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The registrant hereby amends this registration statement on such date or dates as may be necessary to delay its effective date until the registrant shall file a further amendment which specifically

states that this registration statement shall thereafter become effective in accordance with Section 8(a) of the Securities Act of 1933 or until the registration statement shall become effective on such

date as the Commission, acting pursuant to said Section 8(a), shall determine.

* The registrant intends to alter its legal status under English law from a private limited company by re-registering as a public limited company and changing its name from Achilles TX Limited to Achilles
Therapeutics plc prior to the completion of this offering.
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The information contained in this preliminary prospectus is not complete and may be changed. We may not sell these securities until the registration
statement filed with the Securities and Exchange Commission is effective. This preliminary prospectus is not an offer to sell these securities and we are
not soliciting offers to buy these securities in any jurisdiction where the offer or sale is not permitted.

Subject to completion, dated , 2021
PRELIMINARY PROSPECTUS

American Depositary Shares

ACHILLES

RAFEUTICS

~
Representing Ordinary Shares

This is the initial public offering of American Depositary Shares, or ADSs, representing ordinary shares, nominal value £ per share, or ordinary shares, of Achilles TX Limited. We are offering
ADSs. Each ADS represents ordinary share. We expect the public offering price to be between $ and $ per ADS.

Prior to this offering, there has been no public market for the ADSs or our ordinary shares. We have applied to have the ADSs listed on The Nasdaq Global Market under the symbol “ACHL.”

We are both an “emerging growth company” and a “foreign private issuer” under the U.S. federal securities laws and have elected to comply with certain reduced public company reporting requirements. See
“Prospectus summary—implications of being an emerging growth company” and “Prospectus summary—Implications of being a foreign private issuer.”

Per share Total
Initial public offering price $ $
Underwriting discounts(®) $ $
Proceeds, before expenses, to us $ $

(1) See “Underwriting” for additional information regarding underwriting compensation. We have agreed to reimburse the underwriters for certain expenses in connection with the offering.

Investing in the ADSs involves a high degree of risk. Before buying any ADSs, you should carefully read the discussion of material risks of investing in the ADSs. See the “Risk factors” section
beginning on page 15 of this prospectus.

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

Following the closing of this offering, we will have two classes of ordinary shares, ordinary shares and Class A ordinary shares. The ordinary shares and Class A ordinary shares will be economically equivalent to
each other. The rights of the holders of our ordinary shares and Class A ordinary shares will be identical, except with respect to voting and conversion. Each ordinary share will be entitled to one vote and will not be
convertible into any other class of our share capital. The Class A ordinary shares do not have associated voting rights and each Class A ordinary share is convertible at any time at the election of the holder into one
ordinary share. See “Description of share capital and articles of association—Ordinary shares” for more information on the rights of the holders of our ordinary shares and Class A ordinary shares.

We have granted the underwriters an option for a period of 30 days from the date of this prospectus to purchase up to an additional ADSs from us at the initial public offering price, less underwriting
discounts and commissions.
The underwriters expect to deliver the ADSs against payment in New York, New York on ,2021.

J.P. Morgan BofA Securities Piper Sandler
Chardan Oppenheimer & Co. Kempen & Co

Prospectus dated , 2021
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Neither we nor any of the underwriters have authorized anyone to provide any information or to make any representations other than those contained in

this prospectus or in any free writing prospectuses we have prepared. We and the underwriters take no responsibility for, and can provide no assurance

as to the reliability of, any other information that others may give you. We are offering to sell, and seeking offers to buy, ADSs only in jurisdictions where
offers and sales are permitted. The information in this prospectus is accurate only as of the date of this prospectus, regardless of the time of delivery of

this prospectus or any sale of ADSs. Our business, financial condition, results of operations and prospects may have changed since that date.
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For investors outside the United States: Neither we nor any of the underwriters have done anything that would permit this offering or possession or distribution of this
prospectus in any jurisdiction where action for that purpose is required, other than in the United States. Persons outside the United States who come into possession
of this prospectus must inform themselves about, and observe any restrictions relating to, the offering of the ADSs and the distribution of this prospectus outside of
the United States. We are incorporated under the laws of England and Wales. Under the rules of the U.S. Securities and Exchange Commission, or the 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.

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

Pursuant to the terms of a corporate reorganization effected in December 2020, all shareholders of Achilles Therapeutics Limited exchanged each of the shares held
by them for equivalent shares (both in terms of number and class but with a nominal value of £1.20 per share) in Achilles TX Limited. As a result, Achilles
Therapeutics Limited became a wholly owned subsidiary of Achilles TX Limited. Prior to the completion of this offering, we intend to alter the legal status of Achilles
TX Limited under the laws of England and Wales from a private limited company by re-registering as a public limited company and changing our name from Achilles
TX Limited to Achilles Therapeutics plc. Our audited financial statements for the years ended December 31, 2018 and 2019 and our consolidated financial
statements for the nine months ended September 30, 2019 and 2020 pertain to Achilles Therapeutics Limited. Because Achilles Therapeutics plc was not in
existence for these periods and its operations to date have been limited to the creation of its capital structure and the operations of Achilles Therapeutics Limited, the
financial statements of Achilles Therapeutics Limited, included elsewhere in this prospectus, will be substantially the same as those of Achilles Therapeutics plc. In
this prospectus, we refer to all transactions related to our reorganization as the “corporate reorganization.”

" " "o

Unless otherwise indicated or the context otherwise requires, all references in this prospectus to the terms “Achilles,” “the company,” “the group,” “we,” “us” and “our”
refer to (i) Achilles Therapeutics Limited (and, where the context requires, its subsidiaries) prior to the completion of our corporate reorganization, (i) Achilles TX
Limited (and, where the context requires, its subsidiaries) following the completion of our corporate reorganization, but prior to the re-registration of Achilles TX
Limited as a public limited company and the change of its name to Achilles Therapeutics plc, and (iii) Achilles Therapeutics plc (and, where the context requires, its
subsidiaries) following the corporate reorganization and subsequent re-registration of Achilles TX Limited as a public limited company and the change of its name to
Achilles Therapeutics plc.

Trademarks

We own various trademark registrations and applications, and unregistered trademarks, including ACHILLES, PELEUS, VELOS and our corporate logo. All other
trade names, trademarks and service marks of other companies appearing in this prospectus are the property of their respective holders. Solely for convenience, the
trademarks and trade names in this prospectus may be referred to without the ® and ™ symbols, but such references should not be construed as any indicator that
their respective owners will not assert, to the fullest extent under applicable law, their rights thereto. We do not intend to use or display other companies’ trademarks
and trade names to imply a relationship with, or endorsement or sponsorship of us by, any other companies.
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Presentation of financial information

We maintain our books and records in pounds sterling. For financial reporting, our results are translated to U.S. dollars and we prepare our consolidated financial
statements in accordance with generally accepted accounting principles in the United States, or US GAAP, as issued by the Financial Accounting Standards Board.
All references in this prospectus to “$” are to U.S. dollars and all references to “£” and “GBP” are to pounds sterling. Unless otherwise indicated, certain pounds
sterling amounts contained in this prospectus have been translated into U.S. dollars at the rate of $1.290 to £1.00, which was the noon buying rate of the Federal
Reserve Bank of New York on September 30, 2020, the last business day of our fiscal period ended September 30, 2020. Such U.S. dollar amounts are not
necessarily indicative of the amounts of U.S. dollars that could actually have been purchased upon exchange of pounds sterling at the dates indicated.

We have made rounding adjustments to some of the figures included in this prospectus. Accordingly, numerical figures shown as totals in some tables may not be an
arithmetic aggregation of the figures that preceded them. We have historically conducted our business through Achilles Therapeutics Limited, and therefore our
historical consolidated financial statements present the consolidated results of operations of Achilles Therapeutics Limited and its subsidiaries. Following the
completion of this offering, and after the consummation of the transactions described under the section titled “Corporate reorganization,” our consolidated financial
statements will present the consolidated results of operations of Achilles Therapeutics plc and its subsidiaries. We expect that the consummation of the transactions
described under the section titled “Corporate reorganization” will not have a material effect on our consolidated financial statements.
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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 carefully read the entire prospectus, and the registration statement of which this prospectus is a part, including “Risk factors,”
“Management’s discussion and analysis of financial condition and results of operations,” and our consolidated financial statements and the related notes, in
each case included in this prospectus, before making an investment decision.

Overview

We are a clinical stage immuno-oncology biopharmaceutical company developing precision T cell therapies to treat multiple types of solid tumors. We are
focused on advancing cancer therapies through our pioneering work in the field of tumor evolution and our belief that clonal neoantigens represent the most
specific class of cancer cell targets. Our platform enables us to identify mutations formed early in the development of a cancer that give rise to antigens that are
expressed by all of a patient’s cancer cells but are absent from healthy tissue. We refer to this novel class of solid tumor targets as clonal neoantigens. To
identify clonal neoantigens in a patient, we have developed a proprietary bioinformatic platform called PELEUS. This platform employs sophisticated statistical
algorithms trained on the unique tumor genetic data derived from our exclusive license to data from the TRACERX study, which aims to analyze tumor samples
from more than 840 non-small cell lung cancer, or NSCLC, patients. Once we have identified the clonal neoantigens our proprietary manufacturing process,
VELOS, uses the patient’s T cells and blood-derived dendritic cells to create a Clonal Neoantigen Targeting T cell therapy, or cNeT, that specifically targets
multiple clonal neoantigens to eradicate the tumor. We are currently conducting two open-label Phase I/lla trials to evaluate our cNeT product candidate,
ATLOO01, in advanced NSCLC and metastatic or recurrent melanoma and expect to report initial data from these trials in . We are also using our
Material Acquisition Platform, or MAP, network, which consists of a network of participating medical facilities, to collect tissue samples from other tumor types,
such as head and neck squamous cell carcinoma, or HNSCC, renal cell carcinoma, or RCC, triple negative breast cancer, or TNBC, and bladder cancer, to
develop our PELEUS platform to identify clonal neoantigens in these tumor types. We expect to file an investigational new drug application, or IND, for HNSCC
and RCC in and , respectively.

Cancers originate from mutations in the DNA of individual cells that promote uncontrolled proliferation, metastasis and evasion of the immune system. Tumors
within any given patient evolve in a Darwinian branched manner, where the mutations present at the point of a cell becoming cancerous will be carried to all
future cancer cells and are therefore present in every future tumor cell of the patient. Additional mutations continue to arise in response to environmental
pressures, carcinogens and genomic instability. These additional mutations increase the intra-tumor genomic variation and are present in some tumor cells but
not others.

Mutations can give rise to neoantigens expressed in the tumor cells. The neoantigens arising from the early mutations present at the time of cell transformation
are referred to as clonal neoantigens while those that arise later in tumor development are referred to as subclonal neoantigens. As a result of this branched
evolution, clonal neoantigens are expressed in every tumor cell, while subclonal neoantigens are expressed only by a fraction of tumor cells. Despite the recent
advances in cancer therapy, no therapy to date has been able to specifically identify and target only the clonal neoantigens found throughout the target tumor.
We believe this is a key reason for limitations in efficacy and durability of many of today’s cancer therapies.

We believe that targeting clonal neoantigens is the key to unlocking immunotherapy in solid tumors and have developed our platform to specifically address
these targets. By targeting multiple clonal neoantigens, we have the potential to reduce the likelihood of immune escape by tumor cells, thereby enhancing
long-term tumor
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control, while also reducing the potential for off target toxicity. We utilize our bioinformatics platform, PELEUS, to identify clonal neoantigens in patients and
combine these targets with our VELOS manufacturing process, which utilizes a physiological, antigen-driven expansion process to create a functionally fitter T
cell product candidate. We believe the resulting cNeT product candidates can overcome many of the challenges faced by existing immunotherapies for the
treatment of solid tumors.

Overview of current therapies and their limitations

In the last decade, clinical trials have demonstrated the utility of the immune system in the fight against cancer, including some studies that have demonstrated
impressive clinical responses against late-stage metastatic disease. Immuno-oncology therapies approved or in development include vaccines and checkpoint
inhibitors, which are designed to re-activate the immune response to cancer, and genetically engineered immune cells, such as CAR-T and TCR-T therapies,
which are designed to recognize and attack cancerous cells. While these existing immuno-oncology therapies have shown some impressive results in treating
cancer, they each have limitations. An alternative approach, known as tumor infiltrating lymphocyte, or TIL, therapy, aims to extract T cells from the patient’s
tumor, expand them outside the body and reinfuse the expanded cells back into the patient.

Standard TIL therapy has demonstrated some of the most impressive results in clinical trials to date. These therapies have been observed to induce significant
response rates as well as including some complete responses in clinical trials for melanoma, cervical carcinoma and NSCLC. Despite the clinical benefits
provided by standard TIL therapy, we believe the technology has been limited by several factors, including an inability to specifically target clonal neoantigens
coupled with lack of T cell fitness, driving potential limitations to efficacy and durability, toxicity concerns and manufacturing and scalability challenges.

Our solution

To address the limitations of current immuno-oncology approaches, we developed Clonal Neoantigen Targeting T cells, or cNeTs. Our approach uses a
precision TIL-based therapy to target what we believe to be the most specific tumor antigens, clonal neoantigens, in solid tumors. We believe that tumor clonal
neoantigens represent optimal tumor targets because they are recognized by the immune system as foreign antigens and are absent in normal, healthy tissue
but present in all of a patient’s tumor cells.

The foundation of our approach is the PELEUS bioinformatics platform which is designed to identify each patient’s own tumor-specific clonal neoantigens by
comparing DNA sequencing information from healthy tissue and tumor tissue. Using this information, we manufacture clonal neoantigen peptides, load them
onto dendritic cells extracted from the patient’s blood, and co-culture them with TILs extracted from the patient’s tumor to activate and expand a subset of the T
cells. We call this proprietary manufacturing process VELOS. This process creates a cNeT product candidate significantly enriched for T cells designed to
recognize and specifically target multiple clonal neoantigens across all of the patient’s tumor cells. We have designed and are continuing to enhance an
automated, fully-closed system for cell manufacturing, which we believe will be readily scalable for commercial supply and has the potential to overcome many
of the manufacturing challenges associated with standard TIL therapies. Our current VELOS process has an end-to-end time of approximately nine weeks, with
a goal of further reducing the time to six to eight weeks.
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The graphic below outlines our proprietary process.

Our cNeT approach

Clonal
MNeoantigen
Targeting T cell
[cMNeT) product

Our cNeTs are designed to be:

Specific and durable—We design our cNeTs to specifically target multiple clonal neoantigens present in a patient’s tumor. We believe this specificity will
reduce the likelihood of tumor escape and increase the rates of durable complete response.

