrictions, quarantines, or site closures, may interfere with
the ability of our employees, suppliers and customers to perform their responsibilities. Such results could have a material adverse effect on our business.

The continued global COVID-19 pandemic has created significant volatility, uncertainty and economic disruption. To date, this pandemic has affected
nearly all regions around the world. In the United States, businesses as well as federal, state and local governments implemented significant actions to
mitigate this public health crisis. While we cannot predict the duration or scope of the COVID-19 pandemic, it may negatively impact our business and
such impact could be material to our financial results, condition and outlook related to:

+ disruption to our operations or the operations of our suppliers, through the effects of business and facilities closures, worker sickness and COVID-
19 related inability to work, social, economic, political or labor instability in affected areas, transportation delays, difficulty in enrolling patients,
travel restrictions and changes in operating procedures, including for additional cleaning and safety protocols;

+ increased volatility or significant disruption of global financial markets due in part to the COVID-19 pandemic, which could have a negative
impact on our ability to access capital markets and other funding sources, on acceptable terms or at all and impede our ability to comply with debt
covenants; and

+ the further spread of COVID-19, and the requirements to take action to mitigate the spread of the pandemic (e.g., vaccination requirements that
have been and continue to be taken in response to the pandemic and enhanced health and hygiene requirements or social distancing or other
measures), will impact our ability to carry out our business as usual and may materially adversely impact global economic conditions, our
business, results of operations, cash flows and financial condition.

To the extent the COVID-19 pandemic or a similar public health threat has an impact on our business, it is likely to also have the effect of heightening
many of the other risks described in this “Risk Factors” section.

If COVID-19 cases decline, it could jeopardize our business and make us less profitable.

Although the number of U.S. cases of COVID-19 remains high, it is possible that this may not be the case in the future. Since our major business objective
is to conduct clinical trials to evaluate the use of the Arakoda regimen of Tafenoquine for treatment of COVID-19, a future decline in U.S cases would
reduce our sales and profitability, and therefore harm our business.

U.S. public sector procurement of Arakoda might not materialize in the future, which could jeopardize our business.

Sales to the U.S. DoD were important to our revenue stream in the recent past. Although, as of the date of this prospectus, we
were not in discussions with the DoD about additional/future procurement, we anticipate that this will be feasible in the future if
one or more of the conditions/events described in this paragraph occur. First, the position of Arakoda in the DoD formulary
(Tricare, deployed personnel) needs to be improved from second/third tier to at least equivalency with competing products (as is
the case for civilian use as recommended by the CDC). Second, the shelf-life of the existing product requires extension, which is
known to be technically possible as the shelf-life of Kodatef in Australia is 48 months, but appropriate data must be generated to
meet FDA requirements. Finally, a change in the operational footprint of DoD deployments to areas with higher malaria attack
rates (e.g., the Liberia deployment to manage the Ebola outbreak in 2014) may lead to a rapid reassessment by DoD of the
position of Arakoda in the formulary (advancement of the last approved prophylactic antimalarial to co-equal standard of care
took thirteen years). It is possible that none of these events would transpire, which would reduce our revenues and jeopardize our
business.

Supply chain disruptions across the globe, including in the U.S., could jeopardize our business and harm our operations.

Global business interruptions may adversely impact our third-party relationships whom we rely upon in our business as well as manufacturers, suppliers,
and makers of raw materials. If any such parties are adversely impacted by supply chain restrictions, or if they cannot obtain the necessary supplies, or if
such third parties need to prioritize other products or customers over us, we may experience delays or disruptions in our supply chain, which could have a
material and adverse impact on our business. Third-party manufacturers may also need to implement measures and changes, or deviate from typical
requirements because of the COVID-19 pandemic that may otherwise adversely impact our supply chain or the quality of the resulting products or supplies.
Depending on the change, we may need to obtain FDA approval or otherwise provide the FDA with a notification of the change. As a result, we may not be
able to obtain sufficient quantities of certain items, which could impair our ability to commercialize our products and conduct the post-marketing studies
requested by the FDA, in connection with the approval of our goods. In addition, if there are continued or future disruptions, our third-party manufacturers
may not be able to supply our other potential product candidates, which would adversely affect our research and development activities.

