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CALCULATION OF REGISTRATION FEE

Proposed
Maximum Proposed
Offering Maximum
Amount to be  Price Per Aggregate Amount of
Title of Each Class of Securities to be Registered  Registered® Share Offering Price  Registration Fee
Common stock, par value $0.0001 per share 23,251,553 $ 10.45¢) $ 242,978,728 $ 26,508.98w4
Common stock, par value $0.0001 per share 2,517,500 $ 11.500 $ 28,951,250 $ 0
Common stock, par value $0.0001 per share 1,119,750 $ 0.016 $ 11,197.50 $ 1.22@
Common stock, par value $0.0001 per share 904,231 $ 1.976 $ 1,781,336 $ 194.34@
Total 27,793,034 $ 26,704.5400
(€8} This registration statement (this “Registration Statement”) also covers an indeterminate number of additional shares
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®
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of common stock, par value $0.0001 per share (the “common stock”), of Clene Inc. (the “Registrant”) that may be
offered or issued to prevent dilution resulting from share splits, share dividends or similar transactions in accordance
with Rule 416 under the Securities Act of 1933, as amended (the “Securities Act”).

Consists of an aggregate of 23,251,553 shares of common stock registered for sale by the selling shareholders named
in this Registration Statement.

Pursuant to Rule 457(c) under the Securities Act, and solely for the purpose of calculating the registration fee, the
proposed maximum offering price per share is $10.45, which is the average of the high and low prices of shares of the
Registrant’s common stock on The Nasdaq Capital Market on February 10, 2021 (such date being within five
business days of the date that the initial Form S-1 Registration Statement was filed with the U.S. Securities and
Exchange Commission (the “SEC”)).

Calculated by multiplying the proposed maximum aggregate offering price of securities to be registered by
0.0001091.

Represents shares of common stock to be issued upon the exercise of (i) an aggregate of warrants to purchase
2,407,500 shares of common stock at an exercise price of $11.50 per share that were originally issued by Tottenham
Acquisition I Limited, a British Virgin Islands exempted company and our predecessor, in its initial public offering
and (ii) warrants that may be issued pursuant to a unit purchase option.

Represents the exercise price of the warrants.

Pursuant to Rule 457(p) under the Securities Act, the registrant is offsetting the amount of the registration fee due
under this registration statement with respect to these securities with registration fees previously paid with respect to
unsold securities previously registered on the registration statement on Form S-4 (File No. 333- 248703) initially filed
on September 10, 2020.

Represents shares of common stock to be issued upon the exercise of an aggregate of 1,119,750 warrants to purchase
common stock at an exercise price of $0.01 per share by the selling securityholders named in this Registration
Statement.

Represents shares of common stock to be issued upon the exercise of an aggregate of 904,231 warrants to purchase
common stock at an exercise price of $1.97 per share by the selling securityholders named in this Registration
Statement.

Previously paid.

The Registrant hereby amends this Registration Statement on such date or dates as may be

necessary to delay its effective date until the Registrant shall file a further amendment which specifically
states that this Registration Statement shall thereafter become effective in accordance with Section 8(a) of
the Securities Act, or until this Registration Statement shall become effective on such date as the SEC,
acting pursuant to said Section 8(a), may determine.
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Information contained herein is subject to completion or amendment. A registration statement relating to these
securities has been filed with the SEC. These securities may not be sold nor may offers to buy be accepted prior to
the time the registration statement becomes effective. This prospectus shall not constitute an offer to sell or the
solicitation of an offer to buy nor shall there be any sale of these securities in any jurisdiction in which such offer,
solicitation or sale would be unlawful.

PRELIMINARY PROSPECTUS SUBJECT TO COMPLETION, DATED MARCH 29, 2021

cLene

)= NANOMEDICINE"
Up to 27,793,034 Shares of Common Stock

This prospectus relates to the issuance by us of (i) up to an aggregate of 2,407,500 shares of our common
stock that may be issued upon exercise of warrants to purchase common stock at an exercise price of $11.50 per
share (the “Public Warrants”), which were originally issued by Tottenham Acquisition I Limited, a British
Virgin Islands exempted company and our predecessor (“Tottenham™), in its initial public offering, (ii) up to an
aggregate of 110,000 shares of our common stock that may be issued upon exercise of warrants to purchase
common stock at an exercise price of $11.50 per share (the “Option Warrants”), which were originally issued by
Tottenham, pursuant to a unit purchase option, (iii) up to an aggregate of 1,119,750 shares of our common stock
that may be issued upon exercise of warrants to purchase common stock at an exercise price of $0.01 per share
(the “PIPE Warrants™), and (iv) up to an aggregate of 904,231 shares of our common stock that may be issued
upon exercise of warrants to purchase common stock at an exercise price of $1.97 per share (the “Founder
Warrants” and together with the Public Warrants and the Option Warrants, the “Warrants”), which were issued
as part of private placement in connection with the closing of the Reverse Recapitalization (as defined below)
(the “PIPE™).

This prospectus also relates to the offer and sale, from time to time, by the selling shareholders named in
this prospectus (the “Selling_Shareholders”), or any of their pledgees, donees, assignees and successors-in-
interest (“Permitted Transferees”), of (i) up to an aggregate of 2,239,500 shares of our common stock that were
issued to certain investors in connection with the PIPE (collectively, the “PIPE Investors”), (ii) up to an
aggregate of 21,012,053 shares of our common stock otherwise held by the Selling Shareholders. This
prospectus also covers any additional securities that may become issuable by reason of share splits, share
dividends or other similar transactions.

We will not receive any proceeds from the sale of shares of common stock or warrants by the Selling
Shareholders pursuant to this prospectus, except with respect to amounts received by us upon exercise of the
warrants to the extent such warrants are exercised for cash. However, we will pay the expenses, other than
underwriting discounts and commissions and certain expenses incurred by the Selling Shareholders in disposing
of the securities, associated with the sale of securities pursuant to this prospectus.

We are registering the offer and sale of the securities described above to satisfy certain registration rights
we have granted. Our registration of the securities covered by this prospectus does not mean that either we or
the Selling Shareholders will issue, offer or sell, as applicable, any of the securities. The Selling Shareholders
and any of their permitted transferees may offer and sell the securities covered by this prospectus in a number of
different ways and at varying prices. Additional information on the Selling Shareholders, and the times and
manner in which they may offer and sell the securities under this prospectus, is provided under “Selling
Shareholders” and “Plan of Distribution” in this prospectus.

You should read this prospectus and any prospectus supplement or amendment carefully before you invest
in our securities.

Our common stock and warrants are listed on Nasdaq under the symbols “CLNN” and “CLNNW?”,
respectively. On March 25, 2021, the closing price of our common stock was $13.87 per share and the closing
price of our warrants was $1.1700 per share.

