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PROSPECTUS

1,200,000 American Depositary Shares

bl.ophytis

Representing 12,000,000 Ordinary Shares

We are offering 1,200,000 American Depositary Shares, or ADSs, referred to herein as the offering. Each
ADS represents the right to receive 10 ordinary shares. The ADSs may be evidenced by American Depositary
Receipts, or ADRs.

This is our initial public offering of ADSs. Prior to this offering there has been no public market for the
ADSs. Our ordinary shares are listed on the Euronext Growth Paris market.

We have applied to list the ADSs on the Nasdaq Capital Market under the symbol “BPTS.”

The offering price is expected to be between $15.00 and $18.00 per ADS. The final offering price per ADS in
U.S. dollars will be determined through negotiations between us and H.C. Wainwright & Co., LLC, or Wainwright,
as underwriter, and by reference to the prevailing market prices of our ordinary shares on the Euronext Growth
Paris after taking into account market conditions and other factors. On February 1, 2021, the last reported sale
price of our ordinary shares on the Euronext Growth Paris market was €1.44 per ordinary share, corresponding to
a price of $17.28 per ADS, assuming an exchange rate of €0.83 per U.S. dollar, the Banque de France exchange
rate on February 1, 2021, and based on an assumed ratio of 10 ordinary shares for each ADS.

We are an “emerging growth company” as that term is used in the Jumpstart Our Business Startups Act of
2012 and, as such, have elected to comply with certain reduced public company reporting requirements for this
prospectus and future filings.

Investing in the ADSs involves risks. See “Risk Factors” beginning on page 19.

Neither the Securities and Exchange Commission nor any U.S. state or other securities commission has
approved or disapproved of these securities or passed upon the adequacy or accuracy of this prospectus. Any
representation to the contrary is a criminal offense.

Per ADS Total
Public Offering Price .. ... ... ... i $ $
Underwriting Discounts and Commissions(1) . .................... $ $
Proceeds to us, before expenses . ... ...... .. $ $

(1) See “Underwriting” beginning on page 241 of this prospectus for additional information regarding
underwriting compensation.

Wainwright may also exercise its option to purchase up to an additional 180,000 ADSs from us in the
offering, at the public offering price, less underwriting discounts and commissions, within 30 days from the date of
this prospectus. If Wainwright exercises this option in full, the total underwriting commissions payable by us will be

$ and the total proceeds to us, before expenses, will be $ , based on the Banque de France exchange
rate on , 2021.
The underwriter expects to deliver the ADSs to purchasers in the offering on or about , 2021

through the book-entry facilities of The Depository Trust Company.
Sole Book-Running Manager

H.C. Wainwright & Co.

The date of this prospectus is , 2021.
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You should rely only on the information contained in this prospectus and any related free-writing
prospectus that we authorize to be distributed to you. We and the underwriter have not authorized any
person to provide you with information different from that contained in this prospectus or any related
free-writing prospectus that we authorize to be distributed to you. This prospectus is not an offer to
sell, nor is it seeking an offer to buy, these securities in any state or jurisdiction where the offer or
sale is not permitted. The information in this prospectus speaks only as of the date of this prospectus
unless the information specifically indicates that another date applies, regardless of the time of
delivery of this prospectus or of any sale of the securities offered hereby.



For investors outside of the United States: Neither we nor the underwriter have taken any action
in any jurisdiction outside the United States to permit a public offering of the ADSs in that
jurisdiction. Persons outside the United States who come into possession of this prospectus must inform
themselves about and observe any restrictions as to this offering and the distribution of the prospectus
applicable to that jurisdiction.

We are incorporated in France, and a majority of our outstanding securities are owned by non-U.S.
residents. Under the rules of the U.S. Securities and Exchange Commission, or SEC, we are currently
eligible for treatment as a “foreign private issuer.” As a foreign private issuer, we will not be required
to file periodic reports and financial statements with the SEC as frequently or as promptly as domestic
registrants whose securities are registered under the Securities Exchange Act of 1934, as amended, or
the Exchange Act.

The financial statements included in this prospectus are presented in euros. All references in this
prospectus to “$,” “USS$,” “U.S.$,” “U.S. dollars,” “dollars” and “USD” mean U.S. dollars and all
references to “€” and “euros,” mean euros, unless otherwise noted. Throughout this prospectus,
references to ADSs mean ADSs or ordinary shares represented by ADSs, as the case may be.

MARKET, INDUSTRY AND OTHER DATA

Unless otherwise indicated, information contained in this prospectus concerning our industry and
the markets in which we operate, including our general expectations and market position, market
opportunity and market size estimates, is based on information from independent industry analysts,
third-party sources and management estimates. Management estimates are derived from publicly
available information released by independent industry analysts and third-party sources, as well as data
from our internal research, and are based on assumptions made by us based on such data and our
knowledge of such industry and market, which we believe to be reasonable. Although we are
responsible for all of the disclosures contained in this prospectus, we have not independently verified
any of the data from third-party sources, nor have we ascertained the underlying economic assumptions
relied upon therein. In addition, while we believe the market opportunity information included in this
prospectus is generally reliable and is based on reasonable assumptions, such data involves risks and
uncertainties, including those discussed under the heading “Risk Factors.”

TRADEMARKS AND SERVICE MARKS

This prospectus may contain references to our trademarks and to trademarks belonging to other
entities. Solely for convenience, trademarks and trade names referred to in this prospectus, including
logos, artwork and other visual displays, 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 or the rights of the applicable licensor to these trademarks and trade names. We do not
intend our use or display of other companies’ trade names or trademarks to imply a relationship with,
or endorsement or sponsorship of us by, any other company.
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PROSPECTUS SUMMARY

The following summary highlights information contained elsewhere in this prospectus and does not
contain all of the information you should consider before investing in the ADSs. You should read the entire
prospectus carefully, including “Risk Factors” and our financial statements and the related notes appearing
elsewhere in this prospectus. You should carefully consider, among other things, the matters discussed in the
sections of this prospectus titled “Business,” and “Management’s Discussion and Analysis of Financial
Condition and Results of Operations” before making an investment decision. Unless otherwise indicated,
“Biophytis,” “the company,” “our company,” “we,” “us” and “our” refer to Biophytis S.A. and its
consolidated subsidiary.

Overview

We are a clinical-stage biotechnology company focused on the development of therapeutics that
slow the degenerative processes associated with aging and improve functional outcomes for patients
suffering from age-related diseases, including severe respiratory failure in patients suffering from
COVID-19. Our goal is to become a leader in the emerging field of aging science by delivering
life-changing therapies to the growing number of patients in need. To accomplish this goal, we have
assembled an experienced and skilled group of industry professionals, scientists, clinicians and key
opinion leaders from leading industry and academic institutions from around the world.

A number of degenerative diseases associated with aging have been characterized in the last
century, including sarcopenia and age-related macular degeneration, or AMD. The pathophysiology of
these and many other age-related diseases is not yet well understood, and effective treatment options
are lacking. The global population of people over the age of 60 is expected to double from
approximately 962 million in 2017 to 2.1 billion by 2050, according to estimates from the United
Nations” World Population Prospects: the 2017 Revision. We believe that the need for effective
therapeutics for age-related diseases will continue to grow throughout the 21% century. In addition,
healthcare costs, including costs associated with treatments and long-term care for age-related diseases
associated with this demographic shift, are expected to rise proportionally, as effective treatment
options are currently lacking. We believe that developing treatments to slow disease progression and
reduce the risk of severe disability associated with age-related diseases is of the utmost importance.

As we age, our physical, respiratory, visual and cognitive performances gradually decline due, in
part, to the cumulative deleterious effect of multiple biological and environmental stresses, including
current and emerging viral infections, to which we are exposed during our lifetime. The functional
decline can be much faster in some individuals as a consequence of, among other things, the
degenerative processes affecting specific cells, tissues and organs. Through evolution, cells, tissues and
organisms have developed natural means or pathways to counteract and balance the effects of the many
stresses they face. This natural ability to compensate for stress and remain functional, called biological
resilience, degrades over time. The decline in biological resilience contributes to the acceleration of
these degenerative processes and the impairment of functional performance, which, in turn, can lead to
severe disability, reduced health-span and ultimately death. This occurs as we age, but can occur at a
younger age, when genetic mutations exist, or in the case of infection and inflammation.

The 2019 coronavirus outbreak due to SARS-CoV-2, or COVID-19, was first identified in Wuhan,
in the Hubei Province in China in December 2019. It was recognized as a worldwide pandemic by the
World Health Organization, or WHO, in March 2020. There are many ongoing clinical studies to
develop medical responses to COVID-19. A few anti-viral agents (including Veklury (remdesivir) and
bamlanivimab (LY-CoV55)) have already received authorizations in the United States and the
European Union, or EU; in addition, certain anti-inflammatory agents (including I1-6 antagonists and
dexamethasone) have been shown to be effective in patients who are on a respirator. Moreover, a few
vaccines have now been authorized around the globe; while many more remain in development. Age,
co-morbidities, heavy smoking, male gender and several ethnic backgrounds are associated with worse




outcomes. Our therapeutic approach is aimed at targeting and activating key biological resilience
pathways that can protect against and counteract the effects of the multiple biological and
environmental stresses, including inflammatory, oxidative, metabolic and viral stresses that lead to
age-related diseases.

Our lead drug candidate, Sarconeos (BIO101), is an orally administered small molecule in
development for the treatment of neuromuscular diseases. Sarconeos (BIO101) is a plant-derived
pharmaceutical-grade purified 20-hydroxyecdysone. We have completed preclinical studies, including
chronic toxicology and safety pharmacology studies, and a Phase 1 clinical trial in healthy human
volunteers, which are necessary for pursuing further clinical development of Sarconeos (BIO101). Our
early data suggests that Sarconeos (BIO101) stimulates biological resilience and muscle metabolism in
cellular models, and preserves strength, mobility and respiratory capacity in animal models of certain
neuromuscular diseases. While we are still in the early stages of development, we believe that these
results support further investigation and clinical development of Sarconeos (BIO101) in patients with
certain neuromuscular and respiratory diseases.

The initial indication we are seeking approval for is sarcopenia, an age-related degeneration of
skeletal muscle, which is characterized by a loss of muscle mass, strength and function in elderly people
(adults 65 years of age and older) leading to reduced mobility, or mobility disability, and increased risk
of adverse health events and hospitalization, and potential death resulting from falls, fractures, and
physical disability. There is currently no approved medication for sarcopenia, which is present in the
elderly with an estimated prevalence range between six to 22% worldwide. We are currently testing the
safety and efficacy of Sarconeos (BIO101) in an ongoing global, randomized, double-blind, placebo-
controlled clinical study (SARA-INT) with 233 elderly patients with sarcopenia at risk of mobility
disability. The enrollment to this study was completed in March 2020. The COVID-19 pandemic has
resulted in the closure of study sites and changes to the protocol for this study. Such changes and
revisions were submitted to and reviewed by the applicable institutional review boards, or IRBs.
Despite the interruption of in-office visits and other disruptions that were imposed due to the
COVID-19 pandemic, we were able to retain most of the study participants. The last patient completed
his final on-treatment visit in December 2020. Despite the impediments, a total of 196 participants
completed the SARA-INT study. Currently, we are conducting final assessment on the last patients in
this clinical trial. We expect to announce top-line results from this study during the second quarter of
2021.