We may lose the services of key management personnel and may not be able to attract and retain other necessary personnel.
Changes in our management could have an adverse effect on our business. This is especially an issue while our staff is small. We are dependent upon the
active participation of several key management personnel, including Geoffrey Dow, our President and Chief Executive Officer. We also do not carry key

person life insurance on any of our senior management or other key personnel. Hence, we may suffer if the services of our management were to become
unavailable to us in the future.
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We must hire highly skilled technical personnel as employees and as independent contractors in order to develop our products. As of the date of this
prospectus, we have two full-time employees, and we rely on two independent contractors to provide us with skilled technical support. The competition for
highly skilled technical, managerial and other personnel is intense and we may not be able to retain or recruit such personnel. Our recruiting and retention
success is substantially dependent on our ability to offer competitive salaries and benefits to our employees and competitive compensation to contractors.
We must compete with companies that possess greater financial and other resources than we do and that may be more attractive to potential employees and
contractors. To be competitive, we may have to increase the compensation, bonuses, stock options and other fringe benefits offered to employees in order to
attract and retain such personnel. The costs of retaining or attracting new personnel may have a material adverse effect on our business and operating
results. If we fail to attract and retain the technical and managerial personnel needed to be successful, our business, operating results and financial condition
could be materially adversely affected.

Cybersecurity risks could adversely affect our business and disrupt our operations.

The threats to network and data security are increasingly diverse and sophisticated. Despite our efforts and processes to prevent breaches, our devices, as
well as our servers, computer systems, and those of third parties that we use in our operations are vulnerable to cybersecurity risks, including cyber-attacks
such as viruses and worms, phishing attacks, denial-of-service attacks, physical or electronic break-ins, employee theft or misuse, and similar disruptions
from unauthorized tampering with our servers and computer systems or those of third parties that we use in our operations, which could lead to
interruptions, delays, loss of critical data, and unauthorized access to user data. In addition, we may be the target of email scams that attempt to acquire
personal information or our assets. Despite our efforts to create security barriers to such threats, we may not be able to entirely mitigate these risks. Any
cyber-attack that attempts to obtain our or our users’ data and assets, disrupt our service, or otherwise access our systems, or those of third parties we use, if
successful, could adversely affect our business, operating results, and financial condition, be expensive to remedy, and damage our reputation. In addition,
any such breaches may result in negative publicity, adversely affect our brand, decrease demand for our products and services, and adversely affect our
operating results and financial condition.

The illegal sale or distribution by third parties of counterfeit versions of our products could have a negative impact on our business.

Pharmaceutical products are vulnerable to counterfeiting. Third parties may illegally produce and distribute counterfeit versions of our products that are
below the various manufacturing and testing standards that our products undergo. Counterfeit products are often unsafe, ineffective and potentially life-
threatening. As many counterfeit products may be visually indistinguishable from their authentic versions, the presence of counterfeit products could affect
overall consumer confidence in the authentic product. A public loss of confidence in the integrity of pharmaceutical products in general or in any of our
products in particular due to counterfeiting could have a material adverse effect on our business, prospects, financial condition and results of operations.

If we encounter difficulties enrolling patients in any future clinical trials, our future trials could be delayed or otherwise adversely affected.
Furthermore, our current COVID-19 trials may not necessarily yield sufficient results or patient participants.

If we have difficulty enrolling a sufficient number of patients in any future clinical trial, including for COVID-19 studies for which the number of cases is
unpredictable, we may need to delay or terminate our trial, which would impair our ability to develop marketable products, and have a negative impact on
our business. Delays in enrolling patients in any future clinical trials would also adversely affect our ability to generate any product, milestone and royalty
revenues under collaboration agreements, if any, and could impose significant additional costs on us or on any future collaborators.
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Our clinical trials for our product candidates may not yield results that will enable us to further develop our products and obtain regulatory approvals
necessary to sell them.

We will receive regulatory approval for our product candidates only if we can demonstrate in carefully designed and conducted clinical trials that the
product candidate is safe and effective. We do not know whether any current or future clinical trials for Arakoda, Tafenoquine (Arakoda or other regimen)
for non-malaria prevention indications, or Celgosivir or any other product candidate will demonstrate sufficient safety and efficacy to obtain the requisite
regulatory approvals or will result in marketable products.

Clinical trials are lengthy, complex and expensive processes with uncertain results. We have spent, and expect to continue to spend, significant amounts of
time and money on the clinical development of our product candidates. The three clinical trials we conducted in the past were managed directly by us, but
executed contract research organizations (“CROs”). While certain of our employees have experience in designing and administering clinical trials, our
experience is limited to three clinical trials conducted by the management team.

The results we obtain in preclinical testing and early clinical trials may not be predictive of results that are obtained in later studies. We may suffer
significant setbacks in advanced clinical trials, even after seeing promising results in earlier studies. Based on results at any stage of clinical trials, we may
decide to repeat or redesign a trial or discontinue development of one or more of our product candidates. If we fail to adequately demonstrate the safety and
efficacy of our products under development, we will not be able to obtain the required regulatory approvals to commercialize our product candidates, and
our business, results of operations and financial condition would be materially adversely affected.