We are an “emerging growth company,” as that term is defined under the federal securities laws and, as
such, are subject to certain reduced public company reporting requirements.

Investing in our securities involves risks that are described in the “Risk Factors” section beginning
on page 11 of this prospectus.

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

The date of this prospectus is , 2021,
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INTRODUCTORY NOTE AND FREQUENTLY USED TERMS

On December 30, 2020 (the “Closing_Date”), we consummated the previously announced business
combination (referred to as the “Reverse Recapitalization”) pursuant to a merger agreement, dated as of
September 1, 2020 (the “Merger Agreement”), by and among the Company (which was at such time doing
business as Clene Nanomedicine, Inc. (“Clene Nanomedicine”), Tottenham, Chelsea Worldwide Inc., a
Delaware corporation and wholly owned subsidiary of Tottenham (“PubCo”), Creative Worldwide Inc., a
Delaware corporation and wholly owned subsidiary of PubCo (“Merger Sub”), and Fortis Advisors LLC, a
Delaware limited liability company as the representative of the Company’s shareholders (“Shareholders’
Representative”). Prior to the Reincorporation Merger discussed below, Tottenham was a British Virgin Islands
company incorporated as a blank check company for the purpose of entering into a merger, share exchange,
asset acquisition, stock purchase, recapitalization, reorganization or other similar business combination with one
or more businesses or entities.

The Reverse Recapitalization was effected in two steps: (i) Tottenham was reincorporated to the state of
Delaware by merging with and into PubCo (the “Reincorporation Merger”); (ii) promptly following the
Reincorporation Merger, Merger Sub was merged with and into Clene Nanomedicine, resulting in Clene
Nanomedicine being a wholly owned subsidiary of PubCo (the “Acquisition Merger”). On the Closing Date,
PubCo changed its name from Chelsea Worldwide Inc. to Clene Inc. (“Clene”) and listed its shares of common
stock, par value $0.0001 per share (“Common Stock”) on The Nasdaq Capital Market (“Nasdaq”) under the
symbol “CLNN”. The aggregate consideration for the Acquisition Merger was $543,390,059.55, paid in the
form of 54,339,004 newly issued shares of common stock of PubCo (“PubCo Common Stock”) valued at
$10.00 per share.

We also entered into subscription agreements with various investors for the private placement of Common
Stock (the “PIPE”), all of which closed shortly before the closing of the Reverse Recapitalization. Under the
PIPE, 2,239,500 shares of Common Stock (the “PIPE Shares”) were sold, resulting in net proceeds of $22.2
million. Pursuant to the subscription agreements, investors in the PIPE also received a warrant to purchase one-
half of one share of Common Stock, totaling 1,119,750 shares of PubCo Common Stock, at an exercise price of
$0.01 per share for each of the PIPE Shares, subject to a 180-day holding period.

3 <«
E]

Unless the context otherwise requires, “we,” “us,” “our”, the “Company” and the “Registrant” refer to
Clene Nanomedicine, Inc. and its subsidiaries prior to the consummation of the Reverse Recapitalization and
Clene Inc. and its subsidiaries after the consummation of the Reverse Recapitalization.

In addition, in this document, unless otherwise stated or the context otherwise requires, references to:

. “Tottenham” or “TOTA” is to Tottenham Acquisition I Limited, a British Virgin Islands company,
prior to the consummation of the Reverse Recapitalization;

. “Reverse Recapitalization” or “Transactions™ are to the Reincorporation Merger, the Acquisition
Merger and other transactions contemplated by the Merger Agreement, collectively, including the
PIPE Investment;

. “Bylaws” are to the Bylaws of Clene Inc.;
. “Certificate of Incorporation” are to the Certificate of Incorporation of Clene Inc.;
. “Closing” are to the closing of the Reverse Recapitalization;

. “Closing Date” are to December 30, 2020;

. “initial public offering” or “IPO” are to Tottenham’s initial public offering that was consummated
on August 6, 2018;

. “initial shareholders” are to the Sponsor and Tottenham’s prior officers and directors;
. “Governing Documents” are to the Certificate of Incorporation and the Bylaws;
. “PIPE Investment” are to the transactions contemplated by the Subscription Agreements, pursuant

to which investors collectively subscribed for an aggregate of 2,239,500 shares of PubCo’s
Common Stock at a price of $10.00 per share with proceeds of $15.0 million;

ii
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“private units” are to the sale of 215,000 units at a price of $10.00 per unit in a private placement to
Sponsor, generating total proceeds of $2,150,000, which are identical to the units sold in the IPO,
subject to certain limited exceptions;

“Sponsor” are to Norwich Investment Limited;

“Subscription Agreements” are to the subscription agreements, entered into by PubCo and each of
the PIPE Investors in connection with the PIPE Investment; and

“TOTA right” are to rights, each of which is exchangeable into one-tenth of one TOTA ordinary
share;

“TOTA warrant” are to the warrant, each of which to purchase one half of one TOTA ordinary
share; and

“units” are to the units of Tottenham, each unit representing one TOTA ordinary share, one TOTA
right and one TOTA warrant, which were offered and sold by Tottenham in its initial public offering
and in its concurrent private placement.

iii
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ABOUT THIS PROSPECTUS

This prospectus is part of a registration statement on Form S-1 that we filed with the Securities and
Exchange Commission (the “SEC”) using the “shelf” registration process. Under this shelf registration process,
the Selling Shareholders may, from time to time, sell the securities offered by them described in this prospectus.
We will not receive any proceeds from the sale by such Selling Shareholders of the securities offered by them
described in this prospectus. This prospectus also relates to the issuance by us of the shares of common stock
issuable upon the exercise of any Warrants. We will receive proceeds from any exercise of the Warrants for
cash.

Neither we nor the selling shareholders have authorized anyone to provide you with any information or to
make any representations other than those contained in this prospectus or any applicable prospectus supplement
or any free writing prospectuses prepared by or on behalf of us or to which we have referred you. Neither we
nor the selling shareholders take responsibility for, and can provide no assurance as to the reliability of, any
other information that others may give you. Neither we nor the selling shareholders will make an offer to sell
these securities in any jurisdiction where the offer or sale is not permitted.

We may also provide a prospectus supplement or post-effective amendment to the registration statement
to add information to, or update or change information contained in, this prospectus. You should read both this
prospectus and any applicable prospectus supplement or post-effective amendment to the registration statement
together with the additional information to which we refer you in the sections of this prospectus entitled “Where
You Can Find More Information.”

iv
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PROSPECTUS SUMMARY

This summary highlights selected information from this prospectus and does not contain all of the
information that is important to you in making an investment decision. This summary is qualified in its
entirety by the more detailed information included elsewhere in this prospectus. Before making your
investment decision with respect to our securities, you should carefully read this entire prospectus, including
the information under “Risk Factors,” “Management’s Discussion and Analysis of Financial Condition and
Results of Operations,” “Financial Statements and Supplementary Data” and the financial statements
included elsewhere in this prospectus.