Sarconeos (BIO101) is also in development to treat patients who suffer from severe respiratory
manifestations of COVID-19. We are currently testing the safety and efficacy of Sarconeos (BIO101) in
an ongoing global, multicenter, double-blind, placebo-controlled, group-sequential, and adaptive
two-part Phase 2-3 study (COVA) in patients with SARS-CoV-2 pneumonia. COVID-19 is an infectious
disease caused by a newly discovered coronavirus. Most people infected with the COVID-19 virus will
experience mild to moderate respiratory illness and recover without requiring special treatment. Older
people, and those with underlying medical problems like cardiovascular disease, diabetes, chronic
respiratory disease and cancer are more likely to develop serious illness. Part 1 of COVA is a Phase 2
exploratory proof of concept, or PoC, study to provide preliminary data on the activity, safety and
tolerability of Sarconeos (BIO101) in the target population, which is hospitalized patients with severe
respiratory manifestations. Part 2 of COVA will be a Phase 3 pivotal randomized study to provide
further evidence of safety and efficacy of Sarconeos (BIO101) after 28 days of dosing. The study has
regulatory approvals to take place in the United States, Brazil, France, Belgium and the United
Kingdom. The first COVA participant was enrolled in August 2020, in Belgium. On January 8, 2021,
the independent Data Monitoring Committee, or DMC, of COVA reviewed the safety data analysis
from the first 20 patients who were enrolled in the study, and recommended beginning recruitment for
Part 2 of COVA. Authorization has been obtained for most clinical centers from regulatory authorities
(national regulatory agency and/or central IRB and/or local Ethics Committees) in the United States
and Brazil for the start of Part 2. Enrollment for Part 1 was completed on January 21, 2021.




Enrollment for Part 2 of the study is expected to be completed in the first quarter of 2021. The first
interim analysis, or A, is anticipated to occur in the first quarter of 2021, subject to any COVID-19
related delays and the impact of the current pandemic on our operational capabilities, with results of
the study and submission for emergency use authorization, or EUA, with the U.S. Food and Drug
Administration, or FDA, and conditional marketing authorization with the European Medicines
Agency, or EMA, expected in the second quarter of 2021 (subject to any delays in patient recruitment
or retention, interruptions in sourcing or supply chain, regulatory authorizations, COVID-19 related
delays and the impact of the current pandemic).

We are also developing Sarconeos (BIO101) for Duchenne muscular dystrophy, or DMD, a rare
genetic neuromuscular disease in male children and young adults, which is characterized by accelerated
degeneration of muscle and is responsible for a loss of mobility, respiratory failure and cardiomyopathy,
leading to premature death. There is currently no cure and limited treatment options for DMD, which
affects approximately 2.8 out of 100,000 people worldwide (approximately 20,000 new cases annually
worldwide), based on our estimates from publicly available information, resulting in premature death.
In 2018, we received orphan drug designation for Sarconeos (BIO101) in DMD from the FDA and the
EMA. In December 2019, we received an Investigational New Drug, or IND, “may proceed” letter
from the FDA (USA) and we received a Clinical Trials Application, or CTA, approval from the Federal
Agency for Medicines and Health Products (Belgium), or FAMHP, to start the MYODA study, and to
investigate Sarconeos (BIO101) in non-ambulatory patients with signs of respiratory deterioration. In
the “may proceed” letter, the FDA noted that it had significant concerns with the design of the study,
and, that the results of the study, as originally designed to enroll ambulatory and non-ambulatory
patients and measure muscle function deterioration through a composite score, would not be capable of
providing interpretable data sufficient to support a marketing application. In its letter, the FDA
recommended that we revise the study population and primary endpoint. We have incorporated the
FDA's recommendations and revised the protocol to focus on non-ambulatory patients with signs of
respiratory deterioration and changed the primary endpoint to respiratory function. The revised
protocol will be submitted as an amendment to the FDA and other regulatory authorities for review.
While the FDA has not reviewed these changes yet, we do not expect the FDA to object to the revised
protocol, given that we made the changes that the FDA requested. We hope to start this study, which
will be a global, double-blind, placebo-controlled, group-sequential, Phase 1-3 seamless study, in the
first half of 2021, subject to any COVID-19-related delays and the impact of the pandemic on our
operational capabilities.

Our second drug candidate, Macuneos (BIO201), is an orally administered small molecule in
development for the treatment of diseases of the retina, or retinopathies. It is a plant-derived
pharmaceutical-grade purified 9 cis-norbixin, or norbixin. We have completed preclinical cellular and
animal studies of Macuneos (BIO201) for the treatment of retinopathies. While we are still in the early
stages of development, we believe that the results from our preclinical studies support continued
investigation into whether Macuneos (BIO201) may stimulate biological resilience and protect the
retina against phototoxic damage that leads to vision loss. The initial indication we plan to seek
approval for is dry AMD, a common eye disorder among people over the age of 50 that affects central
vision, impairing functions such as reading, driving, and facial recognition, and has a major impact on
quality of life and the ability to live independently. There are currently no approved drugs for dry
AMD. Based on our estimates from publicly available information, AMD affects approximately 8.5% of
the global population (ages 45 to 85) and is expected to increase over time as the population ages. We
plan to commence a Phase 1 clinical trial (MACA-PK) in healthy volunteers in the second half of 2021,
subject to regulatory review and approval, which is pending, any COVID-19-related delays and the
impact of the pandemic on our operational capabilities.

We are also exploring Macuneos (BIO201) as a potential treatment for Stargardt disease, which
shares many of the characteristics of dry AMD. Stargart disease is the most common form of inherited
macular degeneration that typically develops in childhood and leads to vision loss and, in some cases,




blindness. We plan to explore clinical development of Macuneos (BIO201) for Stargardt disease in
early 2022 following our MACA-PK Phase 1 clinical trial, subject to any COVID-19-related delays and
the impact of the pandemic on our operational capabilities.

We hold exclusive commercialization rights through licenses for each of our drug candidates. We
currently plan to develop our drug candidates through clinical PoC (typically Phase 2), and then seek
licensing and/or partnership opportunities for further clinical development through regulatory approval
and commercialization.

We have developed our lead drug candidate Sarconeos (BIO101), preclinical drug candidate
Macuneos (BIO201), and a preclinical pipeline of life-cycle extension products, consisting of BIO103
and BIO203, through a drug discovery platform in collaboration with Sorbonne University in Paris,
France based on work with medicinal plants. Plants are major sources of small molecules, called
secondary metabolites, which they produce as a defense mechanism to various environmental stresses,
including attack from predatory and pathogenic species (e.g., insects, bacteria and fungi). Our drug
discovery platform is based on a reverse pharmacology approach that tests a collection of bioactive
secondary metabolites along with chemical analogs that we have synthesized in phenotypic screens of
various age-related diseases. Our long-term goal is to advance the field of aging science with the
continued discovery and development of new drug candidates that treat age-related diseases by
stimulating biological resilience pathways that are involved in the aging process and/or age-related
diseases.

We have assembled an executive team of scientific, clinical, and business leaders with broad
expertise in biotechnology and clinical drug development. Stanislas Veillet, our co-founder, Chairman
and Chief Executive Officer, has held positions in the biotechnology, pharmaceutical and nutritional
industries for the last 25 years. He holds a Ph.D. in genetics and has authored more than a dozen
patents. Our other co-founder and Scientific Advisor, René¢ Lafont, is a biochemist (Ecole Normale
Supérieure), Professor Emeritus and former Dean of the Department of Life Sciences at Sorbonne
University. He has authored over 250 scientific publications and a dozen patents and is also notably a
Laureate of Karlson Foundation in Germany and the recipient of the Jaroslay Heyrovsky medal of the
Czech Academy of Sciences. Dr. Samuel Agus, our Chief Medical Officer, holds a Doctor in Medicine,
is a board-certified neurologist with academic training in biostatistics and bioinformatics, and has over
15 years of clinical development experience in the pharmaceutical industry. Waly Dioh, our Chief
Operating Officer holds a doctorate in phytopathology (Paris XI), and spent most of his career with
research and development teams in Monsanto Company, initially in France to set up a genoptyping
platform, and then in the United States. Pierre Dilda, our Chief Scientific Officer holds a doctorate in
pharmacology from the University of Paris V, Faculty of Medicine, Paris. He has 25 years’ experience in
advancing small molecule drug candidates in pharma, biotech and academic environments. Evelyne
Nguyen, our Chief Financial Officer, graduated from the Institut de Gestion (France). She has over
30 years of corporate finance and business development experience with biotech and pharma companies
(i.e., Bristol Myers Squibb, LFB and Nicox SA), and led numerous cross border transactions.




Our Clinical Pipeline

We are developing a portfolio of programs targeting biological resilience pathways that slow the
degenerative processes associated with aging and improve functional outcomes for patients suffering
from age-related diseases. Our current pipeline of drug candidates is illustrated below.

Candidate Indication Program Preclinical Phase 1 Phase 2 Phase 3
| | |
i ARA
(B|O1 01 ) Sarcopenia S
Macuneos  PYAMD  MACA -
(B|O2O1 ) Stargardt .

Sarconeos (BIO101)

We are developing Sarconeos (BIO101) for the treatment of certain neuromuscular diseases,
including sarcopenia and DMD. Both are diseases of muscular degeneration, but with different causes
and pathophysiologies (i.e., age-related versus genetic). However, similar key muscular processes are
impaired in each of these diseases as well as other muscle wasting conditions, including metabolism,
mitochondrial function, stem cell proliferation and loss of biological resilience, which are mediated
through multiple signaling pathways. Early cellular and animal model data suggest that Sarconeos
(BIO101) directly targets muscle tissue and cells, and improves several key muscle cell functions,
including protein syntheses, regeneration and energy production. Additional studies suggest it may have
a positive impact on Acute Lung Injury, or ALI, which may evolve towards Acute Respiratory Distress
Syndrome, or ARDS, in COVID-19 patients. We believe that Sarconeos (BIO101) may have the
potential to improve muscle and respiratory function and preserve strength, mobility and respiratory
capacity in various muscle wasting and COVID-19-related ALI/ARDS.

Sarcopenia (the SARA clinical program)

Sarcopenia is an age-related degeneration of skeletal muscle. It is a major cause of mobility
disability in the elderly, characterized by a loss of muscle mass, strength, balance and the ability to
stand and/or walk, resulting in a loss of independence, increased risk of adverse health events and
hospitalization, and potential death resulting from falls, fractures, and physical disability. We have
observed activity of Sarconeos (BIO101) on cellular function and muscle performance in several
cellular and animal models of various age-related and muscular wasting conditions. Based on the
Phase 1 study (SARA-PK), with 54 healthy young and elderly adult subjects in 2017, we identified the
two dosing levels (175 and 350 mg b.i.d.) for our ongoing SARA-INT trial. We are currently testing the
safety and efficacy of the oral adult formulation of Sarconeos (BIO101) in an ongoing global,
randomized, double-blind, placebo-controlled study (SARA-INT) with 233 elderly participants with
sarcopenia at risk of mobility disability. Recruitment was completed in March 2020. The COVID-19
pandemic has resulted in the closure of study sites and changes to the protocol. Such changes and
revisions were submitted to and reviewed by the applicable IRBs. Despite these interruptions of
in-office study visits and other disruptions that were imposed due to the COVID-19 pandemic, we were
able to retain most of the study participants. The last patient completed his final on-treatment visit in




December 2020. Despite the impediments, a total of 196 participants completed the SARA-INT study.
Currently, we are conducting final assessment on the last patients in this clinical trial. We expect to
announce top-line results during the second quarter of 2021.