Administering our product candidates to humans may produce undesirable side effects. These side effects could interrupt, delay or halt clinical trials of our
product candidates and could result in the FDA or other regulatory authorities denying approval of our product candidates for any or all targeted
indications.

If clinical trials for a product candidate are unsuccessful, we will be unable to commercialize the product candidate. If one or more of our clinical trials are
delayed, we will be unable to meet our anticipated development timelines. Either circumstance could cause the market price of our common stock to
decline.

In planning for, and executing, clinical trials, the targeted standard of care in the United States or other jurisdictions for the therapeutic indication may
change, necessitating changes to the design of such trials. Changes to such design trials will cause delays, and increase costs, thereby rendering us unable to
meet development timelines or complete development programs. The clinical data generated from clinical trials may not be acceptable to regulatory
agencies if changes to the standard of care occurred during trial execution, which may prevent regulatory approval, thereby damaging our business
prospects.

Because patients with COVID-19 disease enrolled in our Phase II clinical study of Tafenoquine (Arakoda regimen) were presumed to be mostly infected
with the SARS-CoV-2 delta variant, it is possible that the results of the study might not be representative of those of future studies of Tafenoquine (Arakoda
regimen) that utilize patients infected with newer viral strains. If this risk materialized, our planned clinical trial might fail, thereby damaging our business
prospects. It should be stated that, due to the changing nature of the pandemic, this risk is common to all COVID-19 therapeutics. It is possible this risk
may be less likely to occur if the mechanism of Tafenoquine turns out not to be mediated via a direct antiviral effect.

Because our 2021 Phase II clinical study of Tafenoquine (Arakoda regimen) in COVID-19 patients was small, it is possible that the magnitude of clinical
benefit implied in Figure B listed in “Prospectus Summary—Strategy” (a three-day acceleration of recovery in the Tafenoquine arm) may be an
overestimate of the true therapeutic effect of Tafenoquine (Arakoda regimen). We have attempted to mitigate this risk in our planned Phase IIB clinical trial
design by providing for an interim analysis at 75% patient enrollment which will include a sample size reanalysis, which would allow additional enrollment
of patients if required without study termination. If additional patients did need to be enrolled, it would increase the overall cost of the study. This risk
mitigation strategy would not work if the true therapeutic benefit of Tafenoquine (Arakoda regimen) is minimal or non-existent, or actual patient to patient
variability is larger than assumed. Any of those outcomes might result in failure of the study.

We believe that the inclusion of a placebo arm in our planned Phase IIB study is ethical because there are not any FDA-approved orally administered
medications available for patients with low risk of disease progression. However, because the standard of care for COVID-19 is evolving, it is possible that
FDA or an Ethics Committee may not agree with our assessment that inclusion of a placebo arm in our Phase IIB study is ethical. If this risk was realized, it
might result in (i) wasted expenditure on development of clinical sites if this was done aggressively in parallel with seeking FDA feedback (a typical
approach in the industry), and/or (ii) necessitate conducting our trial outside the United States in jurisdictions without approved oral antivirals and
accepting a greater risk of failing an FDA audit of the study in the future and/or (iii) replacement of the placebo control with an active control arm and
accepting the greater cost associated with such a study design (because they require a higher number of patients). To mitigate against the first risk, we are
planning to initiate preparations for the clinical trial at only a small number of sites in parallel with seeking FDA and Ethics Committee feedback. If either
of the second or third risks materialized, our business might be irreparably harmed.

Because the number of COVID-19 cases is episodic, and the severity of the COVID-19 disease is generally perceived as being milder than it was earlier in
the pandemic meaning patients seek out medical treatment less often, it is possible that that there may be fewer COVID-19 patients available to be enrolled
than expected in our study. If this risk materialized, it would result in slower recruitment in our study than planned, forcing either a delay in the timeline for
data being available, or increasing the overall cost in order to increase the number of study sites, or both. Either eventuality would harm our business.

The mechanisms of actions of some of our products, and interactions with other antiviral products are not known, which may restrict regulatory label
claims.