Overview

We are a clinical-stage pharmaceutical company pioneering the discovery, development, and
commercialization of novel clean surfaced nanotechnology (CSN) therapeutics. CSN therapeutics are
comprised of atoms of transition elements that when assembled in nanocrystalline form, possess unusually
high, unique catalytic activities not present in those same elements in bulk form. These nanocatalytic
activities drive, support, and maintain beneficial metabolic and energetic intercellular reactions within
diseased, stressed, and damaged cells.

Our patent-protected, proprietary position affords us the potential to develop a broad and deep pipeline
of novel CSN therapeutics to address a range of diseases with high impact on human health. We began in
2013 by innovating an electrochemistry drug development platform that draws from advances in
nanotechnology, plasma and quantum physics, material science, and biochemistry. Our platform process
results in nanocrystals with faceted surfaces that are free of the chemical surface modifications that
accompany other production methods. Many traditional methods of nanoparticle synthesis involve the
unavoidable deposition of potentially toxic organic residues and stabilizing surfactants on the particle
surfaces. Synthesizing stable nanocrystals that are both nontoxic and highly catalytic has overcome this
significant hurdle in harnessing transition metal catalytic activity for therapeutic use.

Our clean-surfaced nanocrystals exhibit catalytic activities many-fold higher than other commercially
available nanoparticles, produced using various techniques, that we have comparatively evaluated. We have
multiple drug assets currently in development for applications in neurology, infectious disease, and oncology.
Our efforts are currently focused on addressing the high unmet medical needs in two areas: first, those related
to central nervous system disorders including Multiple Sclerosis (“MS”), Parkinson’s Disease (“PD”) and
Amyotrophic Lateral Sclerosis (“ALS”); and second, those related to the pandemic caused by COVID-19, a
highly infectious viral respiratory disease with serious and sometimes fatal co-morbidities.

The Clene Approach
The Clene approach to drug development is innovation focused and scientifically driven.

. Innovation focused — There are a significant number of diseases with high impact on human
health that have proven exceedingly challenging for traditional small-molecule or biologic drug
development approaches. Our approach involves the innovation of highly active therapeutic
nanocatalysts with novel mechanisms of action that result from proprietary advances in
nanotechnology, plasma and quantum physics, biochemistry, and materials science. This platform
affords us the ability to make new drug modalities targeting a wide range of diseases that have
eluded intervention using traditional small molecule or monoclonal antibody approaches.

. Scientifically driven — Clear scientific rationale and sound experimental design drive our
discoveries, from basic science to clinical trials. We believe we have established ourselves as an
industry leader in position for the development of therapeutic catalytic nanocrystals. We have
deep knowledge of the chemical properties, safety profiles, and catalytic abilities of transitional
metal nanocrystals and have proven abilities to produce concentrated, stable, highly active, clean-
surfaced nanocrystal suspensions using efficient, “green,” scalable processes. In so doing, we are
establishing, new classes of nanomedicines with the potential to address some of the most serious
diseases affecting human health.
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Strategy and Leadership

The management team is key to the successful execution of this strategic plan and fulfillment of our
business model. Our exceptional team brings extensive expertise and industry experience to their roles in
leading the company skillfully and effectively. The members of the executive team have established track
records in scientific innovation, early and late-stage pharmaceutical development, commercialization,
marketing, and the generation and protection of intellectual property.

Our innovation of CSN therapeutic candidates places us at the forefront of novel drug development for
a host of high impact, high unmet need human diseases. As we lead the development of CSN therapeutics,
our business strategy can be encapsulated by the following:

. First mover advantage — We believe that our proprietary knowledge of the processes needed to
manufacture clean-surfaced, highly faceted, catalytically active nanocrystals, and of the resulting
toxicological and physicochemical properties associated with these nanocrystals, places us in a
leadership position in the innovation and development of new candidate therapeutics for diseases
that have proven to be extremely difficult to target using traditional methods.

. Wide range of applicability — Energy metabolism is a fundamental mechanism in all living cells,
and CSN therapeutics that improve cellular bioenergetic efficiencies have the potential to be
applied to many different disease states and cell types. An advantage of this approach is that a
single drug candidate can be developed to hit multiple targets in multiple diseased cell types,
presently being investigated across multiple clinical trials with our lead asset, CNM-Au8, through
its clinical development program. We continue to explore ways in which the unique mechanisms
of action of CSN therapeutics can be applied across different diseases.

. Flexibility and tunability — Nanocatalytic activities are determined by the shape, faceting, size,
and chemical composition of nanocrystals. Our CSN platform has demonstrated flexibility in its
ability to make, for instance, both pure gold and gold-platinum nanocrystals of consistent and
reproducible shapes and sizes, in addition to making solutions of ionic zinc and silver. Because of
the ease with which new single elemental and composite nanocrystals can be made of varying
shapes and sizes using our proprietary techniques, we plan to continue developing a wide range
of CSN therapeutics to generate a deep pipeline of drug candidates to treat a host of different
diseases.

Intellectual Property, Trade Secrets and Manufacturing

We are the sole inventors of our manufacturing processes, devices, and drugs. These inventions are
protected by a comprehensive intellectual property portfolio of over 100 patents issued worldwide, with over
30 additional patents pending. See “— Intellectual Property” for more details. The patents relate to (1) the
devices that manufacture our CSN therapeutic drug candidates, (2) the processes involved in the use of these
devices, (3) the drug candidates manufactured in these devices, and (4) methods of use for the drug
candidates. In addition to filings for U.S. and foreign patents, we will continue to protect and maintain our
proprietary position by the use of trademarks, trade secrets, copyright protection, and continued technological
innovation. For example, years of intensive research and development were invested in fine-tuning our
production and delivery processes to the point where we expect to be able to consistently, reliably, and
affordably produce our drug candidates, including CNM-Au8, to meet large scale needs. We believe that any
attempts to reverse engineer or otherwise replicate our discoveries would be extraordinarily challenging for
potential competitors without violating our intellectual property protections.

We are also focused on building out a robust and relevant trade secret portfolio. Our trade secret
portfolio largely relates to the liquid handling and processing of our water-based products from start to finish.
In the case of our lead asset, CNM-Au8, highly purified water containing at least one processing enhancer
enters the production device where it is exposed to a plasma-conditioning step. The exact nature of the
plasma conditioning affects additional constituents that can become part of the flowing water thus affecting
the subsequent crystal growth processes. Likewise, many details of the electrode design, configuration and
operation also affect the electrochemical crystal growth processes that occur at each electrode set. Similarly,
many design and operational aspects of each trough device directly affect the electrochemical crystal growth
processes that occur at each electrode set. Finally, various aspects of liquid handling subsequent to crystal
growth, such as concentration and filling, are critical so as not to introduce any contaminates into
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the liquid, which could alter the surfaces of the nanocrystals, thus adding toxicity and/or adversely affecting
efficacy of the biological catalysis processes. We continue to explore additional ways to expand our trade
secret portfolio in various aspects of the design, production, control and manufacture of our products.