If approved by regulatory authorities for commercial use, we believe there is market potential for
Sarconeos (BIO101) in sarcopenia, which is highly present in the elderly (greater than 65 years old)
with an estimated prevalence range of between six to 22% worldwide. There is currently no approved
medication for sarcopenia and no therapeutic agents are currently being tested in confirmatory or
Phase 3 clinical trials. Based on our review of research in this area, we believe Sarconeos (BIO101) is
currently the only drug candidate being tested in an interventional Phase 2 clinical trial for the
treatment of sarcopenia. To our knowledge, there is currently no widely accepted standard of care for
sarcopenia. Current non-medicinal treatment recommendations primarily focus on moderate physical
activity, such as 30 minutes of walking per day or resistance-based (strength) training, as they exert
effects on both the nervous and muscular systems that are critical to positive physiological and
functional adaptations in older adults, and nutritional intervention. Other potential drug modalities that
have been tested in the clinic for sarcopenia have yet to demonstrate effectiveness on clinically
meaningful outcomes (strength and mobility) and/or safety in larger clinical trials and/or have not
progressed through the clinic. Based on our understanding and discussions with regulatory agencies,
including the FDA and EMA, functional mobility endpoints must be achieved in order to obtain
marketing approval for sarcopenia. We believe that based on our potential mechanism-of-action and
preclinical cellular and animal model data that Sarconeos (BIO101) directly targets muscle tissue and
cells, and improves key muscle cell functions.

COVID-19 (the COVA clinical program)

COVID-19 was declared as a worldwide pandemic by WHO in March 2020. As of the date of this
prospectus, the number of worldwide cases is approximately 102.6 million, with more than 2.2 million
confirmed deaths. At this stage, many countries in Europe are experiencing a second wave of cases,
while the number of new cases per day in the United States is at an all-time high. COVA is a global,
multicenter, double-blind, placebo-controlled, group-sequential, and adaptive two-part Phase 2-3 study
with a total of 310 hospitalized patients in both parts. Part 1 will include the first 50 patients and the
data from all study participants will be analyzed together at the end of Part 2. We are using the adult
oral formulation of Sarconeos (BIO101) at 350 mg b.i.d. During the study, two IAs will be performed
by the DMC, with the first one from the first 50 participants and the second IA on the safety and
efficacy data from 155 participants, which will be used to re-assess the final sample size. The study was
approved in the following countries: the United States, Brazil, France, Belgium and the United
Kingdom. The first participant in Part 1 of the study was enrolled in August 2020 in Belgium. On
January 8, 2021, the independent DMC of COVA reviewed the safety data analysis from the first 20
patients who were enrolled in the study, and recommended beginning recruitment for Part 2 of COVA.
Authorization has been obtained for most clinical centers from regulatory authorities (national
regulatory agency and/or central IRB and/or local Ethics Committees) in the United States and Brazil
for the start of Part 2. Enrollment for Part 1 was completed on January 21, 2021. Enrollment for Part 2
of the study is expected to be completed in the first quarter of 2021. The first IA is anticipated to
occur in the first quarter of 2021, subject to any COVID-19-related delays and the impact of the
current pandemic on our operations, with results of the study and submission for EUA with the FDA
and conditional marketing authorization with the EMA expected in the second quarter of 2021 (subject
to any delays in patient recruitment or retention, interruptions in sourcing or supply chain, regulatory
authorizations, COVID-19-related delays, and the impact of the current pandemic).

Due to the global pandemic, the rising number of COVID-19 cases, and the need for new
treatments, especially for patients who are hospitalized with severe respiratory manifestations such as
COVID-19 related ALI/ARDS, regulatory authorities are applying emergency approval programs.




These programs include EUA in the United States, and the EMA conditional marketing authorization,
under the guidance of the COVID-19 task-force, and similar programs in other countries. If an EUA is
achieved, a separate regulatory process will be needed in order to obtain a full marketing authorization
(i.e., non-emergency authorization and conditional marketing authorization) for the use of Sarconeos
(BIO101) in respiratory failure linked to COVID-19.

If authorized by regulatory authorities for commercial use, we believe there is market potential for
Sarconeos (BIO101) in hospitalized patients with COVID-19 who are not yet in Intensive Care Units,
or ICUs. To our knowledge, there are currently only a few drugs approved for COVID-19 treatments
(such as Veklury (remdesivir), which was approved for certain patient populations, and bamlanivimab
(LY-CoV55)) and based on our research, none are specifically targeting the modulation of the Renin—
Angiotensin System, or RAS, to restore respiratory function. However, there have been multiple clinical
trials testing repositioned drugs and new drug candidates or vaccines in 2020. A few vaccines have now
been authorized around the globe; while many more remain in development.

DMD (the MYODA clinical program)

DMD is rare neuromuscular genetic disease in male children and young adults, which is
characterized by accelerated degeneration of muscle and is responsible for a loss of mobility,
respiratory failure and cardiomyopathy, leading to premature death. It is the most common form of
muscular dystrophy in children. DMD is caused by mutations in the dystrophin gene that result in the
absence or very low levels of functional dystrophin, a cytoskeletal protein that protects muscle cells.

We have observed a positive effect on muscle function, mobility, and respiratory capacity (a major
disability in later stage DMD disease progression) in mdx mice models of DMD that were treated with
Sarconeos (BIO101). In June 2018, we received orphan drug designation from the FDA and EMA for
Sarconeos (BIO101) in DMD. We received an IND “may proceed” letter from the FDA in the United
States and CTA approval from the FAMHP in Belgium in the second half of 2019 to initiate clinical
development with our MYODA clinical program, which is based on a global, double-blind, placebo-
controlled, group-sequential, Phase 1-3 seamless study, in non-ambulatory DMD patients, with signs of
respiratory deterioration. We will use the pediatric oral formulation of Sarconeos (BIO101) to test the
safety and efficacy of the product on respiratory functions, as measured by Peak Expiratory Flow, or
PEE as the primary endpoint. In the “may proceed” letter from the FDA, the FDA noted that it had
significant concerns with the design of our study, and that the results of the study, as originally
designed to enroll ambulatory and non-ambulatory patients and measure muscle function deterioration
through a composite score, would not be capable of providing interpretable data sufficient to support a
marketing application. In its letter, the FDA recommended that we revise the study population and
primary endpoint. We have incorporated the FDA's recommendations and revised the protocol to focus
on non-ambulatory patients with signs of respiratory deterioration and changed the primary endpoint to
respiratory function. The revised protocol will be submitted as an amendment to the FDA and other
regulatory authorities for review. We hope to initiate the study in the first half of 2021, subject to any
COVID-19-related delays and the impact of the pandemic on our operational capabilities.

If approved by regulatory authorities for commercial use, we believe there is market potential for
Sarconeos (BIO101) in DMD, which affects approximately 2.8 out of 100,000 people worldwide
(approximately 20,000 new cases annually worldwide), based on our estimates from publicly available
information, resulting in premature death. There is currently no cure for DMD and there are only
limited treatment options that aim to control the symptoms and slow the disease progression. In many
countries, corticosteroids are the standard drug therapy. However, corticosteroids typically only slow the
progression of muscle weakness and delay the loss of ambulation by up to two years, and their benefit
for non-ambulatory boys with signs of respiratory deterioration, is not clear. Corticosteroids have also
been associated with adverse side effects and are generally not suitable for long-term administration.
There are three targeted therapies (i.e., therapies targeting a specific dystrophin mutation by exon




skipping or with stop codons) available on the market (two in the United States and one in Europe).
As these therapies each target a specific gene mutation, they can only address the approximately 20%
of the overall DMD patient population with those genetic mutations. In addition, there are only a few
treatments that are in clinical development that target treatment of ambulatory children. There are very
few early stage programs that target treatment of non-ambulatory patients with signs of respiratory
deterioration.

We believe that Sarconeos (BIO101) directly targets muscle tissue and cells, increases key muscle
cell functions that are impaired independent of the genetic mutation that causes the disease, and has
the potential to be used complementarily with corticosteroids, current targeted therapies and other
gene therapies under development. We also believe that because Sarconeos (BIO101) targets various
impaired muscle tissues and cells relevant to muscle strength, mobility and respiratory function, it has
the potential to be used in all stages of DMD progression, including both ambulatory and
non-ambulatory patients. Due to the high unmet need, specifically in the population of non-ambulatory
patients, with signs of respiratory deterioration, we decided to focus on this sub-population, at this
stage.

Macuneos (BI0201)
Dry AMD (the MACA clinical program)

AMD is an age-related degeneration of the macula, the central part of the retina. It is one of the
leading causes of irreversible vision loss and blindness in people over the age of 50 worldwide,
according to the Bright Focus Foundation’s Age-Related Macular Degeneration: Facts & Figures Fact
Sheet. Approximately 85 to 90% of AMD patients suffer from the dry (atrophic) form, called dry
AMD, according to estimates provided by the American Macular Degeneration Foundation. Based on
our estimates from publicly available information, we believe that dry AMD affects approximately
170 million people worldwide and is expected to increase over time as the population ages. Dry AMD
affects central vision and impairs many functions affecting quality of life and independent living such as
reading, driving, and facial recognition. The prevalence of dry AMD increases significantly with
advancing age.

We have observed that Macuneos (BIO201) appears to potentially protect the retina against
phototoxic damage caused by A2E (a by-product of the visual pigment cycle) accumulation that leads
to vision loss in several cellular and animal models of dry AMD and Stargardt disease. We are
conducting chronic and acute animal toxicology studies to support IND and CTAs. We plan to
commence a Phase 1 clinical trial (MACA-PK) in healthy volunteers in the second half of 2021, subject
to regulatory review and approval, which is pending, any COVID-19-related delays and the impact of
the current pandemic on our operational capabilities. We expect the MACA-PK Phase 1 clinical trial
will assess the safety, pharmacokinetics, or PK, and pharmacodynamics, or PD of Macuneos (BIO201).

If approved by regulatory authorities for commercial use, we believe that there is market potential
for Macuneos (BIO201) in dry AMD. Therapeutic options for dry AMD have proven challenging with
no currently approved drugs that can slow or reverse the disease progression.

We intend to investigate whether Macuneos (BIO201) may also be an effective treatment for
Stargardt disease, the most common form of inherited juvenile macular degeneration. The
pathophysiology of Stargardt disease is similar to that of AMD, in that it may also be characterized by
accelerated retinal degeneration.

Our Strategy

We are focused on the development of therapeutics that improve functional outcomes for patients
suffering from age-related diseases. Our goal is to build Biophytis into a leading biotechnology




company focused on targeting biological resilience pathways that slow the degenerative processes
associated with age-related disease progression in order to improve the lives of millions of patients that
have limited or no treatment options. We currently plan to develop our drug candidates through
clinical PoC (Phase 2/3) and then seek licensing and/or partnership opportunities for further clinical
development through regulatory approval and commercialization. To achieve our goal, we are pursuing
the following strategies:

* Demonstrate clinical proof of concept (PoC) of Sarconeos (BIO101) in sarcopenia. Our resources
and business efforts are primarily focused on advancing the clinical development of Sarconeos
(BIO101) for the treatment of neuromuscular disorders, with an initial focus on sarcopenia. Our
goal is to demonstrate clinical PoC safety and efficacy of Sarconeos (BIO101) to treat sarcopenia
in our ongoing SARA-INT Phase 2 clinical trial. Upon successful completion, we plan to pursue
licensing and/or partnership opportunities to advance Sarconeos (BIO101) into a confirmatory or
Phase 3 clinical trial necessary to secure marketing approval. We believe this indication has
significant value and that establishing clinical PoC may help attract partners for further clinical
development and commercialization.