Functionally fit—The use of dendritic cells to drive physiological, antigen-driven T cell expansion reduces the need for non-physiological IL-2 driven
expansion and allows the production of fit T cell populations of CD4+ and CD8+ T cells capable of significant expansion and persistence in the patient. Our
VELOS manufacturing process allows us to modulate the levels of IL-2 used in the manufacture and administration of our cNeT product candidates, which
in turn allows us to tailor the treatment regimen and IL-2 usage to the patient’s specific tumor burden and comorbidities to potentially reduce toxicity
concerns.

Well-tolerated—Clonal neoantigens are absent from healthy tissue, which we believe minimizes the risk of off-tumor toxicity.

Designed to be cost effectively manufactured at scale—The manufacturing process for cNeTs has been designed, from its inception, to be compatible with
industrialization and scalability while considering cost of goods. We have designed, and are developing, our manufacturing process to be fully-automated in
a closed end-to-end system, in order to decrease cost and maximize yield.

Our approach also allows us to determine the dose of active cNeT cells in each patient's cNeT therapy. We believe this information will allow us to investigate
potential relationships between cNeT dose, cNeT persistence and clinical response. We plan to use these correlations to further develop our understanding of
the cellular mechanism of TIL therapy and support the design and the evaluation of next-generation processes for cNeT manufacture.




Table of Contents

Our PELEUS bioinformatics platform—a unique, proprietary tool for identification of clonal neoantigens

PELEUS is our proprietary bioinformatics platform that is designed to identify each patient’s tumor-specific neoantigens by comparing DNA sequencing
information from healthy tissue and tumors. PELEUS combines data from the TRACERX study with sophisticated proprietary statistical models to distinguish
which mutations in a patient’s tumor are clonal or subclonal. TRACERKX is a study which aims to analyze tumor samples from more than 840 NSCLC patients,
with 780 NSCLC patients enrolled to date. TRACERX collects multi-region samples from primary tumor and metastases (where available) over multiple points
in time, generating whole exome sequencing data for each sample to understand each patient’s tumor genomic evolution in detail. By searching for the overlap
of coding mutations across multiple tumor regions across hundreds of patients, we have used TRACERX to identify the fundamental features that define clonal
neoantigens. Our PELEUS algorithm is based on this reference data and is updated, trained and improved as additional patients are recruited to the study. We
have exclusive commercial rights to the TRACERXx database of multi-region samples from primary tumor and metastases and whole exome sequencing data
for each individual patient. While TRACERX is focused on patients with lung cancer, we believe the principles of tumor evolution utilized by PELEUS are
broadly applicable across multiple tumor types.

Our VELOS manufacturing process

We have invested in our manufacturing process from the outset with the goal of producing our cNeTs at a commercial scale, which we believe will allow us to
address the challenges faced by traditional methods of cell therapy manufacture. Our approach is to design a fully closed, end-to-end manufacturing system
with integrated automation. We believe this will enable lower operating costs by reducing the number of labor-intensive manual operator steps and eliminate
the requirement for the higher-grade manufacturing environment needed for open processing. We believe that this approach is essential for industrial scale-up,
as it drives a reduction in process variability between operators, minimizes failure rates, and improves reproducibility. Our approach has been to invest in
developing new technology, both in-house and with partners, to deliver an automated and standardized platform that permits rapid scale out while controlling
commercial cost of goods. Our proprietary process benefits from the deep experience of our management team and founders in the field of ACT, combined with
a core focus on good manufacturing practice compliance and the use of closed systems.

Our current VELOS manufacturing process
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Tissue procurement can occur prior to, during and after completion of standard systemic therapy. During the period between tissue procurement and final cNeT
manufacture, patients can continue to be treated with standard of care therapy for their specific cancer. Once manufacture of the patient’s specific cNeT is
complete, it can be cryopreserved until required for administration upon disease progression.

Our pipeline

We believe our cNeT technology is uniquely positioned to overcome many of the challenges faced by existing therapies for solid tumors. We have prioritized

the tumor types that we are seeking to address based on criteria that we believe will maximize the potential of our programs to demonstrate a clinical benefit,
including expected clonal neoantigen burden, TIL infiltration and tumor accessibility, as well as high unmet medical need and future commercial potential. We
have worldwide rights to our cNeT programs and are currently developing them for the treatment of the following solid tumor indications:

ANTICIPATED UPCOMING

MILESTONES

NSCLE ATLOOY CHIRON'™ nitial data

LEAD

ATLOD

Melanoma THETIS™ nitial data:

MD submission:

MD submission:

(1) Depending on the results of our Phase I/ll monotherapy trials, we plan to engage with the FDA and EMA to discuss the addition of a Phase Il registrational trail cohort in each study.

Our programs
Clinical trials for non-small cell lung cancer and melanoma
We are currently conducting two single arm, open-label, proof-of-concept clinical trials in advanced NSCLC and metastatic or recurrent melanoma:

« CHIRON—a Phase l/lla clinical trial to evaluate the safety, tolerability and clinical activity of cNeT in 40 patients with advanced NSCLC, ongoing at six U.K.
sites. Our IND was accepted by the U.S. Food and Drug Administration, or FDA, in December 2019 and we plan on expanding our trial to five U.S. sites and
up to eight European sites in 2021.

« THETIS—a Phase l/lla clinical trial to evaluate the safety, tolerability and clinical activity of cNeT in 40 patients with metastatic or recurrent metastatic or
recurrent melanoma. We are currently conducting this trial at three U.K. sites and have submitted an IND to the FDA in November 2020 to enable expansion
to U.S. sites in 2022. Further trial applications in the European Union are planned for 2021.

Our trial protocol allows us the option to include an additional cohort for each of CHIRON and THETIS to evaluate cNeT in combination with a PD-1 inhibitor
(pembrolizumab in CHIRON and nivolumab in THETIS). We expect to report initial data from both clinical trials in . Based on the initial results, we may
opt to expand to initiate the second cohort, enrolling an additional 20 patients into each trial, to evaluate the effect of combination of cNeT with PD-1 inhibitors.

5
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The primary endpoint of both trials is safety and tolerability. The secondary endpoints include change in tumor size from baseline, overall survival and objective
response rate, disease control rate, time to response and progression-free survival based on RECIST criteria. Depending on the results of our Phase /1l
monotherapy trials, we plan to engage with the FDA and EMA to discuss the addition of a Phase Ill registrational trial cohort in each study. If we advance
ATLOO01 for NSCLC or metastatic or recurrent melanoma in combination with a PD-1 inhibitor, we expect to conduct additional Phase Il clinical trials before
advancing to a Phase lll registrational trial. Other exploratory translational science analyses will aid interpretation of the observed clinical data, addressing such
questions as how dose, phenotype, functionality and engraftment kinetics may affect clinical outcomes.

Follow-on indications

In addition to our two primary indications in advanced NSCLC and metastatic or recurrent melanoma, we are pursuing follow-on indications in patients with
advanced HNSCC, RCC, TNBC and bladder cancer. Each of these indications are characterized by a high tumor and clonal mutational burden, high T cell
infiltration into the tumor, readily accessible tumors, and high unmet medical need, which makes them attractive targets for our cNeT programs. We plan to
submit an IND for HNSCC in and for RCC in . Following these, we plan to file INDs for TNBC and bladder cancer.

Our strategy

Our goal is to become a fully integrated biopharmaceutical company focused on the development, manufacture and commercialization of precision clonal
neoantigen targeting therapies for multiple solid tumor types. To achieve this, we are pursuing the following strategies:

« Generate proof-of-concept clinical data for our cNeT approach in two lead solid tumor indications
« Expand our cNeT platform into multiple additional solid tumors and earlier lines of therapy

¢ Continuously develop and innovate our cNeT platform

¢ Build a scalable, automated manufacturing process

« Opportunistically collaborate with strategic partners to realize the full potential of our technology

Our team

We are led by Dr. Iraj Ali, our Chief Executive Officer, who was formerly a Managing Partner of Syncona, where he served as an Investment Director at
Nightstar Therapeutics and Blue Earth Diagnostics. Our Chief Scientific Officer and co-founder is Professor Sergio Quezada, who is a recognized leader in the
field of immune regulation and cancer immunology. Our Chief Medical Officer and co-founder is Professor Karl Peggs, who is a professor of Transplant Science
and Cancer Immunotherapy at the University College London Hospital, or UCLH. Dr. Peggs has significant experience in the clinical translation of T cell
therapies and is the director of the Cellular Immunotherapy Unit at UCLH. Our Scientific Advisory Board also includes our other scientific founders, Professors
Charles Swanton, and Mark Lowdell, who are leaders in the respective fields of tumor evolution, and cell manufacturing. To date, we have raised approximately
$231 million in net proceeds from a group of leading life sciences investors, including Forbion, Invus, OrbiMed, Perceptive Advisors, RA Capital, Redmile
Group, Syncona and Boxer Capital of Tavistock Group.

Corporate information

Achilles Therapeutics Limited was incorporated under the laws of England and Wales in May 2016, under the name AchillesTX Limited. In October 2016,
AchillesTX Limited changed its name to Achilles Therapeutics Limited. Achilles Therapeutics Limited has one wholly-owned subsidiary, Achilles Therapeutics
US, Inc. Achilles TX Limited was originally incorporated under the laws of England and Wales in November 2020 as the holding

6
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company for Achilles Therapeutics Holdings Limited. In November 2020, following the incorporation of Achilles TX Limited, Achilles Therapeutics Holdings
Limited was incorporated under the laws of England and Wales as a wholly owned subsidiary of Achilles TX Limited, to become a holding company for Achilles
Therapeutics Limited and Achilles Therapeutics US, Inc. following completion of a corporate reorganization. Our registered office is located at 245
Hammersmith Road, London, W6 8PW, United Kingdom, and our telephone number is +44 (0)20 8154 4600. Our website address is www.achillestx.com. We
have included our website address in this prospectus solely as an inactive textual reference. Our agent for service of process in the United States is

Corporate reorganization

Pursuant to the terms of a corporate reorganization effected in December 2020, all shareholders of Achilles Therapeutics Limited exchanged each of the
shares held by them for equivalent shares (both in terms of number and class but with a nominal value per share of £1.20) in Achilles TX Limited and, as a
result, Achilles Therapeutics Limited became a wholly owned subsidiary of Achilles TX Limited. Prior to the completion of this offering, Achilles TX Limited will
sell all of the shares in Achilles Therapeutics Limited to Achilles Therapeutics Holdings Limited for newly issued ordinary shares of £1.00 each in
Achilles Therapeutics Holdings Limited. As a result, Achilles Therapeutics Limited will become a wholly-owned subsidiary of Achilles Therapeutics Holdings
Limited and Achilles Therapeutics US, Inc. will become an indirect wholly-owned subsidiary of Achilles Therapeutics Holdings Limited. Following this, Achilles
Therapeutics Limited will transfer the entire issued share capital of Achilles Therapeutics US, Inc. to Achilles Therapeutics Holdings Limited. Subsequently, we
intend to re-register Achilles TX Limited as a public limited company, rename it as Achilles Therapeutics plc and reorganize our share capital into two classes of
ordinary shares: ordinary shares and Class A ordinary shares, each with a nominal value of £ . Please see “Corporate reorganization” beginning on
page 109 for more information.

Risks associated with our business

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

« we have incurred significant losses since inception, and we expect to incur losses over the next several years and may not be able to achieve or sustain
revenues or profitability in the future;

« even if we consummate this offering, we will need substantial additional funding to achieve our goals, and a failure to raise additional capital when needed
on acceptable terms, or at all, could force us to delay, reduce or eliminate our product development programs or commercialization efforts;

« we are early in our development efforts. Our business is dependent on the successful development of ATLO01 and future product candidates. If we are
unable to advance our current programs, additional follow-on indications for ATLOO1 or any future product candidates into and through clinical trials, obtain
marketing approval and ultimately commercialize some, any or all of the product candidates we develop, or experience significant delays in doing so, our
business will be materially harmed,;

« clinical development involves a lengthy and expensive process with an uncertain outcome, and results of earlier studies and trials may not be predictive of
future clinical trial results. We may encounter substantial delays in clinical trials, or may not be able to conduct or complete clinical trials on the expected
timelines, if
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at all. If our research activities and clinical trials are not sufficient to support regulatory development and approval of some, all or any of our programs for
ATLOO1 or any future product candidates, we may incur additional costs or experience delays in completing, or ultimately be unable to complete, the
development of such program or product candidate;

« our business is highly dependent on the success of our product candidate, ATL0O01, which was developed based on our PELEUS platform and utilizing our
VELOS manufacturing process. All of our future product candidates are based, or will be based, on the same technologies and the failure of ATLOO1 may
adversely affect their development;

« ATLOO1 or any of our future product candidates may cause undesirable side effects or have other properties that could halt their clinical development,
prevent their regulatory approval, require expansion of the trial size, limit their commercial potential, or result in significant negative consequences;

« our approach to the identification and manufacture of product candidates represents a novel approach to cancer treatment, which creates significant
challenges for us. Generation of any cellular therapy, including our cNeTs, to specifically target the mutations of an individual patient requires several weeks,
in part reflecting the need to generate patient-specific genomic data and perform the bioinformatic analyses prior to initiation of manufacture. During the
period from procurement of tumor and blood to completion of manufacturing, patients continue to receive standard of care therapies. In cases where
disease progression is rapid, clinical deterioration of a patient’s condition during the manufacturing period may mean that the patient is no longer able to
receive our cNeTs;

« we have no experience manufacturing ATLO01 at commercial scale. Manufacturing and administering ATLOO1 is complex and we may encounter difficulties
in production, particularly with respect to scaling up our manufacturing capabilities. If we encounter such difficulties, our ability to provide supply of our
cNeTs for clinical trials or for commercial purposes could be delayed or stopped;

« we face substantial competition, which may result in others discovering, developing or commercializing products before or more successfully than we do;

« if we fail to comply with our current or future obligation in any agreements under which we may license intellectual property rights from third parties or
otherwise experience disruptions to our business relationships with our future licensors, we could lose license rights that are important to our business;

« if we are unable to obtain and maintain sufficient patent and other intellectual property protection for ATLO0O1 and any future product candidates and
technologies, our competitors could develop and commercialize products and technologies similar or equivalent to ours, and we may not be able to compete
effectively in our market or successfully commercialize any product candidates we may develop;

« the current outbreak of novel coronavirus, or COVID-19, has caused, and could continue to cause, severe disruptions in the global economy and could
seriously harm our development efforts, increase our costs and expenses and have a material adverse effect on our business, financial condition and results
of operations;

« in connection with the audit of our financial statements in accordance with the standards of the PCAOB and U.S. securities law, a material weakness in our
internal control over financial reporting was identified. If we are unable to implement and maintain effective internal control over financial reporting, the
accuracy and timing of our financial reporting may be adversely affected;
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« we qualify as a foreign private issuer and, as a result, we will not be subject to U.S. proxy rules and will be subject to reporting obligations under the
Securities Exchange Act of 1934, as amended, or the Exchange Act, that, to some extent, permit less detailed and frequent reporting than that of a U.S.
domestic public company; and

« if we were classified as a passive foreign investment company, there could be material adverse U.S. federal income tax consequences to U.S. Holders (as
defined below under “Material income tax considerations—Material U.S. federal income tax considerations for U.S. holders”).