Our manufacturing facility meets rigorous international Good Manufacturing Processes (“GMP”)
standards in producing our CSN therapeutics. Furthermore, we have the space and know-how to expand and
scale up production as we continue to meet increased demands for our products.

Products

Our CSN therapeutic candidates aim to address high unmet medical needs in several disease areas
including:

(1) disease modification of central nervous system disorders, including MS, PD and ALS;
(2) the treatment of infectious diseases, including COVID-19;

(3) accelerated wound healing and scar formation; and,

(4) the treatment of selected cancer types.

In addition to the development of faceted, clean-surfaced nanocrystals, our electro-crystal-chemistry
platform can produce ionic solutions of various transition elements including silver, zinc, and others —
elements which have proven historical utility in the treatment of disease.

. CNM-Au8, our lead asset, is a highly concentrated aqueous suspension of clean-surfaced, highly
faceted nanocrystalline gold (“Au”). CNM-Au8’s nanocatalytic mechanisms target the
bioenergetic deficits, oxidative stress, and accumulation of misfolded proteins that are common to
many neurodegenerative diseases. CNM-Au8 is hypothesized to act as a neuroprotective and
remyelinating therapy in neurodegenerative disease states in order to: 1) drive, support, and
maintain beneficial metabolic and energetic intracellular reactions within diseased, stressed,
and/or damaged cells, 2) directly catalyze the reduction of harmful, reactive oxygen species, and
3) promote protein homeostasis via activation of the heat shock factor-1 pathway, recognized to
dampen the cytotoxicity caused by misfolded and denatured proteins, which are known to occur
ubiquitously in neurodegenerative diseases. We believe that CNM-Au8 is the only drug candidate
in development with these unique nanocatalytic mechanisms of action. Nonclinical toxicology
studies have demonstrated no adverse effect levels (“NOAELs”) even up to maximum feasible
dosing levels for oral administration. In vitro and in vivo pharmacology studies have
demonstrated that CNM-Au8 treatment enhances remyelination and neuroprotection in numerous
models of MS, PD, and ALS. A Phase 1 First-In-Human study did not reveal safety or tolerability
concerns for CNM-Au8 in healthy human volunteers dosed in accordance with the study
protocol. There are four Phase 2 clinical studies presently underway evaluating the efficacy and
safety of CNM-Au8 for the treatment of MS, PD, and ALS, an Expanded Access Program for
ALS, and one Phase 3 registrational clinical trial underway that has the potential to fully support
a New Drug Application (NDA) for the treatment of ALS, each of which is discussed in detail
below.

. CNM-ZnAg is a broad-spectrum antiviral, antibacterial agent comprised of zinc (Zn?*") and silver
(Ag") ions under development to treat disease-causing infections, such as COVID-19, and to
provide immune support for symptom resolution. Zn** and Ag" ions are produced in aqueous
solutions using our electrochemistry manufacturing platform; combining Zn** and Ag" ions made
in this manner leads to enhanced bioavailability of the ions and potentially, synergistic immune
system effects. One clinical study commenced in February, 2021 in Brazil, to determine ZnAg
efficacy for the treatment of symptomatic subjects with COVID-19 to prevent hospitalization.

. CNM-AgZn-17 is a gel polymer suspension of Ag*and Zn** under development for treatment of
infectious diseases and to support wound healing. We have demonstrated in in vitro assays that
CNM-AgZnl17 has broad-based anti-viral and anti-bacterial activity against common and
antibiotic resistant pathogens such as Methicillin-resistant Staphylococcus aureus. We have also
shown enhanced wound healing benefits in animal models of diabetic wound healing and
decreased scar formation following burns. We anticipate filing an Investigational New Drug
(IND) application with the FDA and subsequently plan to initiate a Phase 1 dermal First-In-
Human safety study with CNM-AgZn17 in 2022.
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. CNM-PtAu?7 is a gold-platinum combination nanocrystal with the potential to be an effective
treatment for oncology indications. We have demonstrated in vitro up-regulation of pro-apoptotic
and down-regulation of anti-apoptotic genes in the human breast cancer cell lines EFM-19 and
MT-3 using CNM-PtAu7. We have further demonstrated down-regulation of genes associated
with the electron transport chain activity which may relate to changes in tumorigenesis activity.
We anticipate initiating standard animal toxicology programs in late 2022 with an IND filing
planned between 2023 — 2024, subject to evaluation of the safety and efficacy learnings from the
preclinical oncology assays and toxicology findings.

Supplements

Our patented electrochemistry manufacturing platform further enables us to develop very low
concentration dietary supplements to advance the health and well-being of broad populations. These dietary
supplements can vary greatly and include nanocrystals of varying composition, shapes and sizes as well as
ionic solutions with diverse metallic constituents.

Dietary supplements are marketed and distributed through our wholly owned subsidiary, dOrbital, Inc.
(“dOrbital”), or through an exclusive license with 4Life Research LLC (“4Life”). These include:

. rMetx™ (ZnAg Immune Boost) by dOrbital; rMetx™ is an aqueous zinc-silver ion dietary
(mineral) supplement made using our electrochemistry manufacturing platform with bioactive
immune-supporting properties. rMetx™ is sold through dOrbital, and, a substantially similar
product under the tradename, Zinc Factor™, is sold by 4Life Research LLC (“4Life”), an
international supplier of health supplements and a related party, under a supply agreement.

. KHC46 (Gold Factor™) by 4Life: KHC46 is an aqueous gold dietary (mineral) supplement of
very low-concentration Au nanoparticles produced using our electrochemistry manufacturing
platform. KHC46 has different production methods and uses different devices resulting in
different physiochemical properties from our lead drug candidate, CNM-Au8. KHC46 is licensed
exclusively to 4Life for worldwide marketing and distribution.

Clinical Development Pipeline

We have four Phase 2 clinical studies presently underway for the treatment of neurodegenerative
disorders including MS, ALS, and PD, one Expanded Access Program for ALS patients, one Phase 3
registrational clinical trial presently underway for disease-modification in ALS, and a Phase 2 clinical study
for the treatment of COVID-19, which has received regulatory approval for conduct in Brazil. In addition, we
anticipate launching a clinical study for the treatment of PD in late 2021. The chart below reflects the
respective stages of our main drug candidates.