* Demonstrate the therapeutic benefit and obtain conditional approval of Sarconeos (BIO101) for
COVID-19 patients. Complete a two-part Phase 2/3 trial in hospitalized COVID-19 patients with
severe respiratory manifestations and file for an EUA in the United States. We will also seek to
obtain a conditional marketing authorization from the EMA in the EU by using expedited
procedures implemented at the EU level to support the development and evaluation of
treatments for COVID-19, and apply for similar fast-track measures in other countries, such as
Brazil. In parallel, we will work to make Sarconeos (BIO101) ready for launch, through
manufacturing and supply-chain upscaling and market-access preparations. We plan for a
commercial launch in these countries, upon EUA or traditional regulatory approval, by licensing
the product to global or regional pharmaceutical companies. An EUA differs from a traditional
approval in that, among other things, it may be revoked at the conclusion of a public health
emergency, and there may be limitations to its uses. However, EUAs can be effective for quickly
supplying medical countermeasures needed during public health emergencies. We also plan to
conduct additional studies, as needed, to obtain regulatory approval for commercial distribution.

e Initiate clinical development of Sarconeos (BIO101) in DMD. Our efforts are also focused on
leveraging our knowledge and the development of Sarconeos (BIO101) in sarcopenia to
commence and advance the clinical development of Sarconeos (BIO101) for the treatment of
non-ambulatory DMD patients with signs of respiratory deterioration, independent of genetic
mutation and across the disease spectrum. We have already received an IND “may proceed”
letter from the FDA in the United States and a CTA approval from FAMHP in Belgium. In the
“may proceed” letter from the FDA, the FDA noted that it had significant concerns with the
design of the study, and that the results of the study, as originally designed to enroll ambulatory
and non-ambulatory patients and measure muscle function deterioration through a composite
score, would not be capable of providing interpretable data sufficient to support a marketing
application. In its letter, the FDA recommended that we revise the study population and primary
endpoint. We have incorporated the FDA's recommendations and revised the protocol to focus
on non-ambulatory patients with signs of respiratory deterioration and changed the primary
endpoint to respiratory function. The revised protocol will be submitted as an amendment to the
FDA and other regulatory authorities for review. We hope to initiate this study in the first half
of 2021, subject to any COVID-19-related delays and the impact of the pandemic on our
operational capabilities. The pandemic may also pose limitations on starting a study in a very
vulnerable population.

* Advance the development of our second drug candidate, Macuneos (BIO201). We are also working
on continuing the preclinical development of our second drug candidate, Macuneos (BIO201),




for the treatment of retinopathies, with an initial focus on dry AMD. We plan to start a Phase 1
clinical trial (MACA-PK) in healthy volunteers, in the second half of 2021, subject to regulatory
review and approval, which is pending, any COVID-19-related delays and the impact of the
pandemic on our operation capabilities.

* Expand our presence in the United States to support co-development in Europe and the United States.
We plan to continue the expansion of our company in the United States and Europe. In 2018,
we opened offices in Cambridge, Massachusetts to support our growing clinical, regulatory, and
operational efforts, and we hired a U.S.-based Chief Medical Officer. Our goal is to continue to
build our clinical and regulatory operations to support further clinical trials and, if successful,
apply for regulatory approval in both the United States and Europe. We plan to work with
patient associations, regulatory agencies, government and third-party payors and other key
constituencies in both regions.

* Expand our pipeline and explore potential strategic partnerships and alliances to maximize the value
of our development programs. We plan to continue to leverage our collaborations with leading
scientific and academic institutions in order to pursue new INDs for our existing drug
candidates, including Sarconeos (BIO101), BIO103, Macuneos (BIO201) and BIO203. We
believe that our drug candidates may be applicable for additional age-related disease research
and potential application. We plan to explore the commercial potential of our drug candidates
after establishing clinical PoC through Phase 2/3.

Impact of COVID-19

We are closely monitoring how the spread of COVID-19 is affecting our employees, business,
preclinical and clinical studies. As part of our COVID-19 pandemic response, most of our employees
have transitioned to working remotely and travel has been restricted. During the pandemic, we
instructed our employees to work remotely as much as possible except for essential and required
activities that needed to be performed in laboratories. Such access and work must comply with social
distancing and other local government and facility requirements and policies were implemented during
initial and subsequent waives of COVID-19. While we have substantially completed enrollment dosing
of Sarconeos (BIO101) in our SARA-INT study, limitations on in-office visits due to study site closures
during the initial COVID-19 wave required adaptation of the study protocol including closing on-site
activities, organizing patient follow-ups to take place at home, and expanding treatment from six to
nine months for some patients. All such changes to the protocol were submitted to, reviewed and
approved by reviewing IRBs. Despite these impediments, the last patient completed his final on-
treatment visit in December 2020. Despite the impediments, a total of 196 participants completed the
SARA-INT study. However, the impact of continued and prolonged disruptions caused by the
COVID-19 pandemic may result in further difficulties or delays in initiating, enrolling, conducting or
completing our ongoing and planned clinical trials, which could result in additional unforeseen costs.
The impact of COVID-19 on our future clinical research and development progress will largely depend
on future developments of the pandemic. These future COVID-19 developments are highly uncertain
and cannot be predicted with confidence, and include issues such as: the rate and ultimate geographic
spread of the disease; the duration of the pandemic; travel restrictions and social distancing
requirements in the U.S., Brazil, the UK, France and other countries; business disruptions and closures;
impact on financial markets and the global economy; and the effectiveness of actions taken to contain,
treat and prevent the disease.

Risks Associated with Our Business

Our business is subject to a number of risks of which you should be aware before making an
investment decision. These risks are discussed more fully in the “Risk Factors” section of this
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prospectus immediately following this prospectus summary. These risks include, but are not limited to,
the following:

Our business could be materially adversely affected by the effects of health pandemics or
epidemics, including the current outbreak of COVID-19 and future coronavirus outbreaks, and
in particular in regions where we or third parties on which we rely have significant
manufacturing facilities, concentrations of clinical trial sites or other business operations.

We are a clinical-stage biotechnology company, with no products approved for commercial sale.
We have incurred significant losses since inception and anticipate that we will continue to incur
losses for the foreseeable future.

We will require substantial additional financing to achieve our goals and a failure to obtain this
capital when needed on acceptable terms, or at all, could force us to delay, limit, reduce or
terminate our drug development or other operations.

We have benefited from certain reimbursable financial advances and non-reimbursable
subsidiaries from the French government that if terminated or reduced may restrict our ability to
successfully develop, manufacture and commercialize our drug candidates.

Our indebtedness could restrict our operations and make us more vulnerable to adverse
economic conditions.

Our business is dependent on the successful development, conduct of clinical trials, supporting
data, regulatory approval, manufacture and commercialization of our drug candidates, each of
which is in the early stages of development.

The denial or delay of regulatory approval for our drug candidates would preclude or delay the
commercialization of our drug candidates and adversely impact our potential to generate
revenue and/or raise financing, our business and our results of operations.

Clinical development is a lengthy and expensive process with an uncertain outcome, and results
of earlier studies and trials, especially preclinical data and early phase clinical trial data, may not
be predictive of future trial results.

We rely on third parties to provide the raw materials necessary for our drug candidates and to
manufacture preclinical and clinical supplies of our drug candidates and we intend to rely on
third parties to produce commercial supplies of any approved drug candidate. We have not
currently engaged a supplier for long-term, commercial manufacture. The loss of these suppliers
or manufacturers, or their failure to comply with applicable regulatory requirements or to
provide us with sufficient quantities at acceptable quality levels or prices, or at all, would
materially affect future studies, commercial launch if approval is received, and adversely affect
our business.

We rely on third parties in the conduct of all of our preclinical studies and clinical trials and
intend to rely on third parties in the conduct of all of our future clinical trials. If these third
parties do not successfully carry out their contractual duties, fail to comply with applicable
regulatory requirements or meet expected deadlines, we may be unable to obtain regulatory
approval for our drug candidates.

Our existing collaborations as well as additional collaboration arrangements that we may enter
into in the future may not be successful, which could adversely affect our ability to develop and
commercialize our drug candidates.

Our ability to compete may decline if we do not adequately protect our proprietary rights.
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* We have a significant number of outstanding warrants and convertible debt, which may cause
significant dilution to our shareholders, have a material adverse impact on the market price of
our ordinary shares and make it more difficult for us to raise funds through future equity
offerings.

* The requirements of being a U.S. public company may strain our resources, divert management’s
attention and affect our ability to attract and retain executive management and qualified board
members.

* There has been no market for the ADSs prior to the offering and an active and liquid market
for our securities may fail to develop, which could harm the market price of the ADSs.

* The rights of shareholders in companies subject to French corporate law differ in material
respects from the rights of shareholders of corporations incorporated in the United States.

* As a foreign private issuer, we are exempt from a number of rules under the U.S. securities laws
and are permitted to file less information with the SEC than a U.S. company. This may limit the
information available to holders of ADSs.

* We are an “emerging growth company” under the JOBS Act (as defined below) and will be able
to avail ourselves of reduced disclosure requirements applicable to emerging growth companies,
which could make the ADSs less attractive to investors.

e Our research and development activities may be adversely impacted depending on the evolution
of the COVID-19 pandemic, mostly in countries where our clinical trials are ongoing and/or to
be launched (e.g., the United States, France, Belgium and Brazil).

Corporate Information

We were incorporated as a société anonyme, or SA, on September 27, 2006. We are registered at
the Paris Registre du Commerce et des Sociétés under the number 492 002 225. Our principal executive
offices are located at Sorbonne University—BC 9, Batiment A 4éme étage, 4 place Jussieu 75005 Paris,
France and our telephone number is +33 1 44 27 23 00. Our website address is www.biophytis.com. Our
agent for service of process in the United States is Puglisi & Associates. The reference to our website
is an inactive textual reference only and the information contained in, or that can be accessed through,
our website is not a part of this prospectus.

Implications of Being an “Emerging Growth Company”

We qualify as an “emerging growth company,” as defined in the Jumpstart our Business Startups
Act of 2012, or the JOBS Act. An emerging growth company may take advantage of specified reduced
reporting and regulatory requirements in contrast to those otherwise applicable generally to public
companies. These provisions include:

* the requirement to have only two years of audited financial statements and only two years of
related Management’s Discussion and Analysis of Financial Condition and Results of Operations
disclosure; and

* exemption from the auditor attestation requirement in the assessment of our internal control
over financial reporting pursuant to Section 404 the Sarbanes-Oxley Act of 2002, or the
Sarbanes-Oxley Act.

We may take advantage of these reduced reporting and other regulatory requirements for up to
five years or such earlier time that we are no longer an emerging growth company. We would cease to
be an emerging growth company if we have more than $1.07 billion in annual revenue, have more than
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$700 million in market value of our ordinary shares held by non-affiliates or issue more than
$1.0 billion of non-convertible debt over a three-year period.

Implications of Being a Foreign Private Issuer

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

* the sections of the Exchange Act regulating the solicitation of proxies, consents or authorizations

in respect of a security registered under the Exchange Act;

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

¢ the rules under the Exchange Act requiring the filing with the SEC of quarterly reports on
Form 10-Q containing unaudited financial and other specified information, or current reports on
Form 8-K upon the occurrence of specified significant events.

We intend to take advantage of these exemptions as a foreign private issuer.
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ADSs offered byus ..........