Implications of being an emerging growth company

As a company with less than $1.07 billion in revenue during our last fiscal year, we qualify as an “emerging growth company” as defined in the Jumpstart Our
Business Startups Act of 2012, or the JOBS Act. As an emerging growth company, we may take advantage of specified reduced disclosure and other
requirements that are otherwise applicable generally to public companies. These provisions include:

« the ability to present only two years of audited financial statements, in addition to any required unaudited interim financial statements, with correspondingly
reduced “Management’s discussion and analysis of financial condition and results of operations” disclosure;

« exemption from the auditor attestation requirement in the assessment of our internal controls over financial reporting pursuant to the Sarbanes-Oxley Act;
and

¢ an exemption from new or revised financial accounting standards until they would apply to private companies and from compliance with any new
requirements adopted by the Public Company Accounting Oversight Board requiring mandatory audit firm rotation.

Generally, we may take advantage of these exemptions 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 upon the earliest of (i) the last day of our fiscal year during which we have total annual gross revenues of at least
$1.07 billion; (ii) the date on which we are deemed to be a “large accelerated filer” under the Exchange Act which would occur if the market value of our
ordinary shares (including in the form of ADSs) held by non-affiliates exceeds $700.0 million as of the last business day of our most recently completed second
fiscal quarter; or (iii) the date on which we have, during the previous three year period, issued more than $1.0 billion of non-convertible debt.

In addition, the JOBS Act provides that an emerging growth company can take advantage of an extended transition period for complying with new or revised
accounting standards. This allows an emerging growth company to delay the adoption of certain accounting standards until those standards would otherwise
apply to private companies. We have elected to avail ourselves of this extended transition period and, as a result, we may adopt new or revised accounting
standards on the relevant dates on which adoption of such standards is required for non-public companies instead of the dates required for other public
companies.

We have taken advantage of certain reduced reporting requirements in this prospectus. Accordingly, the information contained herein may be different than the
information you receive from other public companies in which you hold equity securities.




Table of Contents

Implications of being a foreign private issuer

We are a foreign private issuer within the meaning of the rules under the Exchange Act. Our status as a foreign private issuer also exempts us from compliance
with certain laws and regulations of the SEC and certain regulations of The Nasdag Stock Market. Consequently, even after we no longer qualify as an
emerging growth company, we will not be subject to all of the disclosure requirements applicable to public companies organized within the United States. For
example, we are exempt from certain rules under the Exchange Act that regulate disclosure obligations and procedural requirements related to the solicitation
of proxies, consents or authorizations applicable to a security registered under the Exchange Act. In addition, our executive officers and directors are exempt
from the reporting and “short-swing” profit recovery provisions of Section 16 of the Exchange Act and related rules with respect to their purchases and sales of
our securities. Moreover, we are not required to file periodic reports and financial statements with the SEC as frequently or as promptly as U.S. public
companies. Accordingly, there may be less publicly available information concerning our company than there is for U.S. public companies. Foreign private
issuers are also exempt from the Regulation Fair Disclosure, aimed at preventing issuers from making selective disclosures of material information.

Both foreign private issuers and emerging growth companies also are exempt from certain more stringent executive compensation disclosure rules. Thus, even
if we no longer qualify as an emerging growth company, if we remain a foreign private issuer, we will continue to be exempt from the more stringent
compensation disclosures required of companies that are neither an emerging growth company nor a foreign private issuer.

We may take advantage of these exemptions until such time as we no longer qualify as a foreign private issuer. We are required to determine our status as a
foreign private issuer on an annual basis at the end of our second fiscal quarter. We will remain a foreign private issuer until such time that 50% or more of our
outstanding voting securities are held by U.S. residents and any of the following three circumstances applies: (i) the majority of the members of board of
directors or our executive officers are U.S. citizens or residents; (ii) more than 50% of our assets are located in the United States; or (iii) our business is
administered principally in the United States.

We have taken advantage of certain of these reduced reporting and other requirements in this prospectus. Accordingly, the information contained herein may
be different from the information you receive from other public companies in which you hold equity securities.
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The offering

ADSs offered by us

after this offering

Class A ordinary shares to be
outstanding immediately after this
offering

Underwriters’ option to purchase
additional ADSs

American depositary shares

Use of proceeds

Ordinary shares (including in the form of
ADSs) to be outstanding immediately

ADSs, each representing ordinary shares.
ordinary shares (or ordinary shares if the underwriters exercise their option to purchase additional
ADSs in full).

Class A ordinary shares.

The underwriters have an option for a period of 30 days from the date of this prospectus to purchase up to
additional ADSs at the public offering price, less underwriting discounts and commissions.

Each ADS represents ordinary shares, nominal value £ per share. As a holder of ADSs, we will
not treat you as one of our shareholders. The depositary, through its custodian, will be the holder of the ordinary
shares underlying the ADSs, and you will have the rights of a holder of ADSs or beneficial owner (as applicable) as
provided in the deposit agreement among us, the depositary and owners and holders of ADSs from time to time.
To better understand the terms of the ADSs, see “Description of American depositary shares.” We also encourage
you to read the deposit agreement, the form of which is filed as an exhibit to the registration statement of which
this prospectus forms a part.

We estimate that the net proceeds to us from this offering, after deducting the estimated underwriting discounts
and commissions and estimated offering expenses payable by us, will be approximately $ million, or

$ million if the underwriters exercise their option to purchase additional ADSs in full, based on an assumed
initial public offering price of $ per ADS, which is the midpoint of the price range set forth on the cover page
of this prospectus. We intend to use the net proceeds from this offering, together with our existing cash and cash
equivalents to (i) advance our cNeT programs for the treatment of advanced NSCLC and metastatic or recurrent
melanoma, (ii) advance our cNeT programs for the treatment of HNSCC and RCC and additional follow-on
indications, (iii) fund the continued innovation, development and enhancement of our PELEUS bioinformatic
platform and our VELOS manufacturing process, (iv) fund the continued automation and expansion of our
manufacturing capabilities and capacity and (v) for working capital and other general corporate purposes. See
“Use of proceeds” for a more complete description of the intended use of proceeds from this offering.
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Voting rights Following the closing of this offering, we will have two classes of ordinary shares, ordinary shares and Class A

ordinary shares. Holders of our ordinary shares will be entitled to one vote per share and the ordinary shares will
not be convertible into any other class of our share capital. The Class A ordinary shares will not confer upon their
holders any voting rights and each Class A ordinary share will be convertible at any time following the closing of
this offering, at the election of the holder, into one ordinary share, subject to certain beneficial ownership
limitations. The Class A ordinary shares, once converted to ordinary shares, may not be converted back to Class A
ordinary shares. See “Description of share capital and articles of association—Ordinary shares” for more
information on the rights of the holders of our ordinary shares and Class A ordinary shares.

Risk factors See “Risk factors” beginning on page 15 and the other information included in this prospectus for a discussion of

factors you should carefully consider before deciding to invest in the ADSs.

Depositary The Bank of New York Mellon

Proposed Nasdaq Global Market trading “ACHL”"
symbol for the ADSs

The number of ordinary shares (including in the form of ADSs) to be outstanding after this offering is based on 73,732,362 of our ordinary shares outstanding
as of September 30, 2020 and excludes:

no ordinary shares issuable upon the exercise of options for ordinary shares outstanding as of September 30, 2020;

4,865,702 ordinary shares reserved for issuance under our Omnibus Plan, or the Omnibus Plan, as of September 30, 2020, which shares will no longer be
reserved following this offering;

1,053,203 deferred shares outstanding as of September 30, 2020;

ordinary shares that will be made available for future issuance under our 2021 Share Option and Incentive Plan, or the 2021 Option Plan, which
will become effective in connection with this offering; and

ordinary shares that will be made available for future issuance under our 2021 Employee Share Purchase Plan, or the ESPP, which will become
effective in connection with this offering.

Unless otherwise indicated, all information contained in this prospectus reflects and assumes:

the consummation of our corporate reorganization, which includes the conversion of all of our outstanding preferred shares in connection with our corporate
reorganization;

the filing and effectiveness of our amended and restated articles of association immediately prior to the completion of this offering;
no issuances of Class A ordinary shares upon the closing of this offering;
no issuance or exercise of outstanding options described above after September 30, 2020; and

no exercise by the underwriters of their option to purchase up to additional ADSs in this offering.
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Summary consolidated financial data

The following tables present the summary financial data as of and for the years ended December 31, 2018 and 2019 and consolidated financial data as of and
for the nine months ended September 30, 2019 and 2020 for Achilles Therapeutics Limited. We have derived the statement of operations and comprehensive
loss data as of and for the years ended December 31, 2018 and 2019 from our audited financial statements appearing elsewhere in this prospectus. The
consolidated statement of operations and comprehensive loss data for the nine months ended September 30, 2019 and 2020 and the consolidated balance
sheet data as of September 30, 2020 have been derived from our unaudited condensed consolidated financial statements included elsewhere in this
prospectus and have been prepared on the same basis as the audited financial statements. In the opinion of management, the unaudited data reflects all
adjustments, consisting only of normal recurring adjustments, necessary for a fair statement of the financial information contained in those statements.
Historical results are not necessarily indicative of our future results, and our operating results for the interim period ended September 30, 2020 are not
necessarily indicative of the results that may be expected for the full year ended December 31, 2020 or any other interim periods or any future period. The
summary consolidated financial data set forth below should be read together with our audited financial statements for years ended December 31, 2018 and
2019 and unaudited condensed consolidated financial statements for the nine months ended September 30, 2019 and 2020 and the related notes to those
statements, as well as the sections of this prospectus captioned “Selected consolidated financial data” and “Management’s discussion and analysis of financial
condition and results of operations.”

Nine months ended

Year ended December 31, September 30,
(in thousands, except share and per share data) 2018 2019 2019 2020
Statement of Operations and Comprehensive Loss Data:
Operating expenses:

Research and development $ 4,802 $ 9,072 $ 6,326 $ 13,668

General and administrative 2,099 4,703 3,014 7,140
Total operating expenses 6,901 18,775 9,340 20,808
Loss from operations (6,901) (13,775) (9,340) (20,808)
Other income (expense), net:

Other income (expense) 14 (215) (92) 529

Total other income (expense), net 14 (215) (92) 529
Net loss (6,887) (13,990) (9,432) (20,279)
Other comprehensive (loss) income:

Foreign currency translation adjustment (57) 8,504 830 (3,088)
Comprehensive loss $ (6,944) $ (5,486) $  (8,602) $ (23,367)
Net loss per share attributable to ordinary shareholders—basic and diluted® $ (3.21) $ (5.50) $ (3.87) $ (5.34)
Weighted average ordinary shares outstanding—basic and diluted® 2,148,002 2,542,520 2,434,082 3,794,157

(1) See Note 11 to our audited financial statements appearing elsewhere in this prospectus for details on the calculation of basic and diluted net loss per share attributable to ordinary shareholders.
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As of September 30, 2020

Pro forma

(unaudited) as

(in thousands) Actual Pro forma® adjusted®

Consolidated Balance Sheet Data:

Cash and cash equivalents $ 71,603 $ 185,609

Total assets 96,559 210,565

Working capital® 68,814 182,820

Total liabilities 17,424 17,424

Preferred shares 1 —

Ordinary shares — 2

Additional paid-in capital 119,205 233,210

Accumulated deficit (45,092) (45,092)

Total shareholders’ equity 79.135 193.141

(1) The unaudited pro forma balance sheet data give effect to (i) the issuance and sale of 17,397,356 additional Series B preferred shares and 24,412,603 Series C preferred shares in November 2020, for
aggregate net proceeds of $114.0 million, translated at the exchange rate on the days the respective financing transactions took place and (i) our corporate reorganization.

(2) The unaudited pro forma as adjusted balance sheet data give further effect to the issuance and sale of ADSs in this offering by us at an assumed initial public offering price of $ 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. Each $1.00 increase (decrease) in the assumed initial public offering price of $ per ADS, which is the midpoint of the price range set forth on the cover page of this prospectus, would
increase (decrease) the pro forma as adjusted amount of each of cash and cash equivalents, working capital, total assets and total shareholders’ equity (deficit) by $ 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 estimated underwriting discounts and commissions and estimated offering
expenses payable by us. An increase (decrease) of 1,000,000 in the number of ADSs offered by us, as set forth on the cover page of this prospectus, would increase (decrease) the pro forma as
adjusted amount of each of cash and cash equivalents, working capital, total assets and total shareholders’ equity (deficit) by $ million, assuming the assumed initial public offering price per
ADS remains the same, and after deducting estimated underwriting discounts and commissions and estimated offering expenses payable by us. This pro forma as adjusted information is illustrative only
and will depend on the actual initial public offering price and other terms of this offering determined at pricing.

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

The representative exchange rates for the last day of the year ended December 31, 2019 and the quarter ended September 30, 2020 were £1.00 = $1.327 and
£1.00 = $1.290, respectively.
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Risk factors

Investing in the ADSs involves a high degree of risk. You should carefully consider the risks and uncertainties described below, together with the other information in
this prospectus, including our consolidated financial statements and the related notes appearing at the end of this prospectus and in the section titled
“Management’s discussion and analysis of financial condition and results of operations,” before deciding whether to invest in the ADSs. If any of the following risks
occur, our business, financial condition, results of operations and future growth prospects could be materially and adversely affected. In these circumstances, the
market price of the ADSs could decline and you may lose all or part of your investment. The material and other risks and uncertainties summarized above and
described below are not intended to be exhaustive and are not the only ones we face. Additional risks and uncertainties not presently known to us or that we
currently deem immaterial may also impair our business operations. This prospectus also contains forward-looking statements that involve risks and uncertainties.
Our actual results could differ materially from those anticipated in the forward-looking statements as a result of a number of factors, including the risks described
below. See the section titled “Special note regarding forward-looking statements.”

Risks related to our financial position and capital needs
Risks related to our financial condition

We have incurred significant losses since inception, and we expect to incur losses over the next several years and may not be able to achieve or sustain
revenues or profitability in the future.

Investment in biopharmaceutical product development is a highly speculative undertaking and entails substantial upfront capital expenditures and significant risk that
any potential product candidate will fail to demonstrate adequate efficacy or an acceptable safety profile, gain regulatory approval and become commercially viable.
We are still in the early stages of development of ATLOO1 for our lead indications in advanced non-small cell lung cancer, or NSCLC, and metastatic or recurrent
melanoma. We have no products approved for commercial sale and have not generated any revenue from product sales to date, and we continue to, and will for the
foreseeable future, incur significant research and development and other expenses related to our ongoing operations. We have financed our operations primarily
through private placements of our preferred shares.