PHASE 2
or EAP

CSN® THERAPEUTIC INDICATION RESEARCH PRECLINICAL IND FILING PHASE 1 PHASE 3 ANTICIPATED RESULTS

. Healey ALS Platform Trial Harvard MGH (Registration Trial) 1H 2022
Amyotrophic
Lateral
Sclerosis ei RESCUEALS Phase 2 (Australia) 2H 2021
ALS::(”:;;"“ &‘ m&u@%ﬂ% Harvard (MGH) Expanded Access Program ongoing
CNM-Au8
(CSN® gold)
Ny @VISIONARY-MS Phase 2 14 2022%
Bioenergetic Multiple =~ = v
Nanocatalyst Sclerosis
(2’ RepairMS  Phase 2  Brain Imaging Biomarker Study 2H 2021%
% RepairPD Phase 2 Brain Imaging Biomarker Study 2H 2021
Parkinson's
Disease .
i’ RESCUEPD Phase 2 Launch Planned 2H 2021 1H 2024
CNM-ZnAg Anti-viral
| (CSN® zinc-silver) Anti-bacterial 2H 2021
CNM-AgZn17 Wound Healing,
CSN® (silver-zinc gel) Burn Treatment

CNM-PtAu7
| (CSN® platinum-gold) Oncology -

*Subject to ongoing COVID-19 related site research restrictions generally implemented to protect MS patients taking standard-of-care immunosuppressive therapies.




Table of Contents

Implications of Being an Emerging Growth Company

We qualify as an “emerging growth company” as defined in Section 2(a)(19) of the Securities Act, as
modified by the Jumpstart Our Business Startups Act of 2012 (the “JOBS Act”). As such, we are eligible for
and intend to take advantage of certain exemptions from various reporting requirements applicable to other
public companies that are not emerging growth companies for as long as we continue to be an emerging
growth company, including (i) the exemption from the auditor attestation requirements with respect to
internal control over financial reporting under Section 404(b) of the Sarbanes-Oxley Act, (ii) the exemptions
from say-on-pay, say-on-frequency and say-on-golden parachute voting requirements and (iii) reduced
disclosure obligations regarding executive compensation in our periodic reports and proxy statements.

We will remain an emerging growth company until the earlier of: (i) the last day of the fiscal year
(a) following the fifth anniversary of the closing of Tottenham’s initial public offering, (b) in which we have
total annual gross revenue of at least $1.07 billion, or (c) in which we are deemed to be a “large accelerated
filer” under the Securities Exchange Act of 1934, as amended (the “Exchange Act”), which would occur if
the market value of our common equity held by non-affiliates exceeds $700.0 million as of the last business
day of our most recently completed second fiscal quarter; or (ii) the date on which we have issued more than
$1.0 billion in non-convertible debt securities during the prior three-year period.

In addition, the JOBS Act provides that an emerging growth company can take advantage of an
extended transition period for complying with new or revised accounting standards. 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 may adopt new or revised accounting standards on the relevant dates on which adoption of such
standards is required for non-public companies instead of the dates required for other public companies.

Risks Associated with Our Business

Our business is subject to numerous material and other risks that you should be aware of before making
an investment decision. These risks are described more fully in the section entitled “Risk Factors.” These
summarized risks include, among others:

. We depend substantially on the successful commercialization of our drug candidates in the future,
which may fail to materialize or experience significant delays.

. We currently do not generate revenue from the commercial sales of drug candidates and we may
not become profitable when expected, or at all.

. We have incurred significant net losses and net operating cash outflows since our inception.

. Our ability to continue as a going concern requires that we obtain sufficient funding to finance
our operations, which may not be available on acceptable terms, or at all. A failure to obtain this
necessary capital when needed could force us to delay, limit, reduce or terminate our drug
development or commercialization efforts.

. We have a limited operating history, which may make it difficult to evaluate our current business
and predict our future performance.

. We may encounter difficulties in managing our growth and expanding our operations
successfully.
. Changes in government regulation or in practices relating to the pharmaceutical and

biotechnology industries, including potential healthcare reform, could decrease the need for our
drug candidates, or make it more difficult to obtain regulatory approvals for our drug candidates
and commercialize them.

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

. Our internal computer systems, or those used by any CRO or other contractors or consultants we
may engage, may fail or suffer security breaches.
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. We manufacture all of our drug candidates ourselves, and intend to manufacture most, if not all,
of any approved drugs ourselves as well.

. Delays in completing and receiving regulatory approvals for our manufacturing facilities could
delay our development plans or commercialization efforts.

. Damage to, destruction of or interruption of production at our manufacturing facilities would
negatively affect our business and prospects.

. Our future success depends on our ability to retain key executives and to attract, train, retain and
motivate qualified and highly skilled personnel.

Corporate Information

The mailing address for our principal executive office is 6550 South Millrock Drive, Suite G50, Salt
Lake City, Utah 84121, and our telephone number is (801) 676-9695. Our website address is http://
https://clene.com. The information contained in or accessible from our website is not incorporated into this
prospectus, and you should not consider it part of this prospectus. We have included our website address in
this prospectus solely as an inactive textual reference.
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Capital Stock.”

Shares of common stock issued by us

Shares of common stock that may be
offered and sold from time to time by
the Selling Shareholders named

herein

Shares of common stock outstanding
prior to exercise of all Warrants

Shares of common stock outstanding

assuming exercise of all Warrants

Use of proceeds

Market for our common stock and
warrants

Risk factors

THE OFFERING

The following summary of the offering contains basic information about the offering and our common
stock and is not intended to be complete. It does not contain all the information that may be important to you.
For a more complete understanding of our common stock, please refer to the section titled “Description of

Up to 4,541,481 shares of common stock issuable upon exercise
of the Warrants.

Up to an 23,251,553 shares of common stock.

59,526,171 shares of common stock as of March 25, 2021.

64,067,652 shares of common stock, based on total shares
outstanding as of March 25, 2021.

All of the shares of common stock and warrants offered by the
Selling Shareholders pursuant to this prospectus will be sold by
the Selling Shareholders for their respective accounts. We will
not receive any of the proceeds from these sales, except with
respect to amounts received by us upon exercise of the warrants
to the extent such warrants are exercised for cash.

Our common stock and warrants are listed on Nasdaq under the
symbols “CLNN” and “CLNNW?”, respectively.

Any investment in the common stock or warrants offered hereby
is speculative and involves a high degree of risk. You should
carefully consider the information set forth under “Risk Factors”
elsewhere in this prospectus.