Ordinary shares to be
outstanding immediately after
the offering . .............

Option to purchase additional
ADS:s in the offering........

The ADSs . ................

Depositary . .. ..............

Use of proceeds . . .. .........

Dividend policy . ............

The Offering

1,200,000 ADSs, each representing 10 ordinary shares.

112,786,973 ordinary shares (or 114,586,973 ordinary shares if
Wainwright exercises its option to purchase an additional 180,000
ADSs in full).

We have granted Wainwright an option, which is exercisable within
30 days from the date of this prospectus, to purchase up to an
additional 180,000 ADSs (representing 1,800,000 ordinary shares)
from us at the offering price, less the underwriting discounts and
commissions, solely to cover over-allotments, if any.

Each ADS represents 10 ordinary shares, nominal value €0.20 per
share. The ADSs may be evidenced by ADRs. Purchasers of ADSs
in the offering will have the rights of an ADS holder as provided
in the deposit agreement among us, the depositary and all owners
and holders of ADSs issued thereunder. To better understand the
terms of the ADSs, you should carefully read the section in this
prospectus titled “Description of American Depositary Shares.” We
also encourage purchasers of ADSs to read the deposit agreement,
which is filed as an exhibit to the registration statement that
includes this prospectus.

The Bank of New York Mellon

We estimate that the net proceeds to us from the offering will be
approximately $16.1 million, based on the assumed initial public
offering price of $16.50 per ADS, which is the midpoint of the
price range set forth on the cover page of this prospectus, after
deducting underwriting discounts and commissions and estimated
offering expenses payable by us.

We intend to use the net proceeds we receive from the offering to
finalize part 2 of our COVA trial of Sarconeos (BIO101) in
respiratory failure linked to COVID-19, to finalize our Phase 2
clinical trial (SARA-INT) of Sarconeos (BIO101) in sarcopenia
with top line results, to commence development of Sarconeos
(BIO101) in DMD following IND approval from the FDA and
EMA, subject to better control of COVID-19 in Europe and the
United States, and to continue to build our preclinical research
and development platform on retinopathies and for other new and
on-going research and development activities, working capital and
other general corporate purposes. See the section of this
prospectus titled “Use of Proceeds.”

We do not expect to pay any dividends on ordinary shares or ADSs
in the foreseeable future.
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Risk factors . . .............. You should read the “Risk Factors” section of this prospectus for a
discussion of factors to consider carefully before deciding to invest
in the ADSs or ordinary shares.

Proposed Nasdaq trading symbol
for the ADSs . ............ “BPTS”

The number of our ordinary shares (including ordinary shares represented by ADSs) that will be
outstanding immediately following the completion of the offering is based on 54,834,978 ordinary shares
outstanding (including the 2,050,000 shares that were returned by NEGMA on January 19, 2021 (see
the section of this prospectus titled “Business—Legal Proceedings”)) and zero ADSs outstanding as of
June 30, 2020 in addition to the following ordinary shares that were issued after June 30, 2020 and up
to January 18, 2021:

* an aggregate of 30,840,328 ordinary shares that were issued in two private placements in July
and October 2020, or the H2 2020 Private Placements;

* an aggregate of 13,990,411 ordinary shares issued upon the conversion of bonds, or the H2 2020
Bond Conversions; and

* an aggregate of 1,121,256 ordinary shares issued upon the conversion of share subscription
warrants and founders’ warrants, or the Warrant Conversions.

The number of ordinary shares outstanding as of June 30, 2020 excludes:

* 3,585,690 ordinary shares issuable upon the exercise of warrants issued to investors outstanding
as of January 18, 2021, with a weighted-average exercise price of €0.27 per ordinary share;

* 3,455,610 ordinary shares issuable upon the exercise of warrants issued pursuant to equity
incentive awards and outstanding as of January 18, 2021, with a weighted average exercise price
of €0.61 per ordinary share;

* 585,936 ordinary shares issuable upon the exercise of warrants issued to Negma Group Limited,
or NEGMA, and outstanding as of January 18, 2021, with a weighted average exercise price of
€0.64 per ordinary share;

e 442 477 ordinary shares issuable upon the exercise of warrants issued to Kreos Capital V (UK)
Ltd., or Kreos, and outstanding as of January 18, 2021, with a weighted average exercise price of
€2.67 per ordinary share as part of a financing that is described elsewhere in this prospectus;

* 431,184 ordinary shares issuable upon the exercise of warrants issued to Bracknor Fund Ltd., or
Bracknor, and outstanding as of January 18, 2021, with a weighted average exercise price of
€3.48 per ordinary share as part of a financing that has been fully repaid and terminated; and

* 2,500,911 free ordinary shares that were granted to our two founders on December 22, 2020 and
will be delivered to them on December 22, 2022, after a two-year vesting period.

Unless otherwise indicated, all information contained in this prospectus assumes no exercise of
Wainwright’s option to purchase up to an additional 180,000 ADSs (representing 1,800,000 ordinary
shares) from us in the offering.
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Summary Consolidated Financial Data

The following tables summarize our consolidated financial data for the periods and as of the dates
indicated below. We derived the summary statement of consolidated operations data for the years
ended December 31, 2018 and 2019 and statement of consolidated financial position data as of
December 31, 2018 and 2019 from our audited consolidated financial statements included elsewhere in
this prospectus. Our audited consolidated financial statements have been prepared in accordance with
International Financial Reporting Standards, or IFRS, as issued by the International Accounting
Standards Board, or IASB. The following summary statement of consolidated operations data for the
six months ended June 30, 2019 and 2020 and statement of consolidated financial position data as of
June 30, 2020 have been derived from our unaudited interim condensed consolidated financial
statements as of June 30, 2020 and for the six months ended June 30, 2019 and 2020 included
elsewhere in this prospectus. The unaudited interim condensed consolidated financial statements as of
June 30, 2020 and for the six months ended June 30, 2019 and 2020 were prepared in accordance with
IAS 34, Interim Financial Reporting, the standard of the IFRS applicable to interim financial statements.
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Our historical results are not necessarily indicative of the results that may be expected in the
future. You should read these data together with our consolidated financial statements and related
notes beginning on page F-1, as well as the sections of this prospectus titled “Selected Financial and
Other Data” and “Management’s Discussion and Analysis of Financial Condition and Results of
Operations” and the other financial information included elsewhere in this prospectus.

Year Ended December 31, Six Months Ended June 30,
2018 2019 2019 2020
€ € € € U.S. $(1)

(in thousands, except share and per share data)
Statement of Consolidated Operations

Data:
Operating expenses:

Research and development, net(3) . . 9,513 9,089 4,828 5,192 5,815

General and administrative expenses 4,348 6,593 4,789 2,269 2,541
Total operating expenses . ......... 13,861 15,682 9,617 7,461 8,356
Operating 10sS . . . ..o ovvvionnn (13,861) (15,582) (9,617) (7,461) (8,356)
Financial expenses . . . ............ (215) (2,878) (595) (4,289) (4,804)
Financial income .. .............. 17 18 14 1 1
Change in fair value of derivative

instruments . ............. . ... — 726 — 2,289 2,564
Net financial expense . . .. ......... (198) (2,134) (581) (1,999) (2,239)
Net loss before taxes . ............ (14,059) (17,816) (10,198) (9,460) (10,595)
Income tax benefit............... 72 28 — — —
Netloss .......coiiiiin.... (13,987) (17,788) (10,198) (9,460) (10,595)
Earnings (losses) per share(2)

Basic............... ... ..... (1.05) (1.05) (0.76) (0.25) (0.28)

Diluted ..................... (1.05) (1.05) (0.76) (0.25) (0.28)

Weighted average number of ordinary

shares outstanding used for

computing Basic. . ............. 13,374,426 16,882,661 13,366,218 37,211,432 37,211,432
Weighted-average number of ordinary

shares outstanding used for

computing Diluted . ............ 13,374,426 16,882,661 13,366,218 37,211,432 37,211,432

(1) Translated solely for convenience into dollars at an exchange rate of €1.00=US$1.12, the noon
buying rate of the Federal Reserve Bank of New York on June 30, 2020.

(2) See Notes 2.22 and 19 to our audited consolidated financial statements and Note 18 to our
unaudited interim condensed consolidated financial statements for further details on the
calculation of basic and diluted loss per ordinary share.

(3) Research and development expenses excluding research tax credits and subsidies amounted to
€12,691 thousand and €11,937 thousand for the years ended as of December 31, 2018 and 2019,
respectively. They amounted to €6,567 thousand and €6,953 thousand (or $7,787 thousand
translated solely for convenience into dollars at an exchange rate of €1.00=1.12, the noon buying
rate of the Federal Reserve Bank of New York on June 30, 2020) for the six months periods ended
June 30, 2019 and 2020, respectively.
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As of June 30, 2020

Pro Forma As
Actual Pro Forma(1) Adjusted(2)(3)

€ US$4) € US$4) € US$4)
(in thousands)

Statement of Consolidated Financial Position

Data:

Cash and cash equivalents . ................ 12,183 13,645 30,801 34,565 44,190 50,0644
Total assets . ..............oouunn.. 18,848 21,110 37,526 42,030 50,855 58,109
Non-controlling interests . . . . ............. (32) (306) (32) (36) (32) (36)
Total shareholders’ equity . .. ............. (4,438) (4,971) 17,027 19,070 30,355 35,149
Total non-current liabilities . . ... ............ 3,872 4,337 3,872 4,337 3,872 4,337
Total current liabilities. . . .............. 19,414 21,744 16,627 18,623 16,627 18,623

(1) Pro forma basis gives effect as of January 18, 2021 to (i) the issuance of 30,840,328 ordinary shares

)

©)

(4)

in the H2 2020 Private Placements and the receipt of proceeds therefrom in the amount of
€16,139,916; (ii) the issuance of 13,990,411 ordinary shares in the H2 2020 Bond Conversions
representing a total impact on shareholders’ equity of €5,022,000; (iii) the issuance of 1,121,256
ordinary shares in the Warrant Conversions and the receipt of proceeds therefrom in the amount of
€302,739; (iv) the issuance of €3 million of convertible notes to Atlas Special Opportunities LLC, or
ATLAS, or the H2 2020 Convertible Note Financing, and the receipt of proceeds therefrom (€2,885
thousand) recorded for both cash and cash equivalents and current liabilities with a redemption
value in the amount of €3 million; (v) the repayment in cash of €863 thousand corresponding to the
remaining 30 convertible notes that were issued to ATLAS at redemption value in the amount of
€750 thousand; (vi) the proceeds of the CIR receivable financing in the amount of €1,953,518;

(vii) the repayment of €1,833 thousand of the carrying amount of the Kreos loan; and (viii) the
repayment of €136 thousand of the BpiFrance loans. Pro forma basis does not include the effect of
the 2,050,000 shares that were returned by NEGMA on January 19, 2021 on shareholders’ equity
and liabilities.

Pro forma as adjusted basis gives effect to the issuance and sale of 1,200,000 ADSs (representing
12,000,000 ordinary shares) in the offering at an assumed offering price of $16.50 per ADS, which
is the midpoint of the price range set forth on the cover page of this prospectus, after deducting
estimated underwriting discounts and commissions and estimated offering expenses payable by us
and the application of net proceeds from the offering described under “Use of Proceeds.”