We have incurred significant operating losses in each period since our inception in May 2016. For the years ended December 31, 2018 and 2019, we reported net
losses of $6.9 million and $14.0 million, respectively. For the nine months ended September 30, 2020, we reported a net loss of $20.3 million. As of September 30,
2020, we had an accumulated deficit of $45.1 million. We expect to continue to incur significant losses for the foreseeable future, and we expect these losses to
increase substantially in connection with our ongoing activities, particularly if and as we:

« continue to develop our pipeline of discovery programs and conduct research and clinical activities for our existing programs for advanced NSCLC, metastatic or
recurrent melanoma and other solid tumors;

« continue to innovate, improve and develop our technology platform, including continuing to develop and improve our PELEUS bioinformatic platform and VELOS
manufacturing process and to evaluate new approaches to our manufacturing process;

« expand our Material Acquisition Platform, or MAP, network to increase our network of clinical sites;
» advance the development of our current programs, additional follow-on indications and any future product candidates into additional solid tumor indications;
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* maintain, expand and protect our intellectual property portfolio;

« seek marketing approvals and complete any post-marketing studies, if required, for any of our product candidates that successfully complete clinical trials, if any;
» acquire or in-license additional product candidates and technologies;

« expand our infrastructure and facilities to accommodate our growing employee base and ongoing development activity;

e continue to improve our manufacturing process to create a fully closed end-to-end manufacturing process;

» expand our manufacturing infrastructure and facilities to support the manufacture of larger quantities of our product candidates for clinical development and
potential commercialization globally;

« establish a sales, marketing and distribution infrastructure to commercialize any products for which we may obtain marketing approval;

» add operational, financial and management information systems and personnel, including personnel to support our research and development programs, any
future commercialization efforts and our transition to operating as a public company following the completion of this offering; and

< incur additional legal, accounting and other expenses in operating our business, including the additional costs associated with operating as a public company.

Because of the numerous risks and uncertainties associated with biopharmaceutical product development, we are unable to accurately predict the timing or amount
of increased expenses we will incur or when, if ever, we will be able to achieve profitability. Even if we succeed in commercializing one or more product candidates,
we will continue to incur substantial research and development and other expenditures to develop and market additional programs and product candidates and we
may never generate revenue that is significant or large enough to achieve profitability. We may also encounter unforeseen expenses, difficulties, complications,
delays and other unknown factors that may adversely affect our business. The size of our future net losses will depend, in part, on the rate of future growth of our
expenses and our ability to generate revenue. Our prior losses and expected future losses have had and will continue to have an adverse effect on our shareholders’
equity and working capital.

Even if we do achieve profitability, we may not be able to sustain or increase profitability on a quarterly or annual basis. Accordingly, our failure to become and
remain profitable would decrease the value of the company and could impair our ability to raise capital, maintain our research and development efforts, expand our
business or continue our operations. A decline in the value of our company and/or the market price of our ADSs could also cause you to lose all or part of your
investment.

We have not generated any revenue and may never be profitable.

Our ability to become profitable depends upon our ability to generate revenue. To date, we have not generated any revenue from ATLOO1 for any indication. We do
not expect to generate significant revenue from ATLOO1 and any potential future product candidates unless or until we successfully complete clinical development
and obtain regulatory approval of, and then successfully commercialize, such product candidates. ATLO01 and any other product candidates that we develop will
require additional research, clinical development, regulatory review and approval, substantial investment, access to sufficient commercial manufacturing capacity
and
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significant marketing efforts before we can generate any revenue from product sales. Our ability to generate revenue depends on a number of factors, including, but
not limited to:

timely completion of our research activities and clinical trials, which may be significantly slower or cost more than we currently anticipate;

our ability to develop ATL0O1 for our current pipeline of indications and additional follow-on indications as well as to identify and develop potential new product
candidates;

our ability to complete IND-enabling activities, and successfully submit INDs or comparable applications for ATLOO1 in additional follow-on indications or any
future product candidates;

our successful initiation, enrollment in and completion of clinical trials, including our ability to generate positive data from any such clinical trials, including our
ongoing Phase l/lla clinical trials of ATLOO1 in advanced NSCLC and metastatic or recurrent melanoma,

whether we are required by the U.S. Food and Drug Administration, or the FDA, the European Medicines Agency, or the EMA, or the United Kingdom Medicines
and Healthcare products Regulatory Agency, or the MHRA, or similar foreign regulatory authorities to conduct additional clinical trials or other studies beyond
those planned to support the approval and commercialization of ATLOO1 in our current indications or any follow-on indications as well as any future product
candidates;

our ability to demonstrate to the satisfaction of the FDA, the EMA, the MHRA and similar foreign regulatory authorities the safety, potency, purity, efficacy and
acceptable risk to benefit profile of our current programs, additional follow-on indications for ATL001, or any future product candidates and such regulatory
authorities’ acceptance of our precision clonal neoantigen-reactive T cell, or cNeT, based development strategy;

the prevalence, duration and severity of potential side effects or other safety issues experienced with our current programs, additional follow-on indications for
ATLOO01, or future product candidates, if any;

our ability to receive marketing approvals from the FDA, the EMA, the MHRA and similar foreign regulatory authorities;

the willingness of physicians, operators of clinics and patients to utilize or adopt ATLOO1 or future product candidates, if approved, over alternative or more
conventional approaches, such as standard tumor infiltrating lymphocyte, or TIL, therapy and other immuno-oncology therapies;

the actual and perceived availability, cost, risk profile and safety and efficacy of our product candidates, if approved, relative to existing and future alternative
immuno-oncology therapies and competitive product candidates and technologies;

our ability to successfully increase our MAP network, including the acquisition, transportation, handling and other logistics of patient tumor samples;

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

our ability to successfully develop a commercial strategy and thereafter commercialize our current programs, additional follow-on indications for ATL001, or any
future product candidates in the United States and internationally, if approved for marketing, reimbursement, sale and distribution in such countries and territories,
whether alone or in collaboration with others;
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» patient demand for our current programs, additional follow-on indications for ATLOO1, and any future product candidates, if approved;
» our ability to establish and enforce intellectual property rights; and
« our ability to maintain a continued acceptable safety profile in any approved product candidate.

Many of the factors listed above are beyond our control and could cause us to experience significant delays or prevent us from obtaining regulatory approvals or
commercializing our product candidates. Even if we are able to commercialize our product candidates, we may not achieve profitability soon after generating product
sales, if ever. If we are unable to generate sufficient revenue through the sale of our product candidates or any future product candidates, we may be unable to
continue operations without continued funding.

Our limited operating history may make it difficult for you to evaluate the success of our business to date and to assess our future viability.

We are a clinical-stage company with a limited operating history. We commenced operations in May 2016, and our operations to date have been limited to
organizing and staffing our company, business planning, raising capital, conducting discovery and research activities, filing patent applications, identifying potential
product candidates, undertaking research activities and clinical trials and establishing our in-house manufacturing capabilities for the manufacture of initial quantities
of our product candidates and component materials. Our lead programs in advanced NSCLC and metastatic or recurrent melanoma are in Phase I/lla clinical trials,
CHIRON and THETIS, respectively. We have not yet demonstrated our ability to successfully complete any clinical trials, obtain marketing approvals, manufacture a
commercial-scale product or arrange for a third party to do so on our behalf, or conduct sales, marketing and distribution activities necessary for successful product
commercialization. Consequently, any predictions you make about our future success or viability may not be as accurate as they could be if we had a longer
operating history.

In addition, as an early-stage company, we may encounter unforeseen expenses, difficulties, complications, delays and other known and unknown factors. We will
need to transition at some point from a company with a research and development focus to a company capable of supporting commercial activities. We may not be
successful in such a transition.

We expect our financial condition and results of operations to continue to fluctuate significantly from quarter to quarter and year to year due to a variety of factors,
many of which are beyond our control. Accordingly, you should not rely upon the results of any quarterly or annual periods as indications of future operating
performance.

Risks related to our future cash needs

Even if we consummate this offering, we will need substantial additional funding to achieve our goals, and a failure to raise additional capital when
needed on acceptable terms, or at all, could force us to delay, reduce or eliminate our product development programs or commercialization efforts.

Since our inception, we have invested a significant portion of our efforts and financial resources in research and development activities for our PELEUS platform, our
VELOS manufacturing process, development of our lead programs for ATL0O01 and identification and development of follow-on indications for ATLOO1. Clinical trials
and additional research and development activities will require substantial funds to complete. We expect our expenses to increase in parallel with our ongoing
activities, particularly as we continue the research and clinical development activities of our current programs, including our ongoing Phase I/lla clinical trials of
ATLOO01 in advanced NSCLC and metastatic or recurrent melanoma, and our ongoing and planned IND-enabling activities
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for ATLOO1 in follow-on indications. In addition, if we obtain marketing approval for any product candidate, we expect to incur significant commercialization expenses
related to product sales, marketing, manufacturing and distribution. Furthermore, upon the closing of this offering, we expect to incur significant additional costs
associated with operating as a public company. Accordingly, we will need to obtain substantial additional funding in connection with our continuing operations.
Additionally, changing circumstances may cause us to consume capital significantly faster than we currently anticipate, and we may need to spend more money than
currently expected because of circumstances beyond our control. We cannot be certain that additional funding will be available on acceptable terms, or at all. Until
such time, if ever, as we can generate substantial product revenue, we expect to finance our operations through a combination of public or private equity offerings,
debt financings, governmental funding, collaborations, strategic partnerships and alliances or marketing, distribution or licensing arrangements with third parties. If
we are unable to raise capital when needed in sufficient amounts or on terms acceptable to us, we would be forced to delay, reduce or eliminate our discovery and
research programs or any future commercialization efforts.

We had cash and cash equivalents of $71.6 million as of September 30, 2020. We estimate that our net proceeds from this offering will be $ million, based on
the assumed initial public offering price of $ per share, the midpoint of the range set forth on the cover page of this prospectus, after deducting underwriting
discounts and commissions and estimated offering expenses payable by us. We believe that, based upon our current operating plan, our existing capital resources,
including proceeds from issuance of additional Series B preferred shares in November 2020 and Series C preferred shares in November 2020, together with the net
proceeds from this offering will be sufficient to fund our anticipated operations into . We have based this estimate on assumptions that may prove to be
wrong, and we could exhaust our available capital resources sooner than we expect. In addition, because the design and outcome of our ongoing, planned and
anticipated clinical trials are highly uncertain, we cannot reasonably estimate the actual amounts necessary to successfully complete the development and
commercialization of any product candidate. Our future capital requirements will depend on many factors, including:

« the scope, progress, results and costs of research activities and clinical trials for our current programs, additional follow-on indications for ATLOO01 and any future
product candidates, including any additional expenses attributable to adjusting our development plans in response to the COVID-19 pandemic;

» the continued development and expansion of our PELEUS platform;
« the continued development of and improvements to our VELOS manufacturing process;
« the extent to which we enter into collaboration arrangements with regard to product candidate development or acquire or in-license products or technologies;

« the costs, timing and outcome of regulatory review of ATLOO1 for our current programs and follow-on programs, and any future product candidates, including
post-marketing studies that could be required by regulatory authorities;

« the costs of future commercialization activities, including product sales, marketing, manufacturing and distribution, for any product candidate for which we receive
marketing approval;

« the costs of continued scale-up and automation of our VELOS manufacturing processes, including developing a fully closed end-to-end system, for later stages of
development and commercialization;

« the costs associated with continuing to increase our MAP network;
* revenue, if any, received from commercial sales of our product candidates, should any of our product candidates receive marketing approval; and
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» the costs of preparing, filing and prosecuting patent applications, obtaining, maintaining, enforcing and protecting our intellectual property rights and defending
intellectual property-related claims.

Identifying additional follow-on indications for ATL001 and future product candidates and conducting research activities and clinical trials is a time-consuming,
expensive and uncertain process that takes years to complete, and we may never generate the necessary data or results required to obtain marketing approval and
achieve product sales. In addition, any product candidate, if approved, may not achieve commercial success. Our commercial revenues, if any, will be derived from
sales of products that we do not expect to be commercially available for many years, if at all. Accordingly, we will need to continue to rely on additional financing to
achieve our business objectives. Adequate additional financing may not be available to us on acceptable terms, or at all.

If we are unable to obtain funding on a timely basis, we may be required to significantly curtail, delay, or discontinue our research and development programs or any
commercialization efforts; be unable to expand our operations; or be unable to otherwise capitalize on our business opportunities, as desired, which could harm our
business and potentially force us to discontinue operations.

Raising additional capital may cause dilution to our shareholders, including purchasers of ADSs in this offering, may restrict our operations or require
us to relinquish rights to our technologies or product candidates.

We expect our expenses to increase in connection with our planned operations. Unless and until we can generate a substantial amount of revenue from our product
candidates, we expect to finance our future cash needs through public or private equity offerings, debt financings, collaborations, licensing arrangements or other
sources, or any combination of the foregoing. In addition, we may seek additional capital due to favorable market conditions or strategic considerations, even if we
believe that we have sufficient funds for our current or future operating plans.

To the extent that we raise additional capital through the sale of ADSs, convertible securities or other equity securities, your ownership interest may be diluted, and
the terms of these securities could include liquidation or other preferences and anti-dilution protections that could adversely affect your rights as a shareholder.

In addition, debt financing, if available, may result in fixed payment obligations and may involve agreements that include restrictive covenants that limit our ability to
take specific actions, such as incurring additional debt, making capital expenditures, creating liens, redeeming shares or declaring dividends, that could adversely
impact our ability to conduct our business. In addition, securing financing could require a substantial amount of time and attention from our management and may
divert a disproportionate amount of their attention away from day-to-day activities, which may adversely affect our management’s ability to oversee the development
of our current programs, additional follow-on indications for ATLO01, and any future product candidates.

If we raise additional funds through collaborations, strategic alliances, distribution or licensing arrangements with third parties, we may have to relinquish valuable
rights to our technologies, future revenue streams, programs or product candidates or grant licenses on terms that may not be favorable to us. If we are unable to
raise additional funds when needed, we would be required to delay, limit, reduce or terminate our product development or future commercialization efforts or grant
rights to develop and market product candidates that we would otherwise prefer to develop and market ourselves.

Risks related to the development of our programs

Risks related to research activities and clinical development

We are early in our development efforts. Our business is dependent on the successful development of ATL001 and future product candidates. If we are
unable to advance our current programs, additional follow-on
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indications for ATL001 or any future product candidates into and through clinical trials, obtain marketing approval and ultimately commercialize some,
any or all of the product candidates we develop, or experience significant delays in doing so, our business will be materially harmed.