Table of Contents

CAUTIONARY NOTE REGARDING FORWARD-LOOKING STATEMENTS

Certain statements in this prospectus may constitute “forward-looking statements” for purposes of the
federal securities laws. Our forward-looking statements include, but are not limited to, statements regarding our
or our management team’s expectations, hopes, beliefs, intentions or strategies regarding the future. In addition,
any statements that refer to projections, forecasts or other characterizations of future events or circumstances,
including any underlying assumptions, are forward-looking statements. The words “anticipate,” “believe,”
“contemplate,” “continue,” “could,” “estimate,” “expect,” “intends,” “may,” “might,” “plan,” “possible,”
“potential,” “predict,” “project,” “should,” “will,” “would” and similar expressions may identify forward-
looking statements, but the absence of these words does not mean that a statement is not forward-looking.
Forward-looking statements in this prospectus may include, for example, statements about:

» o« » o« » o«

. the benefits of the Reverse Recapitalization;

. the future financial performance of the Company following the Reverse Recapitalization;
. the clinical results of our drug candidates;

. the likelihood of commercial success for our drug candidates;

. changes in the market for our services;

. expansion plans and opportunities; and

. other factors detailed under the section entitled “Risk Factors.”

These forward-looking statements are based on information available as of the date of this Registration
Statement on Form S-1, the information incorporated herein by reference and our management’s current
expectations, forecasts and assumptions, and involve a number of judgments, risks and uncertainties.
Accordingly, forward-looking statements should not be relied upon as representing our views as of any
subsequent date. We undertake no obligation to update forward-looking statements to reflect events or
circumstances after the date they were made, whether as a result of new information, future events or otherwise,
except as may be required under applicable securities laws.

As a result of a number of known and unknown risks and uncertainties, our actual results or performance
may be materially different from those expressed or implied by these forward-looking statements. Some factors
that could cause actual results to differ include:

. the outcome of any legal proceedings that may be instituted against us following announcement of
the consummated Reverse Recapitalization and transactions contemplated thereby;

. the inability to maintain the listing of our common stock or warrants on The Nasdaq Stock Market
following the Reverse Recapitalization;

. the risk that the Reverse Recapitalization disrupts current plans and operations as a result of the
announcement and consummation of the transactions described herein;

. the inability to recognize the anticipated benefits of the Reverse Recapitalization, which may be
affected by, among other things, competition and the ability of the combined business to grow and
manage growth profitably;

. costs related to the Reverse Recapitalization;
. our ability to demonstrate the efficacy and safety of our drug candidates;
. the clinical results for our drug candidates, which may not support further development or

marketing approval;

. actions of regulatory agencies, which may affect the initiation, timing and progress of clinical trials
and marketing approval;

. our ability to achieve commercial success for our marketed products and drug candidates, if
approved;
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our ability to obtain and maintain protection of intellectual property for our technology and drugs;
our reliance on third parties to conduct drug development, manufacturing and other services;

our limited operating history and our ability to obtain additional funding for operations and to
complete the licensing or development and commercialization of our drug candidates;

the impact of the COVID-19 pandemic on our clinical development, commercial and other
operations;

changes in applicable laws or regulations;

the possibility that we may be adversely affected by other economic, business, and/or competitive
factors; and

other risks and uncertainties set forth in the section entitled “Risk Factors”.

9




Table of Contents

MARKET AND INDUSTRY DATA AND FORECASTS

We obtained the industry and market data used throughout this prospectus from our own internal estimates
and research, as well as from independent market research, industry and general publications and surveys,
governmental agencies, publicly available information and research, surveys and studies conducted by third
parties. Internal estimates are derived from publicly available information released by industry analysts and
third-party sources, our internal research and our industry experience, and are based on assumptions made by us
based on such data and our knowledge of our industry and market, which we believe to be reasonable. In some
cases, we do not expressly refer to the sources from which this data is derived. In addition, while we believe the
industry and market data included in this prospectus is reliable and based on reasonable assumptions, such data
involve material risks and other uncertainties and are subject to change based on various factors, including those
discussed in the section entitled “Risk Factors.” These and other factors could cause results to differ materially
from those expressed in the estimates made by the independent parties or by us.

10
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RISK FACTORS

Investing in our securities involves a high degree of risk. You should carefully consider the risks and
uncertainties described below, together with the other information in this prospectus, including our
consolidated financial statements and the related notes appearing at the end of this prospectus and in the
section titled “Management’s Discussion and Analysis of Financial Condition and Results of Operations,”
before deciding whether to invest in our securities. The occurrence of one or more of the events or
circumstances described in these risk factors, alone or in combination with other events or circumstances, may
have a material adverse effect on the our business, reputation, revenue, financial condition, results of
operations and future prospects, in which event the market price of our common stock could decline, and you
could lose part or all of your investment. Unless otherwise indicated, reference in this section and elsewhere in
this prospectus to our business being adversely affected, negatively impacted or harmed will include an adverse
effect on, or a negative impact or harm to, the business, reputation, financial condition, results of operations,
revenue and our future prospects. The material and other risks and uncertainties summarized above and
described below are not intended to be exhaustive and are not the only ones we face. Additional risks and
uncertainties not presently known to us or that we currently deem immaterial may also impair our business
operations. This prospectus also contains forward-looking statements that involve risks and uncertainties. Our
actual results could differ materially and adversely from those anticipated in the forward-looking statements as
a result of a number of factors, including the risks described below. See the section titled “Cautionary Note
Regarding Forward-Looking Statements.”

Risks Relating to Our Business and Industry

We depend substantially on the successful commercialization of our drug candidates in the future, which
may fail to materialize or experience significant delays.

As a new biopharmaceutical business, we currently do not have any drugs available for commercial sales
nor do we have any drugs that have been approved for sale by the regulatory authorities. We have invested a
significant portion of our efforts and financial resources in research and development of our leading drug
candidate, CNM-Au8, which in early-stage studies has shown potential for the treatment of patients with
multiple sclerosis (“MS”), amyotrophic lateral sclerosis (“ALS”) and Parkinson’s disease (“PD”). Our ability to
generate significant revenue and become profitable in the future depends substantially on the future sales
generated by CNM-Au8 and our drug candidates, which in turn depends on the successful research and
development (“R&D”), regulatory approval, commercialization and sale of our drug candidates presently under
clinical development for the treatment of patients with neurological disorders. We are also developing new
drugs based on our technology that have not yet entered into human studies. The ultimate success of our drug
candidates is subject to us achieving certain milestones, including without limitation:

. identifying, assessing, acquiring and obtaining evidence of biological activity of new drug
candidates to treat certain diseases;

. obtaining satisfactory evidence of safety of these drug candidates in animal toxicology studies;

. obtaining regulatory approval for the conduct of, successful enrollment in, and completion of,
clinical trials of our drug candidates;

. obtaining satisfactory proof of the clinical efficacy and safety of our drug candidates from these
clinical trials;

. obtaining approvals and marketing authorizations from regulatory authorities for our drug
candidates;

. developing sustainable and scalable manufacturing processes to produce these drug candidates;

. successfully expanding manufacturing processes to support global commercialization capacity of

our drug candidates; and

. launching and commercializing drug candidates for which we have obtained regulatory approvals
and marketing authorizations, either directly or with a collaborator or distributor.