Each $1.00 increase or decrease in the assumed offering price of $16.50 per ADS in the offering,
which is the midpoint of the price range set forth on the cover page of this prospectus, would
increase or decrease each of pro forma as adjusted cash and cash equivalents, total assets and total
shareholders’ equity by $1.10 million, assuming that the number of ADSs offered by us, as set
forth on the cover page of this prospectus, remains the same and after deducting underwriting
commissions and estimated offering expenses payable by us and applying the net proceeds from
the offering. Subject to applicable law, we may also increase or decrease the number of ADSs we
are offering in the offering. Each increase or decrease of 100,000 ADSs offered by us would
increase or decrease each of pro forma as adjusted cash and cash equivalents, total assets and total
shareholders’ equity by $1.51 million, assuming that the assumed offering price per ordinary share
remains the same, and after deducting estimated underwriting commissions and offering expenses
payable by us and applying the net proceeds from the offering.

The pro forma as adjusted information discussed above is illustrative only and will be adjusted
based on the actual public offering price, the actual number of ADSs offered by us, and other
terms of the offering determined at pricing.

Translated solely for convenience into dollars at an exchange rate of €1.00=US$1.12, the noon
buying rate of the Federal Reserve Bank of New York on June 30, 2020, except as it relates to the
impact of the assumed proceeds, which are translated into U.S. dollars at an exchange rate of
€1.00=US$1.21, the exchange rate of the Bangue de France on January 18, 2021.
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RISK FACTORS

Investing in our ADSs involves a high degree of risk. You should carefully consider the risks and
uncertainties described below, together with all of the other information in this prospectus, including our
consolidated financial statements and related notes, before deciding whether to purchase our securities.
Many of the following risks and uncertainties are, and will be, exacerbated by COVID-19 and any worsening
of the global business and economic environment as a result. If any of the following risks are realized, our
business, financial condition, operating results and prospects could be materially and adversely affected. In
that event, the market price of our securities could decline, and you could lose part or all of your
investment.

Risks Related to Our Limited Operating History, Financial Condition, and Capital Requirements

Our business could be materially adversely affected by the effects of health pandemics or epidemics, including
the current outbreak of COVID-19 and future coronavirus outbreaks, and in particular in regions where we
or third parties on which we rely have significant manufacturing facilties, concentrations of clinical trial sites
or other business operations.

Our business could be materially adversely affected by the effects of health pandemics or
epidemics, including the current outbreak of COVID-19, which the WHO declared a global pandemic
and which has prompted severe lifestyle and commercial restrictions aimed at reducing the spread of
the disease. Since March 2020, the U.S. federal and state and non-U.S. governments have implemented
restricted travel and shelter-in-place orders, which, among other things, directed individuals to shelter
at their places of residence, directed businesses and governmental agencies to cease non-essential
operations at physical locations, prohibited certain non-essential gatherings, and ordered cessation of
non-essential travel. As a result of these developments, we implemented work-from-home policies for
most of our employees. We also implemented social distancing and sanitary measures. Some of our
clinical study sites had to be closed, and we had to revise the protocols and obtain IRB review and
approval to continue our clinical trials. With the second wave of COVID-19, governments have
imposed and may impose further quarantines or other restrictions, which may negatively impact
productivity, disrupt our business and delay our clinical programs and timelines, the magnitude of
which will depend, in part, on the length and severity of the restrictions, the potential impact of
changing government orders in response to the spread of COVID-19 cases and other limitations on our
ability to conduct our business in the ordinary course. Although we do not anticipate any impacts to
our clinical programs, these and similar, and perhaps more severe, disruptions in our operations could
negatively impact our business operating results and financial condition in the future.

Quarantines, shutdowns and shelter-in-place and similar government orders related to COVID-19
or other infectious diseases, or the perception that such events, orders or other restrictions on the
conduct of business operations could occur, could impact personnel at third-party supplier,
manufacturing or packaging facilities in the United States and other countries, or the availability or
costs of materials, which could disrupt our supply chain. Although we do not anticipate any clinical
supply issues or concerns for our planned clinical trials, restrictions resulting from the COVID-19
outbreak may disrupt our supply chain in the future and delay or limit our ability to obtain sufficient
materials for our drug candidates.

In addition, our current clinical trial and planned clinical trials may be affected by the ongoing
COVID-19 pandemic. Site initiation and patient enrollment may be delayed due to prioritization of
hospital resources toward the COVID-19 pandemic, and sites conducting potential patient enrollment
may not be able or willing to comply with clinical trial protocols whether due to quarantines impeding
patient movement or interrupting healthcare services, or due to potential patient concerns regarding
interactions with medical facilities or staff. Similarly, our ability to recruit and retain principal
investigators and site staff who, as healthcare providers, may have heightened exposure to COVID-19,
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may be delayed or disrupted, which may adversely impact our clinical trial operations. Furthermore,
when the primary endpoint of one of our studies is a site-based assessment, there is a risk that
participants will not be able to or want to undergo this required in person assessment for safety
reasons, resulting in a delay to our studies and potentially compromising the timing and results of our
study. COVID-19 may also lead to increased costs, due to a prolonged study timeframe, resulting in the
need to add study staff and the need to utilize additional technological tools, such as remote
monitoring, remote source-data verification and remote audits.

Regulatory authorities may also experience a significantly increased workload, with requirements
and demands for short review timelines for COVID-19 studies on the one hand and the need to amend
study protocols to address COVID-19-related limitations in study conduct on the other hand. This can
prolong review timelines and reduce the availability to run expedited programs which put a high
demand on regulatory staff. There is also a risk that the changes to protocols of ongoing clinical trials
(other than for COVID-19 indications) that were made to address restrictions imposed in the context
of the coronavirus pandemic will negatively impact the review conducted by the relevant regulatory
agencies. In which case, such agencies may consider the data to be insufficient to support acceptance of
the data and the statistical plan. For example, changing in-office and in-person checks and visits to
phone contacts may not be sufficient for regulatory review. We will not know until we complete our
ongoing studies, complete analysis, and submit such data what, if any, limitations and effects could
result.

In addition, the global COVID-19 pandemic has adversely affected, and any future significant
outbreak of contagious diseases could similarly adversely affect, the economics and financial markets of
many countries, including the United States, resulting in an economic downturn that could reduce our
ability to access capital, which could negatively affect our liquidity and ability to process our clinical
trials and business operations and suppress demand for our future products. Any of these events could
have a material adverse effect on our business, financial condition, results of operations or cash flow.
In addition, a recession, down-turn or market correction resulting from the COVID-19 pandemic could
materially adversely affect the value of our ADS and ordinary shares.

We are a clinical-stage biotechnology company with no products approved for commercial sale. We have
incurred significant losses since our inception and anticipate that we will continue to incur losses for the
Joreseeable future.

Biotechnology product development is a highly speculative undertaking because it entails
substantial upfront capital expenditures and significant risk that any potential drug candidate will not
demonstrate adequate effectiveness in the targeted indication or an acceptable safety profile, gain
regulatory approval or become commercially viable. We have incurred significant losses since our
inception in 2006, and we anticipate that we will continue to incur losses for the foreseeable future,
which, together with our limited operating history, may make it difficult to assess our future viability.

We incurred losses of €14.0 million, €17.8 million and €9.5 million ($10.5 million) for the years
ended December 31, 2018 and 2019 and the six months ended June 30, 2020, respectively. Substantially
all of our losses have resulted from expenses incurred in connection with our preclinical and clinical
programs and other research and development activities and from general and administrative costs
associated with our operations. We expect to continue to incur losses for the foreseeable future, and we
anticipate these losses will increase as we continue to develop our drug candidates, conduct clinical
trials and pursue research and development activities. Even if we achieve profitability in the future, we
may not be able to sustain profitability in subsequent periods. Our prior losses, combined with expected
future losses, have had and will continue to have an adverse effect on our sharcholders’ equity and
working capital.
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We will require substantial additional financing to achieve our goals, and a failure to obtain this capital when
needed on acceptable terms, or at all, could force us to delay, limit, reduce or terminate our product
development or other operations.

Since our inception, we have invested a significant portion of our efforts and financial resources on
our preclinical studies and clinical trials and other research and development activities. We believe that
we will continue to expend substantial resources for the foreseeable future in connection with the
preclinical and clinical development of our current drug candidates and the discovery and development
of any other drug candidates we may choose to pursue. These expenditures will include costs associated
with conducting preclinical studies and clinical trials and obtaining regulatory approvals, and any
expenses associated with commercializing, marketing and selling products approved for sale that we
elect to commercialize ourselves. In addition, other unanticipated costs may arise. Because the outcome
of any preclinical study or clinical trial is highly uncertain, we cannot reasonably estimate the actual
amounts necessary to successfully complete the development of our current drug candidates or any
future drug candidates we may choose to pursue.

We estimate that the net proceeds from the offering will be approximately $16.1 million, based on
an assumed public offering price of $16.50 per ADS, which is the midpoint of the price range set forth
on the cover page of this prospectus, and after deducting the underwriting discounts and commissions
and estimated offering expenses payable by us. As of June 30, 2020, we had capital resources consisting
of cash, cash equivalents, and marketable securities of €12.2 million ($13.6 million) (translated solely
for convenience into dollars at an exchange rate of €1.00=$1.12, the noon buying rate of the Federal
Reserve Bank of New York on June 30, 2020). Since that date and as of January 18, 2021, we have
issued (i) €3 million of convertible notes in the H2 2020 Convertible Note Financing, (ii) 13,990,411
ordinary shares in the H2 2020 Bond Conversions, (iii) 1,121,256 ordinary shares in the Warrant
Conversions and (iv) 30,840,328 ordinary shares in the H2 2020 Private Placements totaling
€16.1 million. We also (i) repaid €863 thousand in cash for the remaining 30 convertible notes that
were issued to ATLAS for a redemption value of €750,000, (ii) received the proceeds of the CIR
receivable financing in the amount of €1,953,518; (iii) repaid €1,833 thousand of the carrying amount of
the Kreos loan; and (iv) repaid €136 thousand of the BpiFrance loans. We expect our existing capital
resources, including our ability to draw down on our credit facility with ATLAS (as described in further
detail in the section of this prospectus titled “Management’s Discussion and Analysis of Financial
Condition and Results of Operations”), together with the proceeds from the offering, will be enough to
fund our planned operating expenses for the next 12 months. However, our current operating plans
may change as a result of many factors currently unknown to us, and we may need to seek additional
funds even sooner than planned, through public or private equity or debt financings or other sources,
such as strategic collaborations. In addition, we may seek additional capital due to favorable market
conditions or strategic considerations even if we believe we have sufficient funds for our current or
future operating plans.

Our future capital requirements depend on many factors, including:

* the scope, progress, data and costs of researching and developing our current drug candidates
and any other drug candidates we may choose to pursue in the future, and conducting preclinical
studies and clinical trials;

* the timing of, and the costs involved in, obtaining regulatory approvals for our current drug
candidates or any future drug candidates we may choose to pursue;

* the number and characteristics of any additional drug candidates we develop or acquire;

* any costs associated with manufacturing our current drug candidates and any future drug
candidates;
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the cost of sourcing purified extracts and a supply chain in sufficient quantity and quality to
meet our needs;

the cost of commercialization activities associated with any of our current drug candidates or any
future drug candidates that are approved for sale and that we choose to commercialize
ourselves, including marketing, sales and distribution costs;

our ability to maintain existing, and establish new, strategic collaborations, licensing or other
arrangements and the financial terms of any such agreements, including the timing and amount
of any future milestone, royalty or other payments due under any such agreement;

any product liability or other lawsuits related to any current or future drug candidates that are
approved for sale;

the expenses needed to attract, hire and retain skilled personnel;
the costs associated with being a public company;

the costs that become required as a result of modified or revised clinical protocols for our
clinical trials;

the costs that become required due to necessity of having to perform additional clinical trials;

the costs involved in preparing, filing, prosecuting, maintaining, defending and enforcing our
intellectual property portfolio; and

the timing, receipt and amount of sales of any future approved products, if any.