The FDA has granted full or limited marketing authority for COVID-19 products based on the clinical benefit demonstrated in clinical trials, for products
that have both antiviral and non-antiviral modes of action. However, the FDA may require specific additional evidence to grant a labeling claim of antiviral
activity. We are planning to further develop Tafenoquine (Arakoda regimen) for treatment of COVID-19 based on the observation of trends towards
accelerated recovery observed in the exploratory endpoints of a Phase II clinical trial we recently completed. We plan to undertake limited research
activities to confirm whether Tafenoquine provides clinical benefit via an antiviral or other mechanism. However, we cannot guarantee such efforts will
confirm a direct antiviral mechanism to the satisfaction of the FDA, or that any data generated will support regulatory claims of antiviral activity in
additional to whatever claims related to clinical benefit in COVID-19 treatment that the FDA may allow. Relatedly, the FDA required warning language to
be placed on the remdesivir label related to a theoretical drug-drug interaction with other antimalarials based on in vitro (not clinical) data. Although we
have conducted in vitro drug interactions studies of Tafenoquine versus molnupiravir, remdesivir, and paxlovid, which do not suggest the possibility of



clinically meaningful antagonism, we cannot guarantee these studies will discharge any theoretical risks or concerns regulators may have (including the
need for disclaimers or warning labels).
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We will rely on contract research organizations to conduct substantial portions of our clinical trials, including any future clinical trial of Arakoda
Tafenoquine (Arakoda or other regimen) for non-malaria prevention indications, or Celgosivir, and as a result, we will be unable to directly control the
timing, conduct and expense of all aspects of our clinical trials.

We do not currently have sufficient staff to conduct our clinical trials ourselves, and therefore, we will rely on third parties to conduct certain aspects of any
future clinical trials. We previously contracted with a CRO to conduct components of our clinical trials and anticipate contracting with a CRO to conduct
components of any future clinical trial for Arakoda, Tafenoquine (Arakoda or other regimen) for non-malaria prevention indications, or Celgosivir or any
future clinical trials for our other product candidates. As a result, we will have less control over many details and steps of any clinical trial, the timing and
completion of any clinical trial, the required reporting of adverse events and the management of data developed through any clinical trial than would be the
case if we were relying entirely upon our own staff. Communicating with outside parties can also be challenging, potentially leading to mistakes as well as
difficulties in coordinating activities. Outside parties, such as CROs, may have staffing difficulties, may undergo changes in priorities or may become
financially distressed, adversely affecting their willingness or ability to conduct our clinical trial. We may experience unexpected cost increases that are
beyond our control. Problems with the timeliness or quality of the work of a CRO may lead us to seek to terminate the relationship and use an alternative
service provider. However, making any change may be costly and may delay ongoing trials, if any, and contractual restrictions may make such a change
difficult or impossible. Additionally, it may be impossible to find a replacement organization that can conduct clinical trials in an acceptable manner and at
an acceptable cost.

Even though we anticipate relying on CROs in the future, we will likely have to devote substantial resources and rely on the expertise of our employees to
manage the work being done by the CROs. We and our management team have experience in managing clinical trials being executed on our behalf by

CROs based on three clinical studies. Therefore, we cannot guarantee that our employees will manage such studies effectively in the future.

We expect to depend on existing and future collaborations with third parties for the development of some of our product candidates. If those
collaborations are not successful, we may not be able to complete the development of these product candidates.

Collaborations involving our product candidates pose the following risks to us:
»  collaborators have significant discretion in determining the efforts and resources that they will apply to these collaborations;
*  collaborators may not pursue development and commercialization of our product candidates or may elect not to continue or renew development or
commercialization programs based on clinical trial results, changes in the collaborator’s strategic focus or available funding, or external factors

such as an acquisition that diverts resources or creates competing priorities;

*  collaborators may delay clinical trials, provide insufficient funding for a clinical trial program, stop a clinical trial or abandon a product candidate,
repeat or conduct new clinical trials or require a new formulation of a product candidate for clinical testing;

»  collaborators could independently develop, or develop with third parties, products that compete directly or indirectly with our product candidates
if the collaborators believe that competitive products are more likely to be successfully developed or can be commercialized under terms that are

more economically attractive than ours;

»  collaborators may not properly maintain or defend our intellectual property rights or may use our proprietary information in such a way as to
invite litigation that could jeopardize or invalidate our proprietary information or expose us to potential litigation;
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*  collaborators may not comply with regulatory requirements and as a result their operations may be disrupted or ended until they resolve their
regulatory issues with government officials;

» disputes may arise between the collaborators and us that result in the delay or termination of the research, development or commercialization of
our product candidates or that result in costly litigation or arbitration that diverts management attention and resources;

* collaborations may be terminated and, if terminated, may result in a need for additional capital to pursue further development or
commercialization of the applicable product candidates;

*  collaborators may elect to take over manufacturing rather than retain us as manufacturers and may encounter problems in starting up or gaining
approval for their manufacturing facility and so be unable to continue development of product candidates;

* we may be required to undertake the expenditure of substantial operational, financial and management resources in connection with any
collaboration;

* we may be required to issue equity securities to collaborators that would dilute our existing stockholders’ percentage ownership;
* we may be required to assume substantial actual or contingent liabilities;

*  collaborators may not commit adequate resources to the marketing and distribution of our product candidates, limiting our potential revenues from
these products; and

+  collaborators may experience financial difficulties.