11
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If we do not achieve one or more of these milestones in a timely manner, or at all, we could experience
significant delays in our ability to obtain approval for and/or to successfully commercialize our drug candidates,
which would materially harm our business and we may not be able to generate sufficient revenues and cash
flows to continue our operations.

Even if we are able to generate revenues from the future sales of our drug candidates, we may not become
profitable and may need to obtain additional funding to continue operations. Any required funding may not be
available on favorable terms or at all. If we fail to become profitable or are unable to sustain profitability on a
continuing basis, then we may be unable to continue our operations at planned levels and be forced to reduce
our operations. Even if we do achieve profitability, we may not be able to sustain or increase profitability on a
quarterly or annual basis. Our failure to become and remain profitable would decrease our value significantly
and could impair our ability to raise capital, expand our business or continue our operations, which in turn may
adversely affect our business, financial condition, and results of operations.

We currently do not generate revenue from the commercial sales of drug candidates and we may not become
profitable when expected, or at all.

Our main business is the research and development, and if successful, sales of drug candidates. As all of
our drug candidates are still in the R&D stage, we currently do not generate revenue from the sale of drug
candidates, and have recorded continued losses. We generate a small amount of revenue related to supply
agreements for dietary (mineral) supplements and from sales of another product, however, such revenue is not
expected to be a major contributor to revenue in the future. If we fail to commercialize our drug candidates as
planned due to failures to complete clinical trials, obtain regulatory approval, conduct commercial scale
manufacturing or for any other reason, we may experience significant delays or failure in generating revenue
and realizing profit from the commercial sale of our drug candidates.

Further, we expect to incur significant costs in the future, in particular for the R&D and
commercialization of our drug candidates. Our R&D expenses amounted to $15.2 million, $9.6 million and $6.6
million, respectively, in 2020, 2019 and 2018, respectively. As drug candidates presently undergoing preclinical
research enter into the clinical trial stage, costs associated with such drug candidates may increase significantly.
In the future, as we move more drug candidates into the clinical trial stage, conduct more clinical trials for
commercialized products to broaden their use, and carries out commercial production of our drug candidates,
the costs associated with such operations may increase significantly.

As we operate in the highly competitive pharmaceutical market, we compete to commercialize our drug
candidates ahead of our competitors, putting us under pressure to incur R&D and other expenses with a
potential negative impact on our short-term profitability. On the other hand, our commercialized drug
candidates may fail to realize their sales potential as expected due to competition, insufficient market demand,
product defects, or any other reason. Therefore, even after we start to generate revenue from the sales of our
commercialized drug candidates in the future, we may still not be profitable for an extended period of time or at
all.

We have incurred significant net losses and net operating cash outflows since our inception.

Investment in biopharmaceutical drug development is highly speculative. It entails substantial upfront
capital expenditures and significant risk that a drug candidate might fail to gain regulatory approval or become
commercially viable. We continue to incur significant expenses related to our ongoing operations. We have
incurred substantial losses since our inception. During 2020, 2019 and 2018, we recorded a loss for the year of
$19.3 million, $16.2 million and $11.7 million, respectively. As of December 31, 2020, we had an accumulated
deficit of $153.6 million. For details, see Item 7. Management’s Discussion and Analysis of Financial Condition
and Results of Operations. Substantially all of our operating losses have resulted from costs incurred in
connection with our R&D programs and administrative expenses associated with our operations, and we expect
that our R&D expenses will continue to increase in the future.

We expect to continue to incur losses for the foreseeable future, and we expect these losses to increase as
we continue to expand our development of, and seeks regulatory approvals for, our drug candidates, and we
continue to build up our commercialization and sales workforce in anticipation of the future roll-out of our late-
stage drug candidates. Typically, it takes many years to develop one new drug from the drug discovery stage to
the time it is available for treating patients. In addition, we will continue to incur costs associated with operating
as a public company and in support of our growth as a development-stage or commercial-stage pharmaceutical
company. The
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size of our future net losses will depend, in part, on the number and scope of our drug development programs
and the associated costs of those programs, the cost of commercializing any approved products, our ability to
generate revenues and the timing and amount of milestones and other payments we make or receive through
arrangements with third parties. If any of our drug candidates fails in clinical trials or does not gain regulatory
approval, or if approved, fails to achieve market acceptance, we may never become profitable. Our failure to
become and remain profitable would decrease our value significantly and impair our ability to raise capital,
maintain our R&D efforts, expand our business or continue our operations.

Our ability to continue as a going concern requires that we obtain sufficient funding to finance our
operations, which may not be available on acceptable terms, or at all. A failure to obtain this necessary
capital when needed could force us to delay, limit, reduce or terminate our drug development or
commercialization efforts.

As of December 31, 2020, we had cash totaling $59.3 million and an accumulated deficit of $153.6
million. During 2020, we incurred a net loss totaling $19.3 million, and used cash in operating activities totaling
$18.9 million. We expect to continue to incur losses and use cash in operating activities in 2021 and for the
foreseeable future. We expect that the cash on hand as of December 31, 2020 will be sufficient to fund our
operations for a period extending beyond twelve months from the date the consolidated financial statements are
issued. For details, please see Item 7. Management’s Discussion and Analysis of Financial Condition and
Results of Operations — Liquidity and Capital Resources. Our ability to continue as a going concern requires
that we obtain sufficient funding to finance our operations until our drug candidates begin generating sufficient
revenue. As part of our ongoing business plans, we will continue seeking funding through equity financing and
may seek debt financing or other capital sources. We may not be able to obtain financing on acceptable terms,
or at all. The terms of any financing may adversely affect the holdings or the rights of our shareholders. If we
are unable to raise capital when needed or on acceptable terms, we would be forced to delay, reduce or eliminate
research and development programs and commercialization efforts. These factors, among others, may raise
substantial doubt about our ability to continue as a going concern.

We have a limited operating history, which may make it difficult to evaluate our current business and predict
our future performance.

We are a biopharmaceutical company formed in December 2012 focusing on the discovery and
development of innovative drugs for the treatment of neurological diseases and other disorders. Our limited
operating history, particularly in light of the rapidly evolving nanocrystal therapies field, may make it difficult
to evaluate our current business and predict our future performance.

As a relatively new business, we have not yet demonstrated an ability to manufacture drugs at a
commercial scale, or arrange for a third party to do so on our behalf, or conduct sales and marketing activities
necessary for successful commercialization. We have not had any product approved for commercial sale and
have not generated any revenue from product sales. Consequently, any assessment you make about our current
business or future success or viability may not be as accurate as it could be if we had a longer operating history
and had been able to reduce some of the uncertainties as set out above. Further, our limited financial track
record, without any revenue yet from our expected future principal business, may be of limited reference value
for your assessment of our business.

We may encounter difficulties in managing our growth and expanding our operations successfully.