Additional funds may not be available when we need them, on terms that are acceptable to us, or
at all. If adequate funds are not available to us on a timely basis on terms acceptable to us, we may be
required to:

delay, limit, reduce or terminate preclinical studies, clinical trials or other development activities
for our current drug candidates or any future drug candidate;

seek corporate partners for our drug candidates when we would otherwise develop our drug
candidates on our own, or at an earlier stage than otherwise would be desirable or on terms that
are less favorable than might otherwise be available;

delay, limit, reduce or terminate our research and development activities; or

delay, limit, reduce or terminate any efforts to establish manufacturing and sales and marketing
capabilities or other activities that may be necessary to commercialize our current drug
candidates or any future drug candidates.

We do not expect to realize revenue from sales of products or royalties from licensed products in
the foreseeable future, if at all, unless and until our drug candidates are clinically tested, approved for
commercialization and successfully marketed. To date, we have primarily financed our operations
through the sale of debt and equity securities, as well as public aid for innovation and reimbursement
of the French research tax credit, described elsewhere in this prospectus. We will need to seek
additional funding in the future and currently intend to do so through collaborations, public or private
equity offerings or debt financings, credit or loan facilities, public funding, or a combination of one or
more of these funding sources. Our ability to raise additional funds will depend on financial, economic
and other factors, many of which are beyond our control. Additional funds may not be available to us
on acceptable terms or at all. If we enter into arrangements with collaborators or others, we may be
required to relinquish rights to some of our drug candidates that we would otherwise pursue on our
own. If we raise additional funds by issuing equity securities, our shareholders will suffer dilution and
the terms of any financing may adversely affect the rights of our sharcholders. In addition, as a
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condition to providing additional funds to us, future investors may demand, and may be granted, rights
superior to those of existing shareholders. Debt financing, if available, is likely to involve restrictive
covenants limiting our flexibility in conducting future business activities, and, in the event of insolvency,
debt holders would be repaid before holders of our equity securities received any distribution of our
corporate assets.

We have benefited from certain reimbursable financial advances and non-reimbursable subsidies from the
French government that if terminated or reduced may restrict our ability to successfully develop, manufacture
and commercialize our drug candidates.

We have benefited from certain reimbursable advances and non-reimbursable subsidies from the
French government and intend to continue to seek advances and/or subsidies from these agencies in the
future in order to accelerate the development of our drug candidates. There is no assurance that these
benefits will continue to be available to us in the future. If such benefits and programs were to be
terminated or reduced, it could have an adverse effect on our business, operating results and financial
condition and could deprive us of financial resources necessary for research and development of our
drug candidates. Furthermore, the advances and subsidies are generally subject to contractual
conditions, including our compliance with agreed upon preliminary budgets and scientific programs,
informing the lender of any deviations from such agreed upon budgets and programs, and our
compliance with certain financial ratios to ensure our solvency. In the event that we do not comply with
the contractual conditions of the subsidies, we may be required to reimburse the French government
for any outstanding payments (currently €886 thousand) on an accelerated basis and could be liable for
any damages incurred by such agencies resulting from the breach of contract.

Due to the significant resources required for the development of our drug candidates, we must prioritize
development of certain drug candidates and/or certain disease indications. We may expend our limited
resources on candidates or indications that do not yield a successful product and fail to capitalize on drug
candidates or indications that may be more profitable or for which there is a greater likelihood of success.

We plan to develop a pipeline of drug candidates to treat age-related diseases and diseases whose
progression and symptoms are similar to those associated with aging. Due to the significant resources
required for the development of drug candidates, we must focus our attention and resources on specific
diseases and disease pathways and decide which drug candidates to pursue and the amount of resources
to allocate to each.

Our decisions concerning the allocation of research, development, collaboration, management and
financial resources toward particular drug candidates or therapeutic areas may not lead to the
development of any viable commercial product and may divert resources away from better
opportunities. Similarly, any decision to delay, terminate or collaborate with third parties in respect of
certain programs may subsequently prove to be suboptimal and could cause us to miss valuable
opportunities. If we make incorrect determinations regarding the viability or market potential of any of
our programs or drug candidates or misread trends in the aging or healthspan, or biotechnolgy
industry, our business, financial condition and results of operations could be materially adversely
affected. As a result, we may fail to capitalize on viable commercial products or profitable market
opportunities, be required to forego or delay pursuit of opportunities with other drug candidates or
other diseases and disease pathways that may later prove to have greater commercial potential than
those we choose to pursue, or relinquish valuable rights to such drug candidates through collaboration,
licensing or other royalty arrangements in cases in which it would have been advantageous for us to
invest additional resources to retain development and commercialization rights.
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Our operating results may fluctuate significantly, which may make our future operating results difficult to
predict.

Our operating results may fluctuate significantly, which may make it difficult for us to predict our
future operating results. These fluctuations may occur due to a variety of factors, many of which are
outside of our control and may be difficult to predict, including:

* the timing and cost of, and level of investment in, research, development and, if approved, any
commercialization activities relating to our drug candidates, which may change from time to
time;

e the timing and status of enrollment for our clinical trials;

e the cost of manufacturing our drug candidates, as well as building out our supply chain, which
may vary depending on the quantity of production and the terms of our agreements with
manufacturers;

* expenditures that we may incur to acquire, develop or commercialize additional drug candidates;

* the timing and amount of any future milestone, royalty or other payments due under any
collaboration or license agreement;

* future accounting pronouncements or changes in our accounting policies;

* the timing and success or failure of preclinical studies and clinical trials for our drug candidates
and/or redesign, delays and/or change of scope of our preclinical or clinical trials;

e the timing of receipt of approvals for our drug candidates from regulatory authorities in the
United States and internationally;

* the timing and success of competing drug candidates, or any other change in the competitive
landscape of our industry, including consolidation among our competitors or partners;

* coverage and reimbursement policies with respect to our drug candidates, if approved; and
e the level of demand for our products, if approved, which may vary significantly over time.

The cumulative effects of these factors could result in large fluctuations and unpredictability in our
annual operating results. As a result, comparing our operating results on a period-to-period basis may
not be meaningful. Investors should not rely on our past results as an indication of our future
performance.

This variability and unpredictability could also result in our failing to meet the expectations of
industry or financial analysts or investors for any period. If our revenue or operating results fall below
the expectations of analysts or investors or below any forecasts we may provide to the market, or if the
forecasts we provide to the market are below the expectations of analysts or investors, the price of our
ordinary shares and ADSs could decline substantially. Such a stock price decline could occur even when
we have met any previously publicly stated revenue or earnings guidance we may provide.

Our indebtedness could restrict our operations and make us more vulnerable to adverse economic conditions.

On September 10, 2018, we entered into a Venture Loan Agreement and Bonds Issue Agreement
with Kreos, which provides for up to €10 million in financing to us. Pursuant to the terms of the
agreements, Kreos agreed to subscribe for up to €10 million in non-convertible bonds, to be issued by
us in up to four tranches of €2.5 million each. The first two tranches were issued in September 2018, a
third tranche was issued in December 2018, and the final tranche was issued on March 1, 2019. Each
tranche bears a 10% annual interest rate and must be repaid in 36 monthly installments, with monthly
payments of €320,004 commencing in April 2019. In connection with the first tranche, we issued a
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warrant to Kreos giving them the right to purchase 442,477 new ordinary shares at an exercise price of
€2.67 per share over a 7-year period from the issue date.

If we are unable to make the required payments, we may need to refinance all or a portion of our
indebtedness, sell assets, delay capital expenditures or seek additional equity. The terms of our existing
or future debt agreements may also restrict us from affecting any of these alternatives. Any refinancing
of our debt could be at higher interest rates and may require us to comply with more onerous
covenants, which could further restrict our business operations. Further, changes in the credit and
capital markets, including market disruptions and interest rate fluctuations, may increase the cost of
financing, make it more difficult to obtain favorable terms, or restrict our access to these sources of
future liquidity. In addition, any failure to make scheduled payments of interest and principal on our
outstanding indebtedness would likely result in a reduction of our credit rating, which could harm our
ability to incur additional indebtedness on commercially reasonable terms or at all. Our inability to
generate sufficient cash flow to satisfy our debt service obligations, or to refinance or restructure our
obligations on commercially reasonable terms or at all, could have a material adverse effect on our
business, financial condition and results of operations, as well as on our ability to satisfy our obligations
in respect of our indebtedness.

Pursuant to the terms of the agreements, we have the right, at any time but with no less than
30 days prior notice to Kreos, to prepay or purchase the bonds, exclusively in full. The prepayment will
be equal to (i) the principal amount outstanding, plus (ii) the sum of all interest repayments which
would have been paid throughout the remainder of the term of the relevant tranche discounted by 10%
per annum.

Our debt agreements contain restrictions that limit our flexibility in operating our business.

Our Venture Loan Agreement and Bonds Issue Agreement with Kreos and our convertible notes
agreement with ATLAS, impose certain operating and financial restrictions. These covenants may limit
our ability and the ability of our subsidiaries, under certain circumstances, to, among other things:

e incur additional indebtedness;
e create or incur liens;

e sell or transfer assets; and

* pay dividends and distributions.

These agreements also contain certain customary affirmative covenants and events of default,
including a change of control.

As a result of the covenants and restrictions contained in our existing debt agreements, we are
limited in how we conduct our business, and we may be unable to raise additional debt to compete
effectively or to take advantage of new business opportunities. The terms of any future indebtedness we
may incur could include more restrictive covenants. We cannot guarantee that we will be able to
maintain compliance with these covenants in the future and, if we fail to do so, that we will be able to
obtain waivers from Kreos and ATLAS, and/or amend the covenants.

Our failure to comply with the restrictive covenants described above as well as others contained in
our future debt instruments from time to time could result in an event of default, which, if not cured
or waived, could result in our being required to repay these borrowings before their maturity dates. In
addition, any event of default or declaration of acceleration under one debt instrument could also
result in an event of default under one or more of our other debt instruments. If we are unable to
repay, refinance or restructure our indebtedness under our secured debt, the holders of such debt could
proceed against the collateral securing that indebtedness. If we are forced to refinance these
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borrowings on less favorable terms or if we are unable to repay, refinance or restructure such
indebtedness, our financial condition and results of operations could be adversely affected.

Risks Related to Our Business

Our business is dependent on the successful development, regulatory approval, manufacture and
commercialization of our drug candidates, both of which are in the early stages of development.

We have no products approved for sale. Our lead drug candidate, Sarconeos (BIO101), is in
clinical development and our second drug candidate, Macuneos (BIO201) is still in the preclinical
phase. Our life-cycle extension drug candidates, BIO103 and BIO203, are still in the preclinical
development phase. To secure marketing approval for our lead drug candidates, we will need to meet
endpoints satisfactory to the FDA and EMA in larger confirmatory clinical trials. The success of our
business, including our ability to finance our company and generate any revenue in the future, will
primarily depend on the successful development, regulatory approval and commercialization of drug
candidates. However, given our early stage of development, it may be many years, if we succeed at all,
before we have demonstrated the safety and efficacy of a drug candidate sufficient to warrant approval
for commercialization.