We face a number of challenges in seeking additional collaborations. Collaborations are complex and any potential discussions may not result in a
definitive agreement for many reasons. For example, whether we reach a definitive agreement for a collaboration will depend, among other things, upon
our assessment of the collaborator’s resources and expertise, the terms and conditions of the proposed collaboration, and the proposed collaborator’s
evaluation of a number of factors, such as the design or results of our clinical trials, the potential market for our product candidates, the costs and
complexities of manufacturing and delivering our product candidates to patients, the potential of competing products, the existence of uncertainty with
respect to ownership or the coverage of our intellectual property, and industry and market conditions generally. If we were to determine that additional
collaborations for our Arakoda, Tafenoquine (Arakoda or other regimen) for non-malaria prevention indications, or Celgosivir development program are
necessary and were unable to enter into such collaborations on acceptable terms, we might elect to delay or scale back the development or
commercialization of Arakoda, Tafenoquine (Arakoda or other regimen) for non-malaria prevention indications, or Celgosivir in order to preserve our
financial resources or to allow us adequate time to develop the required physical resources and systems and expertise ourselves.

Collaboration agreements may not lead to development or commercialization of our product candidates in the most efficient manner, or at all. In addition,
there have been a significant number of recent business combinations among large pharmaceutical companies that have resulted in a reduced number of
potential future collaborators. If a present or future collaborator of ours were to be involved in a business combination, the continued pursuit and emphasis
on our product development or commercialization program could be delayed, diminished or terminated.
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Any future clinical trial for Tafenoquine (all regimens) will require screening for G6PD deficiency in order to safely administer the product. In the
United States, G6PD testing can obtained through commercial pathology services which is associated with delays. The use of a third-party diagnostic
provider of point of care testing may be required and we do not directly control the timing, conduct and expense of such testing.

According to prescribing information for Arakoda, administration of a test for G6PD deficiency is required before administration in order prevent the
occurrence of hemolytic anemia that has been observed in some patients who have G6PD deficiency and were inadvertently administered Arakoda in
clinical trials. Therefore, G6PD deficiency is an exclusion criteria in clinical trials involving Tafenoquine (all regimens).

For clinical trials administered in the United States, G6PD testing is provided through commercial pathology companies including Labcorp and Quest
Diagnostics. Such testing, while usually available with 72-hour turnaround time, may sometimes take much longer. There is a single FDA-approved point
of care test (Abbott’s Binax Now) but this requires administration in a CLIA-certified laboratory, which not all clinical trial sites have access to.

For many clinical trials, and in particular those involving viral diseases, rapid administration of the investigational agent is required to maximize efficacy.
Therefore, we will attempt to import and utilize hand-held point of care tests approved elsewhere in the world in our clinical trials involving Tafenoquine
(any regimen). We may not be successful in this process, which would compromise our ability to recruit patients or result in a lower-than-expected effect of
Tafenoquine (any regimen) in such a trial.

Tafenoquine (all regimens) requires administration of a G6PD test. The lack of point of care tests may negatively impair sales of Arakoda or other drug
regimens containing Tafenoquine.

A G6PD test need only be administered once and can be recorded in electronic health records for future reference. The commercial providers of G6PD
testing in the United States will usually only commit to at best a 72-hour turn-around time for G6PD testing. Thus, while this does not present a problem in
principle for the existing malaria indication for individuals who travel frequently, or for organizations with organized occupational health and safety
programs where G6PD testing results are held on file, it may be a barrier to use of Arakoda by first time travelers or those planning to travel and hence be a
barrier to use of Arakoda if prospective patients are unwilling or unable to take the G6PD test.

If it is confirmed that the Mode of Action of Tafenoquine in COVID-19 is via a direct antiviral mechanism, it is likely that, as with other antivirals, rapid
administration of the product is important to maximize efficacy. Therefore, it is possible that the current lack of an FDA-approved, widely available point
of care G6PD test will negatively impact sales of Tafenoquine (any regimen) for COVID-19, under the assumption that the FDA eventually approves
Arakoda (or other) regimen of Tafenoquine for this indication and appropriate G6PD tests are never approved by FDA.

Several third-party diagnostic test companies are developing point of care G6PD tests (or platforms that would accommodate them) that utilize finger stick
blood samples and which may be appropriate for use in the United States. One of these tests is approved in Brazil and Australia.>3 Another is available for
use in Europe and was recently approved by the FDA in the United States.3* A third test is being developed with the NIH grant support for the U.S. and ex

U.S. markets and is in clinical development.35 There is no guarantee that tests will succeed in clinical development or ever become commercially available
to the public. Having to take a test at all, or to go to a third-party lab in order to take the test, may be a hindrance to the use of Arakoda, which would
negatively impact our sales.