All of our programs are in early stages of development, including our clinical-stage programs for ATLOO1 in advanced NSCLC and metastatic or recurrent melanoma,
and as such will require extensive research activities and clinical testing, as applicable. Our ability to generate product revenues, which we do not expect to occur for
several years, if ever, will depend heavily on the successful development and eventual commercialization of the programs and product candidates we develop, which
may never occur. Before we are able to generate any revenues from product sales, our current programs, additional follow-on indications for ATLOO1 or any future
product candidates we develop, will require additional research activities and clinical development, management of clinical, research and manufacturing activities,
marketing approval in the United States and other markets, demonstrating effectiveness to pricing and reimbursement authorities, obtaining sufficient manufacturing
supply for both clinical development and commercial production, building of a commercial organization, and substantial investment and significant marketing efforts.
The success of our current programs, additional follow-on indications for ATLOO1 or any future product candidates will depend on several factors, including the
following:

¢ successful completion of research activities and clinical trials;
« sufficiency of our financial and other resources to complete the necessary research activities and clinical trials;

« regulatory authority acceptance of INDs, clinical trial applications or similar approaches required for us to commence our planned clinical trials or future clinical
trials;

« successful patient enrollment in and completion of our ongoing and future clinical trials;
« successful data from our clinical trials that support an acceptable risk-benefit profile of our product candidates in the intended populations;
* receipt and maintenance marketing approvals from applicable regulatory authorities;

¢ continued scale-up and automation of our VELOS manufacturing processes, including developing a fully closed end-to-end system, for later stages of
development and commercialization;

* obtaining and maintaining patent and trade secret protection or regulatory exclusivity for our product candidates;

« establishing sales, marketing and distribution capabilities and launching commercial sales of our products, if and when approved, whether alone or in
collaboration with others;

* entry into collaborations to further the development of our product candidates, if necessary;

« successfully launching commercial sales of our product candidates, if and when approved;

* acceptance of our product candidates’, if and when approved, by patients, the medical community and third-party payors;
» the prevalence and severity of adverse events experienced with our product candidates;

» effectively competing with other cancer therapies;

« obtaining and maintaining healthcare coverage and adequate reimbursement from third-party payors;
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* maintaining a continued acceptable safety profile of our products following approval, if any; and
» qualifying for, maintaining, enforcing and defending intellectual property rights and claims.

We do not have complete control over many of these factors, including certain aspects of clinical development and the regulatory approval process, potential threats
to our intellectual property rights and the manufacturing, marketing, distribution and sales efforts of any future collaborator. If we are not successful with respect to
one or more of these factors in a timely manner or at all, we could experience significant delays or be unable to successfully commercialize ATLO01 and any future
product candidates we develop, which would materially harm our business.

Clinical development involves a lengthy and expensive process with an uncertain outcome, and results of earlier studies and trials may not be predictive
of future clinical trial results. We may encounter substantial delays in clinical trials, or may not be able to conduct or complete clinical trials on the
expected timelines, if at all. If our research activities and clinical trials are not sufficient to support regulatory development and approval of some, all or
any of our programs for ATL001 or any future product candidates, we may incur additional costs or experience delays in completing, or ultimately be
unable to complete, the development of such program or product candidate.

Before obtaining marketing approval from the FDA or other comparable foreign regulatory authorities for the sale of our product candidates, we must complete
preclinical development and extensive clinical trials to demonstrate the safety, purity and potency of our product candidates. Clinical testing is expensive, time-
consuming and subject to uncertainty. Clinical data are often susceptible to varying interpretations and analyses and many companies that believed their product
candidates performed satisfactorily in clinical trials nonetheless failed to obtain FDA approval or approval from foreign regulatory authorities. A number of companies
in the pharmaceutical and biotechnology industries have suffered significant setbacks in clinical development even after achieving promising results in earlier
studies, and any such setbacks in our clinical development could have a material adverse effect on our business and operating results. It is impossible to predict
when or if ATLOO1 in any of our current programs, ATL0O1 in any additional follow-on indications or any future product candidates will prove effective and safe in
humans or will receive regulatory approval. Before obtaining marketing approval from regulatory authorities for the sale of any product candidate, we must complete
research activities and then conduct extensive clinical trials to demonstrate the safety and efficacy of our product candidates in humans. A failure of one or more
clinical trials can occur at any stage of testing. The outcome of preclinical development testing and early clinical trials may not be predictive of the success of later
clinical trials, and interim results of a clinical trial do not necessarily predict final results. There can be no assurance that any of our current or future clinical trials will
ultimately be successful or support further clinical development of any of our product candidates. There is a high failure rate for investigational drugs proceeding
through clinical trials.

We may experience delays in initiating or completing research activities or clinical trials, including as a result of delays in obtaining, or failure to obtain, the FDA's
clearance to initiate clinical trials under future INDs, completing ongoing research activities for our other product candidates and initiating our planned clinical trials.
Additionally, we cannot be certain that clinical trials will begin on time, not require redesign, enroll an adequate number of subjects on time, or be completed on
schedule, if at all. We may experience humerous adverse or unforeseen events during, or as a result of, research activities and clinical trials that could delay or
prevent our ability to receive marketing approval or commercialize ATLOO1 for any indication or any future product candidates, including:

* we may receive feedback from regulatory authorities that requires us to modify the design of our clinical trials;
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research activities or clinical trials of ATLOO1 or any future product candidates may produce negative or inconclusive results, and we may decide, or regulators
may require us, to conduct additional clinical trials or abandon our research efforts for our other product candidates;

research activities or clinical trials of ATLOO1 or any future product candidates may not produce differentiated or clinically significant results across cancers and
we may decide not to pursue for further clinical development;

the number of patients required for clinical trials of ATLOO1 or any future product candidates may be larger than we anticipate, enrollment in these clinical trials
may be slower than we anticipate or participants may drop out of our clinical trials at a higher rate than we anticipate;

our third-party contractors may fail to comply with regulatory requirements, fail to maintain adequate quality controls or be unable to provide us with sufficient
product supply to conduct and complete clinical trials of ATLOO1 or any future product candidates in a timely manner, or at all;

we or our investigators might have to suspend or terminate clinical trials of ATLOO1 or any future product candidates for various reasons, including
non-compliance with regulatory requirements, a finding that our product candidates have undesirable side effects or other unexpected characteristics or a finding
that the participants are being exposed to unacceptable health risks;

the cost of clinical trials of ATLOO1 or any future product candidates may be greater than we anticipate;

the quality of our product candidates or other materials necessary to conduct research activities or clinical trials of ATLOO1 or any future product candidates may
be insufficient or inadequate, and our PELEUS platform may not be able to accurately identify clonal neoantigens that are in treating effective to treat solid
tumors;

reports from clinical testing of other therapies may raise safety or efficacy concerns about ATLOO1 or any future product candidates;
regulators may revise the requirements for approving ATLOO1 or any future product candidates, or such requirements may not be as we anticipate; and

future collaborators may conduct clinical trials in ways they view as advantageous to them but that are suboptimal for us.

In addition, disruptions caused by the COVID-19 pandemic may increase the likelihood that we encounter such difficulties or delays in initiating, enrolling, conducting
or completing our planned and ongoing clinical trials. If we are required to conduct additional clinical trials or other testing of our current programs, additional
follow-on indications for ATLOO1 or any future product candidates beyond those that we currently contemplate, if we are unable to successfully complete clinical trials
or other testing, if the results of these trials or tests are not positive or are only moderately positive or if there are safety concerns, our business and results of
operations may be adversely affected and we may incur significant additional costs.

We could also encounter delays if a clinical trial is suspended or terminated by us, by the institutional review boards, or IRBs, or ethics committees of the institutions
in which such clinical trials are being conducted, or by the FDA or other regulatory authorities, or suspended or terminated based on recommendations by the Data
Safety Monitoring Board, if any, for such clinical trial. Such authorities may suspend or terminate a clinical trial due to a number of factors, including failure to conduct
the clinical trial in accordance with regulatory requirements or our clinical trial protocols, inspection of the clinical trial operations or trial site by the FDA or other
regulatory authorities resulting in the imposition of a clinical hold, unforeseen safety issues or adverse
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side effects, failure to demonstrate a benefit from the product candidates, changes in governmental regulations or administrative actions or lack of adequate funding
to continue the clinical trial.

If we experience delays in the completion, or termination, of any clinical trial for our current programs, additional follow-on indications for ATLOO1 or of any future
product candidates, the commercial prospects of ATLOO1 or our any future product candidates may be harmed, and our ability to generate revenues from ATLOO1 or
any future product candidates will be delayed or not realized at all. In addition, any delays in completing our research activities or clinical trials may increase our
costs, slow down our development and approval process and jeopardize our ability to commence product sales and generate revenues. Any of these occurrences
may significantly harm our business, financial condition and prospects. In addition, many of the factors that cause, or lead to, a delay in the commencement or
completion of clinical trials may also ultimately lead to the denial of regulatory approval of ATLOO1 or any future product candidates. If ATLOO1 or any future product
candidates are generally observed to be ineffective, unsafe or commercially unviable, our entire pipeline may have little, if any, value, which would have a material
and adverse effect on our business, financial condition, results of operations and prospects.

Our business is highly dependent on the success of our product candidate, ATL001, which was developed based on our PELEUS platform and utilizing
our VELOS manufacturing process. All of our future product candidates are based, or will be based, on the same technologies and the failure of ATL001
may adversely affect their development.

A key element of our strategy is utilizing our PELEUS platform to identify clonal neoantigens that are effective in treating solid tumors coupled with using our VELOS
manufacturing process to manufacture cNeTs. The therapeutic discovery activities that we are conducting may not be successful in identifying clonal neoantigens
and we may not be successful in manufacturing precision TIL product candidates. We currently have no products that are approved for commercial sale and may
never be able to develop marketable products. We are very early in our development efforts, and we only have two clinical-stage programs, ATL0O01 for the treatment
of advanced NSCLC and metastatic or recurrent melanoma, which are in early clinical-stage trials. In the event that our current programs for ATLO01, additional
follow-on indications for ATLOO1 or future product candidates encounter safety or efficacy problems, developmental delays, regulatory issues, or other problems, our
development plans and business related to our other current or future product candidates could be significantly harmed. A failure of ATLOO1 or future product
candidates may affect the ability to obtain regulatory approval to continue or conduct clinical programs for our other or future product candidates.

Our research activities and clinical trials may fail to demonstrate adequately the safety, potency and purity ATL001 or any future product candidates,
which would prevent or delay development, regulatory approval and commercialization.

Before obtaining regulatory approvals for the commercial sale of any product candidate, including ATLOO1, we must demonstrate through lengthy, complex and
expensive research activities and clinical trials that our product candidates are both safe and effective for use in each target indication. Research activities and
clinical testing is expensive and can take many years to complete, and its outcome is inherently uncertain. Failure can occur at any time during the clinical trial
processes, and, because ATLOO1 is in an early stage of development, there is a high risk of failure and we may never succeed in developing marketable products.

Any clinical trials that we may conduct may not demonstrate the safety, potency, purity and efficacy necessary to obtain regulatory approval to market our product
candidates. If the results of our ongoing or future clinical trials are inconclusive with respect to the safety, potency, purity and efficacy of our product candidates, if we
do not meet the clinical endpoints with statistical and clinically meaningful significance, or if there are safety
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concerns associated with our product candidates, we may be prevented or delayed in obtaining marketing approval for such product candidates. In some instances,
there can be significant variability in safety, potency or purity results between different clinical trials of the same product candidate due to numerous factors, including
changes in trial procedures set forth in protocols, manufacturing variances in our VELOS manufacturing process, differences in the size and type of the patient
populations, changes in and adherence to the clinical trial protocols and the rate of dropout among clinical trial participants.

Additionally, our currently ongoing Phase I/lla clinical trials are and any additional clinical trials that we may conduct may be open-label in study design and may be
conducted at a limited number of clinical sites on a limited number of patients. An “open-label” clinical trial is one where both the patient and investigator know
whether the patient is receiving the investigational product candidate or either an existing approved drug or placebo. Most typically, open-label clinical trials test only
the investigational product candidate and sometimes may do so at different dose levels. Open-label clinical trials are subject to various limitations that may
exaggerate any therapeutic effect, as patients in open-label clinical trials are aware when they are receiving treatment. Open-label clinical trials may be subject to a
“patient bias” where patients perceive their symptoms to have improved merely due to their awareness of receiving an experimental treatment. In addition, open-
label clinical trials may be subject to an “investigator bias” where those assessing and reviewing the physiological outcomes of the clinical trials are aware of which
patients have received treatment and may interpret the information of the treated group more favorably given this knowledge. The results from an open-label trial
may not be predictive of future clinical trial results with any of our product candidates for which we include an open-label clinical trial when studied in a controlled
environment with a placebo or active control.

ATLO001 or any of our future product candidates may cause undesirable side effects or have other properties that could halt their clinical development,
prevent their regulatory approval, require expansion of the trial size, limit their commercial potential, or result in significant negative consequences.

Undesirable side effects caused by our product candidates could cause us or regulatory authorities, including IRBs, to interrupt, delay or halt clinical trials and could
result in a more restrictive label or the delay or denial of regulatory approval by the FDA, the EMA, the MHRA or other comparable foreign regulatory authorities. For
example, in our ongoing THETIS trial, one patient was considered by the investigator to have experienced immune effector cell-associated neurotoxicity syndrome,
or ICANS. The investigator deemed the serious adverse event to be related to ATLOO1. The patient was treated with dexamethasone and tocilizumab and their acute
condition improved. However, the nature of this therapeutic intervention would be expected to suppress the expansion and persistence of the infused ATLOO1.
Subsequent to this, the patient was admitted to hospice, and subsequently died, due to cancer disease progression. While we have not seen additional instances of
ICANS in our trials, patients may experience future serious adverse events which could halt clinical the trials. The FDA or comparable foreign regulatory authorities,
or IRBs and other reviewing entities, may also require, or we may voluntarily develop, strategies for managing adverse events during clinical development, which
could include restrictions on our enrollment criteria, the use of stopping criteria, adjustments to a study’s design, reconsent of enrolled patients, or the monitoring of
safety data by a data monitoring committee, among other strategies. The FDA or a comparable foreign regulatory authority requests for additional data or
information could also result in substantial delays in the approval of our current product candidate and any future product candidates. Further, clinical trials by their
nature utilize a sample of the potential patient population. With a limited number of subjects, rare and severe side effects of our product candidates may only be
uncovered with a significantly larger number of patients exposed to the product candidate. Additionally, results of our clinical trials could reveal a high and
unacceptable severity and prevalence of side effects or unexpected characteristics, which may stem from our therapies specifically or may be due to an illness from
which the clinical trial subject is suffering. If we do observe severe side effects in our clinical trials, our ongoing
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clinical trials may be halted or put on clinical hold prior to completion if there is an unacceptable safety risk for patients.