In the future, we may also become dependent on other drug candidates that we may develop or
acquire. The clinical and commercial success of our current drug candidates and any future drug
candidates will depend on a number of factors, including the following:

* our ability to raise any additional required capital on acceptable terms, or at all;

* our ability to complete IND-enabling studies and successfully submit IND or comparable
applications;

e timely completion of our preclinical studies and clinical trials, which may be significantly slower
or cost more than we currently anticipate and will depend substantially upon the performance of
third-party contractors;

* whether we are required by the FDA, EMA or similar regulatory agencies to conduct additional
clinical trials or other studies beyond those planned to support the approval and
commercialization of our drug candidates or any future drug candidates;

* acceptance of our proposed indications and primary endpoint assessments relating to the
proposed indications of our drug candidates by the FDA, the EMA and similar foreign
regulatory authorities;

* our ability to demonstrate to the satisfaction of the FDA, EMA and similar foreign regulatory
authorities the safety, efficacy and acceptable risk to benefit profile of our drug candidates or
any future drug candidates;

* our ability to perform clinical trials according to modified clinical trial protocols and to adapt to
work environments that are changing due to the COVID-19 pandemic (e.g., a significant number
of our employees who are working from home);

* the prevalence, duration and severity of potential side effects or other safety issues experienced
with our drug candidates or future approved products, if any;

* the timely receipt of necessary marketing approvals from the FDA, EMA and similar foreign
regulatory authorities;

* achieving and maintaining, and, where applicable, ensuring that our third-party contractors
achieve and maintain compliance with our contractual obligations and with all regulatory
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requirements applicable to our drug candidates or any future drug candidates or approved
products, if any;

the ability of any third parties with whom we contract to manufacture adequate clinical trial and
commercial supplies, if approved, of our current drug candidates or any future drug candidates,
remain in good standing with regulatory agencies and develop, validate and maintain
commercially viable manufacturing processes that are compliant with current good
manufacturing practices, or cGMP;

with respect to any approved drug candidates that we elect to commercialize ourselves, our
ability to successfully develop a commercial strategy and thereafter commercialize such drug
candidates, whether alone or in collaboration with others;

the convenience of our treatment or dosing regimen;

our sourcing of purified extracts and a supply chain in sufficient quantity and quality to meet
product needs for clinical development and commercialization;

acceptance by physicians, payors and patients of the benefits, safety and efficacy of our drug
candidates or any future drug candidates, if approved, including relative to alternative and
competing treatments;

patient demand for our drug candidates, if approved;

our ability to maintain adequate drug diversion controls for Sarconeos (BIO101), which has a
potential for misuse/abuse among body builders and other sportsmen as a result of its intended
anabolic effect;

lifestyle and commercial restrictions as a result of the current outbreak of COVID-19;

the potential impact of changing government orders in response to upticks in COVID-19 cases
and other limitations on our ability to conduct our business in the ordinary course;

prioritization of hospital resources toward the COVID-19 pandemic which would otherwise be
used for clinical studies;

the ability of our participants to safely follow clinical trial protocols because of quarantines
impeding patient movement or interrupting healthcare services, or due to potential patient
concerns regarding interactions with medical facilities or staff as a result of the COVID-19
pandemic;

our ability to recruit and retain principal investigators and site staff who, as healthcare providers,
may have heightened exposure to COVID-19, may be delayed or disrupted, which may be
adversely impact our clinical trial operations;

delays due to the COVID-19 pandemic, including due to reduced workforce productivity as a
result of our implementation of a temporary work-from-home policy or illness among personnel,
or due to delays at our third-party contract research organizations throughout the world for
similar reasons or due to restirctions imposed by applicable governmental authorities;

the impact, if any on the data from ongoing studies that have been impacted by the initial and
subsequent waves of the coronavirus pandemic effect, and whether changes that were made to
accommodate the pandemic will allow regulatory acceptance of the resulting data or whether the
data will be sufficient for regulatory review—the effect of such changes will not be known until
we complete ongoing studies, data analysis, and submit the data for regulatory review;

our ability to establish and enforce intellectual property rights in and to our current drug
candidates and any future drug candidates we may develop;
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* our ability to avoid third-party patent interference, intellectual property challenges or intellectual
property infringement claims; and

* risks related to COVID-19, the status of the ongoing pandemic, availability of vaccines, and
pattern of spread (which may depend on persistence, or lack thereof, of antibodies which, as of
the date of this prospectus, is suspected to be no longer than six to 12 months).

These factors, many of which are beyond our control, could cause us to experience significant
delays or an inability to obtain regulatory approvals or commercialize or license our drug candidates.
Even if regulatory approvals are obtained, we may never be able to successfully commercialize or
license any of our drug candidates. Accordingly, we cannot provide assurances that we will be able to
generate sufficient revenue through the sale of our drug candidates or any future drug candidates we
may develop to continue our business or achieve profitability.

We may not be able to obtain regulatory approval for our drug candidates under applicable regulatory
requirements. The denial, delay or imposed limitations of or on any such approval would preclude, delay or
limit the commercialization of our drug candidates and adversely impact our potential to generate revenue
and/or raise financing, our business and our results of operations.

To gain approval to market our drug candidates, we must provide the FDA, EMA and other
foreign regulatory authorities with clinical data that adequately demonstrate the safety and efficacy of
the drug candidate for the intended indication applied for in the applicable regulatory filing. It is not
currently known what effect, if any, modificiation of ongoing non-COVID-19 related studies resulting
from the COVID-19 pandemic, will have on the acceptability of data from such revised studies. Product
development is a long, expensive and uncertain process, and delay or failure can occur at any stage of
any of our clinical development programs. A number of companies in the biotechnology and
pharmaceutical industries have suffered significant setbacks in clinical trials, even after promising data
in preclinical studies or earlier phase clinical trials. These setbacks have been caused by, among other
things, new preclinical findings made while clinical trials were underway and safety or efficacy
observations made in clinical trials, including previously unreported adverse events. Success in
preclinical testing and early phase clinical trials does not ensure that later phase clinical trials will be
successful, and the results of clinical trials conducted by other parties may not be indicative of the
results in trials we may conduct.

The research, testing, manufacturing, packaging, labeling, approval, sale, marketing and distribution
of drug and biologic products are subject to extensive regulation by the FDA, EMA and other foreign
regulatory authorities, and such regulations differ from country to country. We are not permitted to
market our investigational drug candidates in the EU, the United States or any other country until they
receive the requisite approval from the applicable regulatory authorities of such jurisdictions.

Separately, in response to the global pandemic of COVID-19, on March 10, 2020, the FDA
announced its intention to postpone most foreign inspections of manufacturing facilities and products
through April 2020. Subsequently, on July 10, 2020, the FDA announced its intention to resume certain
on-site inspections of domestic manufacturing facilities subject to a risk-based prioritization system. The
FDA intends to use this risk-based assessment system to identify the categories of regulatory actitivty
that can occur within a given geographic area, ranging from mission-critical inspections to resumption
of all regulatory activities. With the second wave of COVID-19, if global health concerns prevent the
FDA, EMA and other foreign regulatory authorities from conducting their regular inspections, reviews,
or other regulatory activities, it could significantly impact the ability of the FDA, EMA or other foreign
regulatory authorities to timely review and process regulatory submissions, which could have a material
adverse effect on our business.
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The FDA, EMA or any foreign regulatory bodies can delay, limit or deny approval of our drug
candidates for many reasons, including:

* our inability to demonstrate to the satisfaction of the agency that a drug candidate is safe and
effective for the requested indication;

* the agency’s disagreement with our trial protocol or the interpretation of data from preclinical
studies or clinical trials, including studies impacted by the coronavirus pandemic;

* the agency’s refusal to accept the data that is produced from modified protocols (e.g., data
collected from phone contacts instead of in-office and in-person checks and visits may not be
sufficient for regulatory approval or clearance);

* our inability to demonstrate that the clinical and other benefits of a drug candidate outweigh
any safety or other perceived risks;

* the agency’s requirement for additional preclinical studies or clinical trials;
* the agency’s non-approval of the formulation, labeling or specifications of a drug candidate;

* the agency’s failure to approve the manufacturing processes or facilities of third-party
manufacturers upon which we rely;

* our inability to demonstrate to the satisfaction of the agency the sourcing of purified extracts
and that our supply chain is in sufficient quantity and quality to meet product specifications; or

* the potential for approval policies or regulations of the FDA, EMA or the applicable foreign
regulatory agencies to significantly change in a manner rendering our clinical data insufficient
for approval.

In addition, the legal and regulatory basis for expedited and emergency programs related to
COVID-19 may be revoked and withdrawn if the public health assessment warrants the removal of the
pandemic and emergency status.

Of the large number of biotechnology and pharmaceutical products in development, only a small
percentage successfully complete the applicable regulatory approval processes and are commercialized.

Even if we eventually complete clinical testing and receive approval from the FDA, EMA or
applicable foreign agencies for any of our drug candidates, the applicable agency may grant approval
contingent on the performance of costly additional clinical trials, which may be required after approval.
The FDA, EMA or the applicable foreign regulatory agency also may approve our drug candidates for
a more limited indication or a narrower patient population than we originally requested, and the
applicable agency, may not approve our drug candidates with the labeling that we believe is necessary
or desirable for the successful commercialization of such drug candidates.

Any delay in obtaining, or inability to obtain, applicable regulatory approval would delay or
prevent commercialization of our drug candidates and would materially adversely impact our business
and prospects.

Clinical development is a lengthy and expensive process with an uncertain outcome, and results of earlier
studies and trials may not be predictive of future trial results.

Clinical testing is expensive and can take many years to complete, and its outcome is inherently
uncertain. Failure or delay can occur at any time during the different phases, or stages, of the clinical
trial process. Success in preclinical studies and early clinical trials does not ensure that later clinical
trials will be successful. A number of companies in the biotechnology, biopharmaceutical and
pharmaceutical industries have suffered significant setbacks in clinical trials, even after positive results
in earlier preclinical studies or earlier phase clinical trials. These setbacks have been caused by, among
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other things, new preclinical findings made while clinical trials were underway and safety or efficacy
observations made in clinical trials, including previously unreported adverse events. The results of our
preclinical studies or in vivo and in vitro studies provide very limited data in diseases whose
physiopathology is not well understood and may not be predictive of the results of study outcomes in
human clinical trials. Drug candidates in later stages of clinical trials may fail to show the desired
pharmacological properties or safety and efficacy traits despite having progressed through preclinical
studies and early phase clinical trials. Notwithstanding any promising results in earlier studies, we
cannot be certain that we will not face setbacks and receive less promising results in later studies. Even
if we are able to initiate and complete clinical trials, including studies underway during the initial
coronavirus pandemic, the safety and efficacy data may not be sufficient to obtain regulatory approval
for our drug candidates.

We may experience delays in obtaining the necessary regulatory authorization for our MYODA
and COVA clinical program of Sarconeos (BIO101) and/or our MACA clinical trial program for
Macuneos (BIO201), completing our SARA-INT Phase 2 clinical trial of Sarconeos (BIO101), and
initiating other planned studies and trials. Additionally, we cannot be certain that studies or trials for
our drug candidates will begin on time, not require redesign, enroll an adequate number of subjects on
time or be completed on schedule, if at all. Clinical trials can be delayed or terminated for a variety of
reasons, including delays or failures related to:

* the FDA, EMA or comparable foreign regulatory authorities disagreeing as to the design or
implementation of our clinical trials;

¢ delays in obtaining regulatory approval to commence 