Our product candidates are subject to extensive requlation, which can be costly and time-consuming, and unsuccessful or delayed requlatory approvals
could increase our future development costs or impair our future revenue.

The preclinical and clinical development, testing, manufacture, safety, efficacy, labeling, storage, recordkeeping, and subsequent advertising, promotion,
sale, marketing, and distribution, if approved, of our product candidates are subject to extensive regulation by the FDA and other regulatory authorities in
the United States and elsewhere. These regulations also vary in important, meaningful ways from country to country. We are not permitted to market a
potential new drug in the United States until we receive approval of an NDA from the FDA for such drug. We have received an NDA approval for Arakoda
for malaria prevention, but have not received approval from the FDA for any non-malaria prevention indications for Tafenoquine (Arakoda regimen),
Tafenoquine or any NDA approval from the FDA for Celgosivir or any of our other product candidates. There can be no guarantees with respect to our
product candidates that clinical studies will adequately support an NDA, that the products will receive necessary regulatory approvals, or that they will
prove to be commercially successful.

3 https://www.sdbiosensor.com/product/product_view?product_no=183.
34 Baebies Receives FDA 510(k) Clearance for G6PD Test on FINDER Platform | Baebies.
35 https://ivd.solutions/grant/.
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To receive regulatory approval for the commercial sale of any product candidates, we must demonstrate safety and efficacy in humans to the satisfaction of
regulatory authorities through preclinical studies and adequate and well-controlled clinical trials of the product candidates. This process is expensive and
can take many years, and failure can occur at any stage of the testing. Our failure to adequately demonstrate the safety and efficacy of our product
candidates will prevent regulatory approval and commercialization of such products.

In the event that we or our collaborators conduct preclinical studies that do not comply with Good Laboratory Practices (“GLP”), or incorrectly design or
carry out human clinical trials in accordance with Good Clinical Practices (“GCP”), or those clinical trials fail to demonstrate clinical significance, it is
unlikely that we will be able to obtain FDA approval for product development candidates. Our inability to successfully initiate and effectively complete
clinical trials for any product candidate on schedule, or at all, will severely harm our business. Significant delays in clinical development could materially
increase product development costs or allow our competitors to bring products to market before we do, impairing our ability to effectively commercialize
any future product candidate. We do not know whether planned clinical trials will begin on time, will need to be redesigned or will be completed on
schedule, if at all. Clinical trials can be delayed for a variety of reasons, including:

* delays or failures in obtaining regulatory authorization to commence a trial because of safety concerns of regulators relating to our product
candidates or similar product candidates of our competitors or failure to follow regulatory guidelines;

* delays or failures in obtaining clinical materials and manufacturing sufficient quantities of the product candidates for use in trials;
* delays or failures in reaching agreement on acceptable terms with prospective study sites;

* delays or failures in obtaining approval of our clinical trial protocol from an Institutional Review Board (“IRB”) to conduct a clinical trial at a
prospective study site;

* delays in recruiting patients to participate in a clinical trial, which may be due to the size of the patient population, eligibility criteria, protocol
design, perceived risks and benefits of the drug, availability of other approved and standard of care therapies or, availability of clinical trial sites;

»  other clinical trials seeking to enroll subjects with similar profile;

» failure of our clinical trials and clinical investigators to be in compliance with GCP;
» unforeseen safety issues, including negative results from ongoing preclinical studies;
+  inability to monitor patients adequately during or after treatment;

»  difficulty recruiting and monitoring multiple study sites; and

» failure of our third-party contract research organizations, clinical site organizations and other clinical trial managers, to satisfy their contractual
duties, comply with regulations or meet expected deadlines; and
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+ an insufficient number of patients who have, or are willing to have, a device implanted for monitoring and recording data.

In addition, any approvals we may obtain may not cover all of the clinical indications for which we seek approval or permit us to make claims of
superiority over currently marketed competitive products. Also, an approval might contain significant limitations in the form of narrow indications,
warnings, precautions or contraindications with respect to conditions of use. If the FDA determines that a risk evaluation and mitigation strategy (“REMS”)
is necessary to ensure that the benefits of the drug outweigh the risks, we may be required to include as part of the NDA a proposed REMS that may
include a package insert directed to patients, a plan for communication with healthcare providers, restrictions on a drug’s distribution, or a medication guide
to provide better information to consumers about the drug’s risks and benefits. Finally, approval could be conditioned on our commitment to conduct
further clinical trials, which we may not have the resources to conduct or which may negatively impact our financial situation.