If unacceptable toxicities arise in the development of ATLOO1 or any future product candidates, we could suspend or terminate our clinical trials or the FDA, the
EMA, the MHRA or comparable foreign regulatory authorities, or local regulatory authorities such as IRBs or ethics committees, could order us to cease clinical
trials. Competent national health authorities, such as the FDA or foreign equivalents, could also deny approval of our product candidates for any or all targeted
indications. Even if the side effects presented do not preclude the product from obtaining or maintaining marketing approval, treatment-related side effects could also
affect patient recruitment or the ability of enrolled patients to complete the clinical trial or result in potential product liability claims. We expect to have to train medical
personnel using our product candidates to understand the adverse events associated with our treatment approach for both our planned clinical trials and upon any
commercialization of any product candidates, if approved. Inadequate training in recognizing or managing the potential side effects of ATLOO1 or any future product
candidates could result in patient deaths. Any of these occurrences may significantly harm our reputation, business, financial condition and prospects.

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

From time to time, we may publicly disclose preliminary or topline data from our clinical trials, which is based on a preliminary analysis of then-available data, and
the results and related findings and conclusions are subject to change following a more comprehensive review of the data related to the particular study or trial. We
also make assumptions, estimations, calculations and conclusions as part of our analyses of data, and we may not have received or had the opportunity to fully and
carefully evaluate all data. As a result, the topline or preliminary results that we report may differ from future results of the same studies, or different conclusions or
considerations may qualify such results, once additional data have been received and fully evaluated. Topline data also remain subject to audit and verification
procedures that may result in the final data being materially different from the preliminary data we previously published. As a result, topline data should be viewed
with caution until the final data are available. From time to time, we may also disclose interim data from our clinical trials. Interim data from clinical trials that we may
complete are subject to the risk that one or more of the clinical outcomes may materially change as patient enroliment continues and more patient data become
available or as patients from our clinical trials continue other treatments for their disease. Adverse differences between preliminary or interim data and final data
could significantly harm our business prospects. Further, disclosure of interim data by us or by our competitors could result in volatility in the price of the ADSs after
this offering.

If the interim, topline, or preliminary data that we report differ from actual results, or if others, including regulatory authorities, disagree with the conclusions reached,
our ability to obtain approval for, and commercialize, our product candidates may be harmed, which could harm our business, operating results, prospects or
financial condition. In addition, the information we choose to publicly disclose regarding a particular clinical trial is based on what is typically extensive information,
and you or others may not agree with what we determine is material or otherwise appropriate information to include in our disclosure.

If we encounter difficulties enrolling patients in our clinical trials, our clinical development activities could be delayed or otherwise adversely affected.

Identifying and qualifying patients to participate in clinical trials of ATLOO1 and our future product candidates is critical to our success. The timing of completion of our
clinical trials depends in part on the speed at which we
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can recruit patients to participate in testing ATLOO1 and any future product candidates, and we may experience delays in our clinical trials if we encounter difficulties
in enrollment or patient retention due to other unforeseen factors, including impacts that have resulted or may result from the COVID-19 pandemic. We may not be
able to initiate or continue clinical trials for ATLOO1 or any future product candidates if we are unable to locate and enroll a sufficient number of eligible patients to
participate in these trials as required by the FDA or similar foreign regulatory authorities outside the United States. For example, the evolving COVID-19 pandemic
may continue to impact our ability to initiate clinical sites and recruit, enroll and retain patients or may divert healthcare resources away from clinical trials. The
enroliment of patients further depends on many factors, including:

« the patient eligibility criteria defined in the clinical trial protocol;

« the size of the patient population required for analysis of the clinical trial’s primary endpoints;

» the severity of the disease or condition under investigation;

» the proximity of patients to clinical trial sites;

» the design of the clinical trial;

« our ability to recruit clinical trial investigators with the appropriate competencies and experience;
e our ability to obtain and maintain patient consents;

» the availability of competing trials;

< our ability to procure sufficient tumor and blood samples from the patient to enable isolation of sufficient TILs and dendritic cells to manufacture a cNeT product
candidate, identify clonal neoantigens and transport our cNeT product candidate to the trial site;

» our ability to monitor patients adequately during and after treatment;

« the risk that patients enrolled in clinical trials will drop out of the clinical trials before the manufacturing and infusion of ATLOO1 or any future product candidates or
clinical trial completion; and

« factors we may not be able to control, such as current or potential pandemics that may limit patients, principal investigators or staff or clinical site availability.

In addition, our clinical trials will compete with other clinical trials for product candidates that are in the same therapeutic areas as ATLOO1 or any future product
candidates, and this competition will reduce the number and types of patients available to us because some patients who might have opted to enroll in our clinical
trials may instead opt to enroll in a clinical trial being conducted by one of our competitors. Since the number of qualified clinical investigators is limited, we expect to
conduct some of our clinical trials at the same clinical trial sites that some of our competitors use, which will reduce the number of patients who are available for our
clinical trials at such clinical trial sites. Moreover, because our product candidates represent a departure from more commonly used methods for cancer treatment,
potential patients and their doctors may be inclined to use conventional therapies, such as chemotherapy, rather than enroll patients in any ongoing or planned
clinical trials.

Delays in completing patient enrollment may result in increased costs or may affect the timing or outcome of our ongoing and planned clinical trials, which could
prevent completion or commencement of these clinical trials and adversely affect our ability to advance the development of our product candidates.
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Since the number of patients that we plan to dose in our ongoing open-label Phase l/lla clinical trials is small, the results from these clinical trials, once
completed, may be less reliable than results achieved in larger clinical trials, which may hinder our efforts to obtain regulatory approval for ATL001 or
any future product candidates.

In our ongoing first-in-human, open-label Phase I/lla clinical trials of ATLOO1 for our two lead tumor indications, we are evaluating the safety, tolerability and clinical
activity of cNeT administered intravenously in adult patients with advanced NSCLC and metastatic or recurrent melanoma.

The initial results of clinical trials with smaller sample sizes, such as our ongoing Phase I/lla clinical trials, can be disproportionately influenced by various biases
associated with the conduct of small clinical trials, such as the potential failure of the smaller sample size to accurately depict the features of the broader patient
population, which limits the ability to generalize the results across a broader community, thus making the clinical trial results less reliable than clinical trials with a
larger number of patients. As a result, there may be less certainty that such product candidate would achieve a statistically significant effect in any future clinical
trials. If we conduct any future clinical trials of ATLO01, we may not achieve a statistically significant result or the same level of statistical significance, if any, that we
might have anticipated based on the results observed in our initial Phase I/lla clinical trials.

We are conducting clinical trials for product candidates outside the United States, and the FDA and comparable foreign regulatory authorities may not
accept data from such trials.

While we plan to expand our clinical operations to the United States and Europe in 2021, we are currently conducting our clinical trials only in the United Kingdom.
The acceptance of data from clinical trials conducted outside the United States or another jurisdiction by the FDA or comparable foreign regulatory authority may be
subject to certain conditions or may not be accepted at all. In cases where data from foreign clinical trials are intended to serve as the basis for marketing approval in
the United States, the FDA will generally not approve the application on the basis of foreign data alone unless (i) the data are applicable to the U.S. population and
U.S. medical practice; (i) the trials were performed by clinical investigators of recognized competence and pursuant to good clinical practice, or GCP, regulations
and (iii) the FDA is able to validate the data from the study through an on-site inspection if necessary. In general, the patient population for any clinical trials
conducted outside the United States must be representative of the population for whom we intend to label the product candidate in the United States. Additionally,
the FDA's clinical trial requirements, including sufficient size of patient populations and statistical powering, must be met. Many foreign regulatory authorities have
similar approval requirements. In addition, such foreign trials would be subject to the applicable local laws of the foreign jurisdictions where the trials are conducted.
There can be no assurance that the FDA or any comparable foreign regulatory authority will accept data from trials conducted outside of the United States or the
applicable jurisdiction. If the FDA or any comparable foreign regulatory authority does not accept such data, it would result in the need for additional trials, which
could be costly and time-consuming, and which may result in product candidates that we may develop not receiving approval for commercialization in the applicable
jurisdiction.

Risks related to our approach to product development

Our approach to the identification and manufacture of product candidates represents a novel approach to cancer treatment, which creates significant
challenges for us.

A key element of our strategy is to focus on targeting clonal neoantigens for the treatment of solid tumors, to continue innovating and developing our PELEUS
platform to further improve our clonal neoantigen prediction
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capability and to expand our pipeline into several additional solid tumor indications. To date, there are no approved immuno-oncology therapies based on targeting
clonal neoantigens and we are not aware of any clinical evidence supporting the clinical efficacy of our approach. Although our research and development efforts to
date have resulted in clinical development of ATLOO1 in advanced NSCLC and metastatic or recurrent melanoma, ATLOO1 may not be safe or effective as a cancer
treatment, and we may not be able to identify any additional follow-on indications for ATLOO1 or identify and develop any other product candidates. Further, our
approach to manufacturing cNeTs on a per patient basis means that we may fail to isolate TILs from the tumor, be unable to generate the necessary amounts of
dendritic cells, or at all, or not be able to identify clonal neoantigens. We may also be limited by the extent to which the peptides representing those neoantigens are
presented by dendritic cells. There is high variability in sample collection between patients, which presents additional challenges of producing cNeTs on a per patient
basis. Generation of any cellular therapy, including our cNeTs, to specifically target the mutations of an individual patient requires several weeks, in part reflecting the
need to generate patient-specific genomic data and perform the bioinformatic analyses prior to initiation of manufacture. During the period from procurement of
tumor and blood to completion of manufacturing, patients continue to receive standard of care therapies. In cases where disease progression is rapid, clinical
deterioration of a patient’s condition during the manufacturing period may mean that the patient is no longer able to receive our cNeTs. The continued improvement
of our PELEUS platform also requires continued sourcing of tumor samples from the TRACKing Cancer Evolution through Therapy study, or the TRACERX Study,
and our MAP network, and any interruption or termination of these programs would adversely affect our PELEUS platform. Though we are continuing to invest in
optimizing our manufacturing process, there is no guarantee that our efforts will result in a decrease of the end-to-end time for production.

Even if we are successful in expanding our pipeline of ATLO01 programs and other product candidates, the follow-on programs and product candidates that we
identify may not be suitable for clinical development or generate acceptable clinical data, including as a result of being shown to have unacceptable toxicity or other
characteristics that indicate that they are unlikely to be products that will receive marketing approval from the FDA or other regulatory authorities or achieve market
acceptance. We may face challenges in obtaining regulatory approval for ATLOO1 or any future product candidate, as the FDA and other regulatory authorities may
have limited experience with bioinformatics-based therapies for cancer treatment. If we do not successfully develop and commercialize product candidates, we will
not be able to generate product revenue in the future, which likely would result in significant harm to our financial position and adversely affect our commercial value.

Moreover, physicians, hospitals and third-party payors often are slow to adopt new products, technologies and treatment practices that require additional upfront
costs and training. Treatment centers may not be willing or able to devote the personnel and establish other infrastructure required for the administration of our
therapies. Based on these and other factors, health systems, hospitals and payors may decide that the benefits of this new therapy do not or will not outweigh its
costs.

We anticipate that ATL001 and any future product candidates may be used in combination with third-party drugs or biologics, some of which are still in
development, and we have limited or no control over the supply, regulatory status, or regulatory approval of such drugs.

ATLO01 and any future product candidates have the potential to be administered in combination with approved therapeutics, such as checkpoint inhibitor
immunotherapies. Our ability to develop and ultimately commercialize ATLO01 and any future product candidates used in combination with checkpoint inhibitor
immunotherapies or other therapeutics will depend on our ability to access such therapeutics on commercially reasonable terms for the clinical trials and their
availability for use with the commercialized product, if approved.
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Any failure to maintain or enter into new successful commercial relationships, or the expense of purchasing checkpoint inhibitor immunotherapies or other
comparable therapies in the market, may delay our development timelines, increase our costs and jeopardize our ability to develop our current product candidate
and any future product candidates as commercially viable therapies. If any of these occur, our business, financial condition, results of operations, share price and
prospects may be materially harmed.

Moreover, the development of product candidates for use in combination with another product or product candidate may present challenges that are not faced for
single agent product candidates. We may develop ATLOO1 and any future product candidates for use in combination with checkpoint inhibitor immunotherapies. Both
of our THETIS and CHIRON clinical trials may seek to evaluate the safety and clinical activity of ATLO01 when given in combination with, pembrolizumab and
nivolumab, respectively, which are approved anti-PD-1 antibody therapies. The FDA or comparable foreign regulatory authorities may require us to use more
complex clinical trial designs in order to evaluate the contribution of each product and product candidate to any observed effects. It is possible that the results of
such trials could show that any positive previous trial results are attributable to the combination therapy and not ATL0O01 and any future product candidates.
Moreover, following product approval, the FDA or comparable foreign regulatory authorities may require that products used in conjunction with each other be cross
labeled for combined use. To the extent that we do not have rights to the other product, this may require us to work with a third party to satisfy such a requirement.
Moreover, developments related to the other product may impact our clinical trials for the combination as well as our commercial prospects should we receive
marketing approval. Such developments may include changes to the other product’s safety or efficacy profile, changes to the availability of the approved product,
quality, manufacturing and supply issues, and changes to the standard of care.

In the event that any future collaborator or supplier cannot continue to supply their products on commercially reasonably terms, we would need to identify
alternatives for accessing checkpoint inhibitor immunotherapies or other comparable therapies. Additionally, should the supply of product from any future
collaborator or supplier be interrupted, delayed or otherwise be unavailable to use or our collaborators, our clinical collaborations may be delayed. In the event we
are unable to source an alternative supply, or are unable to do so on commercially reasonable terms, our business, financial conditions, results of operations and
prospects may be materially harmed.

We may expend our limited resources to pursue a particular follow-on indication for ATL001 or other product candidate and fail to capitalize on product
candidates or indications that may be more profitable or for which there is a greater likelihood of success.

Because we have limited financial and managerial resources, we must focus on a limited number of research programs and product candidates and on specific
indications. As a result, we may forego or delay pursuit of opportunities with other product candidates or for other indications that later prove to have greater
commercial potential. Our resource allocation decisions may cause us to fail to capitalize on viable commercial products or profitable market opportunities. Our
spending on current and future discovery and research programs and product candidates for specific indications may not yield any commercially viable products.
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Risks related to manufacturing and supply

We have no experience manufacturing ATL001 at commercial scale. Manufacturing and administering ATL001 is complex and we may encounter
difficulties in production, particularly with respect to scaling up our manufacturing capabilities. If we encounter such difficulties, our ability to provide
supply of our cNeTs for clinical trials or for commercial purposes could be delayed or stopped.