As we seek to advance our drug candidates through clinical trials, we will need to expand our
development, regulatory, compliance, manufacturing, marketing and sales capabilities or contract with third
parties to provide these capabilities for us. As our operations expand, we expect that we will need to manage
additional relationships with various strategic partners, suppliers and other third parties. Future growth will
impose significant added responsibilities on members of management. Our future financial performance and our
ability to commercialize our drug candidates and to compete effectively will depend, in part, on our ability to
manage any future growth effectively. To that end, we must be able to manage our development efforts and
clinical trials effectively and hire, train and integrate additional management, administrative, and sales and
marketing personnel. We may not be able to accomplish these tasks, and our failure to accomplish any of them
could prevent us from successful growth and could harm our future business, financial condition and operating
results.

13
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Changes in government regulation or in practices relating to the pharmaceutical and biotechnology
industries, including potential healthcare reform, could decrease the need for our drug candidates, or make
it more difficult to obtain regulatory approvals for our drug candidates and commercialize them.

In recent years, the U.S. Congress, the President, executive branch agencies, and state legislatures have
considered various types of healthcare reform to control growing healthcare costs. Similar reform movements
have occurred in parts of Europe and Asia. Healthcare reform legislation could also increase the costs of drug
development and commercialization that could limit the profits to be made from the development of new drugs.
This could adversely affect R&D expenditures by pharmaceutical and biotechnology companies, which could in
turn decrease the business opportunities available to us in the U.S. and other countries. We are unable to predict
what reform proposals will be adopted in the future, if any.

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

We and certain of the third parties we contract with, such as our contract research organizations, or CROs,
are subject to numerous environmental, health and safety laws and regulations, including those governing
laboratory procedures and the handling, use, storage, treatment, and disposal of hazardous materials and wastes.
In addition, our planned construction projects can only be put into operation after certain regulatory procedures
have been completed with the relevant administrative authorities in charge of environmental protection, health
and safety. Our operations involve the use of hazardous and flammable materials, including chemicals and
biological materials. Our operations also may produce hazardous waste products at some future time. We
generally contract with third parties for the disposal of these materials and wastes. We cannot entirely eliminate
the risk of contamination or injury from these materials. In the event of contamination or injury resulting from
our use of hazardous materials, we could be held liable for any resulting damages, and any liability could
exceed our resources.

Although we maintain workers’ compensation insurance to cover the costs and expenses we may incur
due to injuries to our employees resulting from the use of or exposure to hazardous materials, this insurance
may not provide adequate coverage against potential liabilities. We do not maintain insurance for environmental
liability or toxic tort claims that may be asserted against us in connection with our storage, use or disposal of
biological or hazardous materials.

In addition, the environmental, health and safety laws and regulations applicable to us and our third-party
contractors may change and impose stricter requirements in the future. As a result, we may be required to incur
substantial costs to comply with future environmental, health and safety laws and regulations. These current or
future laws and regulations may impair our research, development or production efforts. Failure to comply with
these laws and regulations also may result in substantial fines, penalties or other sanctions.

Our internal computer systems, or those used by any CRO or other contractors or consultants we may
engage, may fail or suffer security breaches.

Despite the implementation of security measures, our internal computer systems and those of our CROs
and other contractors and consultants are vulnerable to damage from computer viruses and unauthorized access.
Although, to our knowledge, we have not experienced any material system failure or security breach to date, if
such an event were to occur and cause interruptions in our operations, it could result in a material disruption of
our development programs and business operations.

In the ordinary course of our business, we collect and store sensitive data, including, among other things,
legally protected patient health information, personally identifiable information about our employees,
intellectual property, and proprietary business information. We manage and maintains our applications and data
utilizing on-site systems and outsourced vendors. These applications and data encompass a wide variety of
business-critical information including research and development information, commercial information, and
business and financial information. Because information systems, networks and other technologies are critical to
many of our operating activities, shutdowns or service disruptions of our systems or those of the vendors that
provide information systems, networks or other services to us pose increasing risks. Such disruptions may be
caused by events such as computer hacking, phishing attacks, ransomware, dissemination of computer viruses,
worms and other destructive or disruptive software, denial of service
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attacks and other malicious activity, as well as power outages, natural disasters (including extreme weather),
terrorist attacks or other similar events. Such events could have an adverse impact on us and our business,
including loss of data and damage to equipment and data. In addition, system redundancy may be ineffective or
inadequate, and our disaster recovery planning may not be sufficient to cover all eventualities. Significant
events could result in a disruption of our operations, damage to our reputation or a loss of revenues. In addition,
we may not have adequate insurance coverage to compensate for any losses associated with such events.

We could be subject to risks caused by misappropriation, misuse, leakage, falsification or intentional or
accidental release or loss of information maintained in our information systems and networks and those of our
vendors, including personal information of our employees and patients, and company and vendor confidential
data. In addition, outside parties may attempt to penetrate our systems or those of our vendors or fraudulently
induce our personnel or the personnel of our vendors to disclose sensitive information in order to gain access to
our data and/or systems. Like other companies, we have on occasion experienced, and will continue to
experience, threats to our data and systems, including malicious codes and viruses, phishing and other cyber-
attacks. The number and complexity of these threats continue to increase over time. If a material breach of our
information technology systems or those of our vendors occurs, the market perception of the effectiveness of
our security measures could be harmed and our reputation and credibility could be damaged. We could be
required to expend significant amounts of money and other resources to repair or replace information systems or
networks.

In addition, we could be subject to regulatory actions and/or claims made by individuals and/or groups in
private litigation involving privacy issues related to data collection and use practices and other data privacy
laws and regulations, including claims for misuse or inappropriate disclosure of data, as well as unfair or
deceptive practices. Although we develop and maintain systems and controls designed to prevent these events
from occurring, and we have a process to identify and mitigate threats, the development and maintenance of
these systems, controls and processes is costly and requires ongoing monitoring and updating as technologies
change and efforts to overcome security measures become increasingly sophisticated. Moreover, despite our
efforts, the possibility of these events occurring cannot be eliminated entirely. As we outsource more of our
information systems to vendors, engages in more electronic transactions with payers and patients and relies
more on cloud-based information systems, the related security risks will increase and we will need to expend
additional resources to protect our technology and information systems.

We manufacture all of our drug candidates ourselves, and intend to manufacture most, if not all, of any
approved drugs ourselves as well.

We currently have manufacturing facilities in the U.S. and may build additional manufacturing facilities
in other markets to expand our manufacturing capacity. These facilities may encounter unanticipated delays and
expenses due to a number of factors, including regulatory requirements. If construction, regulatory evaluation,
and/or approval of our new facilities is delayed, we may not be able to manufacture sufficient quantities of our
drug candidates, if approved, which would limit our development and commercialization activities and our
opportunities for growth. Cost overruns associated with constructing or maintaining our facilities could require
us to raise additional funds from other sources, which may not be available on favorable te