The manufacture and tableting of Arakoda, Tafenoquine (all regimens) or Celgosivir is, or will be done, by third-party suppliers, who must also meet
current Good Manufacturing Practices (“cGMP”) requirements and pass a pre-approval inspection of their facilities before we obtain marketing approval
(now or in the future). All of our product candidates are prone to the risks of failure inherent in drug development. The results from preclinical animal
testing and early human clinical trials may not be predictive of results obtained in later human clinical trials. Further, although a new product may show
promising results in preclinical or early human clinical trials, it may subsequently prove unfeasible or impossible to generate sufficient safety and efficacy
data to obtain necessary regulatory approvals. The data obtained from preclinical and clinical studies are susceptible to varying interpretations that may
delay, limit or prevent regulatory approval, and the FDA and other regulatory authorities in the United States and elsewhere exercise substantial discretion
in the drug approval process. The numbers, size and design of preclinical studies and clinical trials that will be required for FDA or other regulatory
approval will vary depending on the product candidate, the disease or condition for which the product candidate is intended to be used and the regulations
and guidance documents applicable to any particular product candidate. The FDA or other regulators can delay, limit or deny approval of any product
candidate for many reasons, including, but not limited to:

* side effects;

» safety and efficacy;

*  defects in the design of clinical trials;

* new understanding related to the pharmacology of other related drug products and their side effects;

» the fact that the FDA or other regulatory officials may not approve our or our third-party manufacturer’s processes or facilities; or

» the fact that new regulations may be enacted by the FDA or other regulators may change their approval policies or adopt new regulations requiring
new or different evidence of safety and efficacy for the intended use of a product candidate.

In light of widely publicized events concerning the safety of certain drug products, regulatory authorities, members of Congress, the Government
Accountability Office, medical professionals and the general public have raised concerns about potential drug safety issues. These events have resulted in
the withdrawal of certain drug products, revisions to certain drug labeling that further limit use of the drug products and establishment of risk management
programs that may, for instance, restrict distribution of drug products. The increased attention to drug safety issues may result in a more cautious approach
by the FDA to clinical trials and approval. Data from clinical trials may receive greater scrutiny with respect to safety and the product’s risk/benefit profile,
which may make the FDA or other regulatory authorities more likely to terminate clinical trials before completion, or require longer or additional clinical
trials that may result in substantial additional expense, and a delay or failure in obtaining approval or approval for a more limited indication than originally
sought. Aside from issues concerning the quality and sufficiency of submitted preclinical and clinical data, the FDA may be constrained by limited
resources from reviewing and determining the approvability of an NDA or regulatory supplement for Tafenoquine (Arakoda or other regimen) for non-
malaria prevention indications or of a Celgosivir NDA in a timely manner.
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In pursuing clinical development of Tafenoquine (Arakoda or other regimen) for a non-malaria prevention indication or Celgosivir for other indications, we
will be required to amend existing prescribing information, or prepare a new NDA as appropriate. The FDA could approve Tafenoquine (Arakoda or other
regimen) or Celgosivir, but without including some or all of the prescribing information that we have requested. For instance, the FDA could approve
Tafenoquine (Arakoda or other regimen) or Celgosivir in a more limited patient population or include additional warnings in the drug’s label. This, in turn,
could substantially and detrimentally impact our ability to successfully commercialize Tafenoquine (Arakoda or other regimen) or Celgosivir and
effectively protect our intellectual property rights in Tafenoquine (Arakoda or other regimen) or Celgosivir.

If we are not able to successfully develop, obtain FDA approval for, and provide for the commercialization of non-malaria prevention indications for
Tafenoquine (Arakoda or other regimen) or Celgosivir in a timely manner, we may not be able to expand our business operations.

We currently have only a single product (Arakoda for malaria prevention) that has received regulatory approval for commercial sale. The process to
develop, obtain regulatory approval for and commercialize potential product candidates is long, complex and costly. Any future development of
Tafenoquine (Arakoda or other regimen for a non-malaria prevention indication) or Celgosivir, including initiating clinical trials, is dependent on obtaining
additional financing, even if we enter into a strategic collaboration.

Failure to demonstrate that a product candidate, including Tafenoquine (Arakoda or other regimen) for non-malaria prevention indications, or, in the future,
Celgosivir, is safe and effective, or significant delays in demonstrating such safety and efficacy, would adversely affect our business. Failure to obtain
marketing approval of Tafenoquine (Arakoda or other regimen for non-malaria prevention indications) or Celgosivir from appropriate regulatory
authorities, or significant delays in obtaining such approval, would also adversely affect our business and could, among other things, preclude us from
completing a strategic transaction or obtaining additional financing necessary to continue as a going concern.