ATLOO1 is designed to be a precision T cell therapy and the process of manufacturing it is complex, highly regulated and subject to multiple risks. As a result of
these complexities, the cost to manufacture precision T cell therapies is generally higher than traditional small molecule chemical compounds or antibody therapies,
and the manufacturing process for precision T cell therapies is less reliable and is more difficult to reproduce. More specifically, the manufacture of ATLOO1 involves
procuring tumor and blood from the patient from which DNA is extracted and sequenced, using this sequencing data together with our PELEUS platform to identify
each patient’s unique clonal neoantigens, isolating T cells and dendritic cells from tumor and blood, respectively, manufacturing clonal neoantigen peptides and
loading them onto dendritic cells to activate and expand a sub-set of the T cells, and ultimately generating a product enriched for cNeT, which is then re-infused into
the patient’s body. Even minor deviations from normal manufacturing processes, could result in reduced production yields, product defects, and other supply
disruptions. Furthermore, manufacturing poses the risk of the inconsistency in product quality, which could lead to adverse events. If microbial, viral or other
contaminations are discovered in our product candidates or in the manufacturing facilities in which our product candidates are made, such manufacturing facilities
may need to be closed for an extended period of time to investigate and remedy the contamination. We cannot assure you that any stability failures or other issues
relating to the manufacture of our product candidates will not occur in the future.

As ATLOO01 or any future product candidate progress through clinical trials towards approval and commercialization, it is expected that various aspects of the
manufacturing and administration process will be altered in an effort to optimize processes and results. Any such changes may require amendments to be made to
regulatory applications which may further delay the timeframes under which modified manufacturing processes can be used for any of our product candidates.

Developing a commercially viable process is a difficult and uncertain task, and there are risks associated with scaling to the level required for advanced clinical trials
or commercialization, including, among others, increased costs, potential problems with process scale-out, process reproducibility, stability issues, lot consistency,
and timely availability of reagents or raw materials. Competitors have had difficulty reliably producing TIL therapies. If we experience similar challenges
manufacturing product candidates to approved specifications, this may limit our product candidates’ utilization and our ability to receive payment for these product
candidates once approved. We may ultimately be unable to reduce the expenses associated with our product candidates to levels that will allow us to achieve a
profitable return on investment.

We lease a warehouse in west London, where we will construct a flexible GMP modular facility to scale our manufacturing footprint where pod cleanrooms can be
brought online in a phased approach. The modular facility will support commercial supply for Europe, and provides optionality to support U.S. operations. While over
time, we plan to establish further regional manufacturing facilities, we may not be successful in scaling up our manufacturing capabilities.

Our manufacturing process needs to comply with FDA regulations relating to the quality and reliability of such processes. Any failure to comply with
relevant regulations could result in delays in or termination of our clinical programs and suspension or withdrawal of any regulatory approvals.

In order to commercially produce our products, we will need to ensure compliance with the FDA's cGMP regulations and guidelines. We may encounter difficulties in
achieving quality control and quality assurance and
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may experience shortages in qualified personnel. Our facilities are subject to inspections by the FDA and comparable foreign regulatory authorities to confirm
compliance with applicable regulatory requirements. Any failure to follow cGMP or other regulatory requirements or delay, interruption or other issues that arise in
the manufacture, fill-finish, packaging, or storage of our precision medicines as a result of our failure to comply with regulatory requirements or pass any regulatory
authority inspection could significantly impair our ability to develop and commercialize ATLO01 and any future product candidates, including leading to significant
delays in the availability of ATL001 and any future product candidates for our clinical trials or the termination of or suspension of a clinical trial, or the delay or
prevention of a filing or approval of marketing applications for ATLOO1 or any future product candidates. Significant non-compliance could also result in the
imposition of sanctions, including warning or untitled letters, fines, injunctions, civil penalties, failure of regulatory authorities to grant marketing approvals, delays,
suspension or withdrawal of approvals, license revocation, seizures or recalls of products, operating restrictions and criminal prosecutions, any of which could
damage our reputation and our business.

If we use hazardous and biological materials for manufacturing in a manner that causes injury or violates applicable law, we may be liable for damages.

Our research and development activities involve the controlled use of potentially hazardous substances, including chemical and biological materials, by our third-
party manufacturers. We are subject to federal, state and local laws and regulations in the United Kingdom governing the use, manufacture, storage, handling and
disposal of biological and hazardous materials. Although we believe that our procedures for using, handling, storing and disposing of these materials comply with
legally prescribed standards, we cannot completely eliminate the risk of contamination or injury resulting from medical or hazardous materials. As a result of any
such contamination or injury, we may incur liability or local, city, state or federal authorities may curtail the use of these materials and interrupt our business
operations. In the event of an accident, we could be held liable for damages or penalized with fines, and the liability could exceed our resources. We do not have any
insurance for liabilities arising from biological or hazardous materials. Compliance with applicable environmental laws and regulations is expensive, and current or
future environmental regulations may impair our research, development and production efforts, which could harm our business, prospects, financial condition or
results of operations.

We plan to establish our own commercial-scale manufacturing facilities and infrastructure in lieu of relying on third parties for the manufacture of
ATLO001 and any future product candidates, which will be costly, time-consuming, and which may not be successful.

We are in the process of adding manufacturing capacity for our clinical trials and we plan to establish our own commercial manufacturing facility. The establishment
of our own commercial manufacturing facility would be a costly and time-consuming process that we expect to require additional capital to fund and take several
years before becoming operational. For example, we plan to develop a fully closed end-to-end manufacturing process, which is challenging, time-consuming and will
require significant resources. We may experience unexpected delays or costs as we continue to improve our VELOS manufacturing process and may ultimately be
unsuccessful in obtaining manufacturing scale capabilities. Furthermore, as we scale up the VELOS manufacturing process, we may be required to make changes
to the process which can affect the composition of ATL0O01 and any future product candidates.

We have no experience as a company in setting up, building or managing a commercial-scale manufacturing facility, and may never be successful in developing our
own commercial-scale manufacturing facility. We will need to hire additional personnel to manage our operations and facilities and develop the necessary
infrastructure to continue the research and development, and eventual commercialization, if approved, of our
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product candidates. If we fail to recruit the required personnel and generally manage our growth effectively or fail to select the correct location, the development and
production of our product candidates could be curtailed or delayed. Even if we are successful in establishing a commercial-scale manufacturing facility, our
manufacturing capabilities could be affected by cost-overruns, unexpected delays, equipment failures, labor shortages, natural disasters, power failures and
numerous other factors that could prevent us from realizing the intended benefits of our manufacturing strategy and have a material adverse effect on our business.

In addition, the FDA, the EMA, the MHRA and other foreign regulatory authorities may require us to submit samples of any lot of any approved product together with
the protocols showing the results of applicable tests at any time. Under some circumstances, the FDA, the EMA, the MHRA or other foreign regulatory authorities
may require that we not distribute a lot until the relevant agency authorizes its release. Slight deviations in the manufacturing process, including those affecting
quality attributes and stability, may result in unacceptable changes in the product that could result in lot failures or product recalls. Lot failures or product recalls
could cause us to delay product launches or clinical trials, which could be costly to us and otherwise harm our business, financial condition, results of operations and
prospects. Problems in our manufacturing process could restrict our ability to meet market demand for our products.

We also may encounter problems hiring and retaining the experienced scientific, quality-control and manufacturing personnel needed to operate our manufacturing
processes, which could result in delays in production or difficulties in maintaining compliance with applicable regulatory requirements.

Any problems in our manufacturing process or facilities could make us a less attractive collaborator for potential partners, including larger pharmaceutical companies
and academic research institutions, which could limit our access to additional attractive development programs.

Brexit may require us to incur additional expenses if we manufacture our clinical product material in the United Kingdom for use at European clinical
trial sites.

On June 23, 2016, the United Kingdom held a referendum in which a majority of voters approved an exit from the EU, or Brexit. After nearly three years of
negotiation and political and economic uncertainty, the United Kingdom’s withdrawal from the EU became effective on January 31, 2020. There was a transitional
period, during which EU laws continued to apply in the UK, however this ended on December 31, 2020. The UK and EU have signed a EU-UK Trade and
Cooperation Agreement, which became provisionally applicable on January 1, 2021 and will become formally applicable once ratified by both the UK and the EU.
This agreement provides details on how some aspects of the UK and EU’s relationship regarding medicinal products will operate, particularly in relation to Good
Manufacturing Practice, however there are still many uncertainties.

Since a significant proportion of the regulatory framework in the United Kingdom applicable to our business and our product candidates is derived from EU directives
and regulations, Brexit could materially impact the regulatory regime with respect to the development and manufacturing of our product candidates in the United
Kingdom or the EU, as there is now potential for the UK regulations on medicinal products to diverge from the EU regulations. Following the Brexit transition period a
separate process for authorization of drug products, including our product candidates for clinical trials, will be required in the United Kingdom. The Medicines and
Healthcare products Regulatory Agency, or MHRA, the UK medicines and medical devices regulator, has published a series of guidance notes on how the process
for authorization of medicines will now work, however exactly what implications this will have in practice remain unclear. For example, this transition may result in
delays in importation and export of our clinical trial product, and disruption of the supply chain for clinical trial product and final authorized formulations.

We intend to continue to manufacture our cNeT product candidates at our two United Kingdom manufacturing sites, the Royal Free Hospital and the Cell and Gene
Therapy Catapult. Manufacturing product candidates in the
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United Kingdom could, now the Brexit transition period has expired, affect the clearance or timing of the release of our clinical trial materials out of the United
Kingdom. Any such delays could result in our clinical trial sites outside of the United Kingdom not having sufficient clinical trial materials and could adversely affect
the timing and completion of our clinical trials.

Risks related to sales, marketing and competition

We currently have no marketing and sales organization and have no experience in marketing products. If we are unable to establish marketing and sales
capabilities or enter into agreements with third parties to market and sell our product candidates, if approved, we may not be able to generate product
revenue.

We currently have no sales, marketing or distribution capabilities and have no experience in marketing products. We intend to develop an in-house marketing
organization and sales force, which will require significant capital expenditures, management resources and time. We will have to compete with other pharmaceutical
and biotechnology companies to recruit, hire, train and retain marketing and sales personnel.

If we are unable or decide not to establish internal sales, marketing and distribution capabilities, we will pursue arrangements with third-party sales, marketing, and
distribution collaborators regarding the sales and marketing of our products, if approved. However, there can be no assurance that we will be able to establish or
maintain such arrangements on favorable terms or if at all, or if we are able to do so, that these third-party arrangements will provide effective sales forces or
marketing and distribution capabilities. Any revenue we receive will depend upon the efforts of such third parties, which may not be successful. We may have little or
no control over the marketing and sales efforts of such third parties and our revenue from product sales may be lower than if we had commercialized our product
candidates ourselves. We also face competition in our search for third parties to assist us with the sales and marketing efforts of our product candidates.

There can be no assurance that we will be able to develop in-house sales and distribution capabilities or establish or maintain relationships with third-party
collaborators to commercialize any product in the United States or overseas.

Even if we obtain regulatory approval of ATL001 or any future product candidates, the products may not gain market acceptance among physicians,
patients, hospitals, cancer treatment centers and others in the medical community.

The use of precision cNeT product candidates as a potential cancer treatment is a recent development and may not become broadly accepted by physicians,
patients, hospitals, cancer treatment centers and others in the medical community, even if approved by the appropriate regulatory authorities for marketing and sale.
If we obtain regulatory approval for ATLOO1 in any of our current programs or additional follow-on indications or any future product candidates and such product
candidates do not gain an adequate level of market acceptance, we could be prevented from or significantly delayed in achieving profitability. Various factors will
influence whether our product candidates, if approved, are accepted in the market, including:

« the efficacy of ATLOO1 in the applicable indication or any future product candidates as demonstrated in clinical trials, and, if required by any applicable authority in
connection with the approval for the applicable indications, the ability of ATLOO1 or any future product candidates to provide patients with incremental health
benefits, as compared with other available therapies;

¢ potential product liability claims;

« the clinical indications for which ATLOO1 or any future product candidates are approved;

« physicians, hospitals, cancer treatment centers and patients considering ATLOO1 or any future product candidates as a safe and effective treatment;
« the willingness of the target patient population to try new therapies and of physicians to prescribe these therapies;
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» the potential and perceived advantages of ATLOO1 or any future product candidates over alternative treatments;

« the prevalence and severity of any side effects of ATLOO1 or any future product candidates;

» the prevalence and severity of any side effects for other cancer immuno-therapeutics and public perception of other cancer immune-therapeutics;
» product labeling or product insert requirements of the FDA or other comparable foreign regulatory authorities;

« limitations or warnings contained in the labeling approved by the FDA or other comparable foreign regulatory authorities;

« any distribution and use restrictions imposed by the FDA or other comparable foreign regulatory authorities or to which we agree as part of a mandatory REMS or
voluntary risk management plan;

« the timing of market introduction of ATLOO1 or any future product candidates as well as competitive products;

« the cost of treatment in relation to current and future alternative treatments;

« the need to dose our product candidates in combination with other therapeutic agents and related costs;

« the availability of adequate coverage, reimbursement and pricing by third-party payors and government authorities;

« the willingness of patients to pay out-of-pocket in the absence of coverage by third-party payors and government authorities;

 relative convenience and ease of administration, including as compared to current and future alternative treatments and competitive therapies; and
» the effectiveness of our sales and marketing efforts.

In addition, although ATLOO1 differs in certain ways from other cancer immuno-therapies, advanced T cell therapies and neoantigen directed cell or vaccine
approaches, serious adverse events or deaths in other clinical trials involving cancer immuno- therapies, advanced T cell therapies or neoantigen directed cell or
vaccine approaches, even if not ultimately attributable to our product or product candidates, could result in increased government regulation, unfavorable public
perception and publicity, potential regulatory delays in the testing or approval of our product candidates, stricter labeling requirements for those product candidates
that are approved, and a decrease in demand for any such product candidates.

Even if our product candidates, if approved, achieve market acceptance, we may not be able to maintain that market acceptance over time if new products or
technologies are introduced that are more favorably received than our products, are more cost effective or render our products obsolete.

The market opportunities for ATL001 or any future product candidates may be relatively small as it will be limited to those patients who are ineligible for
or have failed prior treatments and our estimates of the prevalence of our target patient populations may be inaccurate.