Even if approved for sale, a product candidate must be successfully commercialized to generate value. Although we plan to undertake limited efforts
through a contracts sales organization to begin commercialization activities for Arakoda for malaria prevention, we do not currently have the capital
resources or management expertise to commercialize Tafenoquine (Arakoda other regimen for non-malaria prevention indications), or Celgosivir or any of
our other product candidates and, as a result, will need to complete a strategic transaction, or, alternatively, raise substantial additional funds to enable
commercialization of Arakoda, Tafenoquine (Arakoda or other regimen for non-malaria prevention indications) or Celgosivir or any of our other product
candidates, if approved. Failure to successfully provide for the commercialization of Arakoda for its current malaria prevention application, or Tafenoquine
(Arakoda or other regimen) for non-malaria prevention indications or Celgosivir or any other product candidate, would damage our business.

If our product candidates receive regulatory approval, we would be subject to ongoing regulatory obligations and restrictions, and possible litigation
exposure, which may result in significant expenses and limit our ability to develop and commercialize other potential products.

If a product candidate of ours is approved by the FDA or by another regulatory authority, we would be held to extensive regulatory requirements over
product manufacturing, testing, distribution, labeling, packaging, adverse event reporting and other reporting to regulatory authorities, storage, advertising,
marketing, promotion, distribution, and record keeping. Regulatory approvals may also be subject to significant limitations on the indicated uses or
marketing of the product candidates. Potentially costly follow-up or post-marketing clinical studies may be required as a condition of approval to further
substantiate safety or efficacy, or to investigate specific issues of interest to the regulatory authority. Previously unknown problems with the product
candidate, including adverse events of unanticipated severity or frequency, may result in additional regulatory controls or restrictions on the marketing or
use of the product or the need for post marketing studies, and could include suspension or withdrawal of the products from the market.

Furthermore, our third-party manufacturers and the manufacturing facilities that they use to make our product candidates are regulated by the FDA. Quality
control and manufacturing procedures must continue to conform to cGMP after approval. Drug manufacturers and their subcontractors are required to
register their facilities and products manufactured annually with the FDA and certain state agencies and are subject to periodic unannounced inspections by
the FDA, state and/or other foreign authorities. Any subsequent discovery of problems with a product, or a manufacturing or laboratory facility used by us
or our collaborators, may result in restrictions on the product, or on the manufacturing or laboratory facility, including a withdrawal of the drug from the
market or suspension of manufacturing. Any changes to an approved product, including the way it is manufactured or promoted, often require FDA
approval before the product, as modified, can be marketed. We and our third-party manufacturers will also be subject to ongoing FDA requirements for
submission of safety and other post-market information.
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The marketing and advertising of our drug products by our collaborators or us will be regulated by the FDA, certain state agencies or foreign regulatory
authorities including the Federal Trade Commission (“FTC”). Violations of these laws and regulations, including promotion of our products for unapproved
“off-label” uses or failing to disclose risk information, are punishable by criminal and civil sanctions and may result in the issuance of enforcement letters
or other enforcement action by the FDA, U.S. Department of Justice, state agencies, or foreign regulatory authorities that could jeopardize our ability to
market the product.

In addition to the FDA, state or foreign regulations, the marketing of our drug products by us or our collaborators will be regulated by federal, state or
foreign laws pertaining to health care “fraud and abuse,” such as the federal anti-kickback law prohibiting bribes, kickbacks or other remuneration for the
order or recommendation of items or services reimbursed by federal health care programs. Many states have similar laws applicable to items or services
reimbursed by commercial insurers. Violations of these laws are punishable by criminal and civil sanctions, including, in some instances, imprisonment and
exclusion from participation in federal and state health care programs, including the Medicare, Medicaid and Veterans Affairs healthcare programs.
Because of the far-reaching nature of these laws, we may be required to discontinue one or more of our practices to be in compliance with these laws.
Healthcare fraud and abuse regulations are complex, and even minor irregularities can potentially give rise to claims that a statute or prohibition has been
violated. Any violations of these laws, or any action against us for violations of these laws, even if we successfully defend against it, could have a material
adverse effect on our business, financial condition and results of operations.

If we, our collaborators or our third-party manufacturers fail to comply with applicable continuing regulatory requirements, our business could be seriously
harmed because a regulatory agency may:

» issue untitled or warning letters;

»  suspend or withdraw our regulatory approval for approved products;

*  seize or detain products or recommend a product recall of a drug or medical device, or issue a mandatory recall of a medical device;

» refuse import or export of any of our drug products;

» refuse to approve pending appli