Cancer therapies are sometimes characterized by line of therapy (first line, second line, third line, fourth line, etc.), and the FDA often approves new therapies
initially only for a particular line or lines of use. When cancer is detected early enough, first line therapy is sometimes adequate to cure the cancer or prolong life
without a
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cure. Whenever first line therapy, usually chemotherapy, antibody drugs, tumor-targeted small molecules, hormone therapy, radiation therapy, surgery, or a
combination of these, proves unsuccessful, second line therapy may be administered. Second line therapies often consist of more chemotherapy, radiation, antibody
drugs, tumor-targeted small molecules, or a combination of these. Third line therapies can include chemotherapy, antibody drugs and small molecule tumor-targeted
therapies, more invasive forms of surgery and new technologies. We expect to initially seek approval of ATLOO1 in most indications at least as a second or third line
therapy, for use in patients with relapsed or refractory metastatic cancer. Subsequently, for those indications in which ATLOO1 proves to be sufficiently safe and
beneficial, if any, we would expect to seek approval as a second line therapy and potentially as a first line therapy, but there is no guarantee that ATL001, even if
approved as a second or third line of therapy for any indications, would be approved for an earlier line of therapy, and, prior to any such approvals, we may have to
conduct additional clinical trials. Consequently, the potentially addressable patient population for ATLOO1 or any future product candidates may be extremely limited
or may not be amenable to treatment with our product candidates.

Our projections of both the number of people who have the cancers we are targeting, as well as the subset of people with these cancers in a position to receive a
particular line of therapy and who have the potential to benefit from treatment with ATLOO1 or future product candidates, are based on our beliefs and estimates.
These estimates have been derived from a variety of sources, including scientific literature, commissioned reports, surveys of clinics, patient foundations or market
research, and may prove to be incorrect. Further, new therapies may change the estimated incidence or prevalence of the cancers that we are targeting.
Consequently, even if ATLOO1 or any product candidates are approved for a second or third line of therapy, the number of patients that may be eligible for treatment
with our product candidates may turn out to be much lower than expected.

We face substantial competition, which may result in others discovering, developing or commercializing products before or more successfully than we
do.

The biotechnology and pharmaceutical industries utilize rapidly advancing technologies and are characterized by intense competition. While we believe that our
differentiated product, scientific knowledge, platform technology and development expertise in the field of immuno-oncology therapy provide us with competitive
advantages, we face potential competition from many different sources, including major pharmaceuticals, specialty pharmaceuticals and biotechnology companies,
academic institutions and government agencies, and public and private research institutes that conduct research, development, manufacturing and
commercialization. Many of our competitors have significantly greater financial resources and expertise in research and development, manufacturing, preclinical
testing, regulatory approvals and product marketing than we do. Our competitors may compete with us in recruiting and retaining qualified scientific and
management personnel and establishing clinical trial sites and patient registration for clinical trials, as well as in acquiring technologies complementary to, or
necessary for, our programs. As a result, our competitors may discover, develop, license or commercialize products before or more successfully than we do.

In addition, many of these competitors are active in seeking patent protection and licensing arrangements in anticipation of collecting royalties for use of technology
that they have developed. Mergers and acquisitions in the biotechnology and pharmaceutical industries may result in even more resources being concentrated in our
competitors. Competition may increase further as a result of advances in the commercial applicability of technologies and greater availability of capital for investment
in these industries. Our competitors, either alone or with collaborative partners, may succeed in developing, acquiring or licensing on an exclusive basis drug or
biologic products that are more effective, safer, more easily commercialized or less costly than our product candidates or may develop proprietary technologies or
secure patent protection that we may need for the development of our technologies and products. We believe the key competitive factors that will affect the
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development and commercial success of our product candidates are safety, potency, purity, tolerability, reliability, convenience of use, price and reimbursement.

Specifically, advanced T cell therapies are under evaluation in solid tumors by multiple biotechnology and pharmaceutical companies, including Kite Pharma Inc. (a
Gilead company), lovance Biotherapeutics Inc., Adaptimmune Therapeutics PLC, Instil Bio, Inc., PACT Pharma, Inc., Neogene Therapeutics, Inc. and BioNTech SE.
In particular, lovance Biotherapeutics Inc. is developing a standard TIL therapy for melanoma, which will compete directly with our product candidate, ATLOO1, in this
indication.

We anticipate that we will face intense and increasing competition as new products and therapies enter the market and advanced technologies become available.
We expect any treatments that we develop and commercialize to compete on the basis of, among other things, efficacy, safety, delivery, price and the availability of
reimbursement from government and other third-party payers.

Our commercial opportunity could be reduced or eliminated if our competitors develop and commercialize products that are safer, more effective, have fewer or less
severe side effects, are more convenient or are less expensive or better reimbursed than any products that we may commercialize. Our competitors also may obtain
FDA, EMA or other regulatory approval for their products more rapidly than we may obtain approval for ours, which could result in our competitors establishing a
strong market position for either the product or a specific indication before we are able to enter the market.

Even if we obtain regulatory approval of our product candidates, the availability and price of our competitors’ products could limit the demand and the price we are
able to charge for our product candidates. We may not be able to implement our business plan if the acceptance of our product candidates is inhibited by price
competition or the reluctance of physicians to switch from existing methods of treatment to our product candidates, or if physicians switch to other new drug or
biologic products or choose to reserve our product candidates for use in limited circumstances. For additional information regarding our competition, see “Business
—Competition.”

A variety of risks associated with marketing our product candidates internationally could materially adversely affect our business.

We plan to seek regulatory approval of ATLO01 and any future product candidates outside of the United States and, accordingly, we expect that we will be subject to
additional risks related to operating in foreign countries if we obtain the necessary approvals, including:

« differing regulatory requirements in foreign countries;

« unexpected changes in tariffs, trade barriers, price and exchange controls and other regulatory requirements;
» economic weakness, including inflation, or political instability in particular foreign economies and markets;

» compliance with tax, employment, immigration and labor laws for employees living or traveling abroad;

« foreign taxes, including withholding of payroll taxes;

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

« difficulties staffing and managing foreign operations;
« workforce uncertainty in countries where labor unrest is more common than in the United States;
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» potential liability under the Foreign Corrupt Practices Act of 1977 or comparable foreign laws and regulations;

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

« production shortages resulting from any events affecting raw material supply or manufacturing capabilities abroad; and

« business interruptions resulting from geo-political actions, including war and terrorism.

These and other risks associated with international operations may materially adversely affect our ability to attain or maintain profitable operations.

If product liability lawsuits are brought against us, we may incur substantial liabilities and may be required to limit commercialization of our product
candidates.

We face an inherent risk of product liability as a result of the clinical testing of ATLOO1 or any future product candidates and will face an even greater risk if we
commercialize any products. For example, we may be sued if a product candidate causes or is perceived to cause injury or are found to be otherwise unsuitable
during clinical testing, manufacturing, marketing or sale. Any such product liability claims may include allegations of defects in manufacturing, defects in design, a
failure to warn of dangers inherent in the product, negligence, strict liability or a breach of warranties. Claims could also be asserted under state consumer protection
acts. If we cannot successfully defend ourselves against product liability claims, we may incur substantial liabilities or be required to limit commercialization of our
product candidates. Even successful defense would require significant financial and management resources. Regardless of the merits or eventual outcome, liability
claims may result in:

¢ decreased demand for ATLOO1 or any future product candidates or products that we may develop;
e injury to our reputation;

« withdrawal of clinical trial participants;

 initiation of investigations by regulators;

» costs to defend the related litigation;

« adiversion of management’s time and our resources;

» substantial monetary awards to trial participants or patients;

« regulatory investigation, product recalls, withdrawals or labeling, marketing or promotional restrictions;
* |oss of revenue;

« exhaustion of any available insurance and our capital resources;

« the inability to commercialize any product candidate; and

» adecline in our share price.

Failure to obtain or retain sufficient product liability insurance at an acceptable cost to protect against potential product liability claims could prevent or inhibit the
commercialization of products we develop, alone or with corporate collaborators. Although we have clinical trial insurance, our insurance policies also have
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various exclusions, and we may be subject to a product liability claim for which we have no coverage. In the future, we may be unable to maintain this insurance
coverage, or we may not be able to obtain additional or replacement coverage at a reasonable cost, if at all. We may have to pay any amounts awarded by a court
or negotiated in a settlement that exceed our coverage limitations or that are not covered by our insurance, and we may not have, or be able to obtain, sufficient
capital to pay such amounts. Even if our agreements with any future corporate collaborators entitle us to indemnification against losses, such indemnification may
not be available or adequate should any claim arise.

Risks related to government regulation

Risks related to regulatory review and approval of product candidates

The FDA regulatory approval process is lengthy and time-consuming, and we may experience significant delays in the clinical development and
regulatory approval of ATL001 and any future product candidates.

We have not previously submitted a Biologics License Application, or BLA, to the FDA or similar marketing applications to similar foreign regulatory authorities. A
BLA must include extensive preclinical and clinical data and supporting information to establish the product candidate’s safety, purity and potency for each desired
indication. The BLA must also include significant information regarding the manufacturing controls for the product. We may also experience delays in completing
planned clinical trials for a variety of reasons, including delays related to:

« the availability of financial resources to commence and complete the planned trials;

¢ reaching agreement on acceptable terms with prospective contract research organizations, or CROs, and clinical trial sites, the terms of which can be subject to
extensive negotiation and may vary significantly among different CROs and clinical trial sites;

* obtaining approval at each clinical trial site by an IRB or ethics committee;

¢ recruiting suitable patients to participate in a clinical trial;

* having patients complete a clinical trial or return for post-treatment follow-up;
« clinical trial sites deviating from trial protocol or dropping out of a trial;

» addressing any patient safety concerns that arise during the course of a trial;
¢ adding new clinical trial sites; or

« manufacturing sufficient quantities of qualified materials under cGMPs and including current good tissue practices requirements and applying them on a subject-
by-subject basis for use in clinical trials.

Securing regulatory approval also requires the submission of information about the biologic manufacturing process and inspection of manufacturing facilities by the
relevant regulatory authority. The FDA or similar foreign regulatory authorities may fail to approve our manufacturing processes or facilities, whether run by us or our
commercial manufacturing organizations, or CMOs. In addition, if we make changes to our manufacturing process for ATLOO1 or any future product candidates in the
future, we may need to conduct additional research or clinical trials to bridge our modified product candidates to earlier versions.

Many of the factors that cause, or lead to, a delay in the commencement or completion of clinical trials may ultimately lead to the denial of regulatory approval of
ATLO01 and any future product candidates.
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Regulatory authorities in the United States and European Union have limited experience in reviewing and approving cell therapy products, which could
affect the time and data required to obtain marketing authorization of any of our product candidates.

Our future success depends in part on our successful development of viable cell therapy product candidates utilizing our PELEUS bioinformatics platform. We may
experience problems or delays in developing such product candidates and any such problems or delays may result in unanticipated costs and time to develop our
product candidates and/or may not be resolved in a satisfactory manner.

The regulatory approval process and clinical trial requirements for novel product candidates can be more expensive and take longer than for other, better known or
more extensively studied product candidates, and we cannot predict how long it will take or how much it will cost to complete clinical developments and obtain
regulatory approvals for a cell therapy product candidate in either the United States or the European Union or how long it will take to commercialize a cell therapy
product candidate, if and when approved. Regulatory requirements governing cell therapy products have changed frequently and may continue to change in the
future. For example, the FDA established the Office of Tissues and Advanced Therapies within its Center for Biologics Evaluation and Research, or CBER, to
consolidate the review of cell therapies and related products, and the Cellular, Tissue and Gene Therapies Advisory Committee to advise CBER on its review. These
and other regulatory review agencies, committees and advisory groups and the requirements and guidelines they promulgate may lengthen the regulatory review
process, require us to perform additional preclinical studies or clinical trials, increase our development costs, lead to changes in regulatory positions and
interpretations, delay or prevent approval and commercialization of these treatment candidates or lead to significant post-approval limitations or restrictions.

A similar framework is in place in the European Union, or the EU. The European Medicines Agency, or the EMA, has a Committee for Advanced Therapies, or CAT,
that is responsible for assessing the quality, safety and efficacy of advanced-therapy medicinal products. Advanced-therapy medical products include gene therapy
medicine, somatic-cell therapy medicines and tissue-engineered medicines. The role of the CAT is to prepare a draft opinion on an application for marketing
authorization for a gene therapy medicinal candidate that is submitted to the EMA. In the EU, the development and evaluation of a gene therapy medicinal product
must be considered in the context of the relevant EU guidelines. The EMA may issue new guidelines concerning the development and marketing authorization for
somatic cell therapy medicinal products and require that we comply with these new guidelines. Similarly, complex regulatory environments exist in other jurisdictions
in which we might consider seeking regulatory approvals for our product candidates, further complicating the regulatory landscape. As a result, the procedures and
standards applied to gene therapy products and cell therapy products may be applied to any of our gene therapy or genome editing product candidates, but that
remains uncertain at this point.

The clinical trial requirements of the FDA, the EMA and other regulatory authorities and the criteria these regulators use to evaluate the safety and efficacy of a
product candidate vary substantially according to the type, complexity, novelty and intended use and market of the potential products. The regulatory approval
process for product candidates such as ours can be more lengthy, rigorous and expensive than the process for other better known or more extensively studied
product candidates and technologies. Since we are developing novel treatments for diseases in which there is little clinical experience with new endpoints and
methodologies, there is heightened risk that the FDA, the EMA or comparable regulatory bodies may not consider the clinical trial endpoints to provide clinically
meaningful results, and the resulting clinical data and results may be more difficult to analyze. This may be a particularly significant risk for many of the genetically
defined diseases for which we may develop product candidates alone or with collaborators due to small patient populations for those diseases, and designing and
executing a rigorous clinical trial with appropriate statistical power is more difficult than with diseases that have larger patient populations. Regulatory agencies
administering existing or
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future regulations or legislation may not allow production and marketing of cell therapy products in a timely manner or under technically or commercially feasible
conditions.

Even if our product candidates obtain required regulatory approvals, such approvals may later be withdrawn as a result of changes in regulations or the
interpretation of regulations by applicable regulatory agencies. Additionally, adverse developments in clinical trials conducted by others of cell therapy products or
products created using similar technology, or adverse public perception of the field of cell therapies editing, may cause the FDA, the EMA and other regulatory
bodies to revise the requirements for approval of any product candidates we may develop or limit the use of products utilizing technologies such as ours, either of
which could materially harm our business.

As we advance our product candidates, we will be required to consult with various regulatory authorities, and we must comply with applicable laws, rules, and
regulations, which may change from time to time including during the course of development of our product candidates. If we fail to do so, we may be required to
delay or discontinue the clinical development of certain of our product candidates. These additional processes may result in a review and approval process that is
longer than we otherwise would have expected. Even if we comply with applicable laws, rules, and regulations, and even if we maintain close coordination with the
applicable regulatory authorities with oversight over our product candidates, our development programs may fail to succeed. Delay or failure to obtain, or unexpected
costs in obtaining, the regulatory approval necessary to bring a potential product to market would materially and adversely affect our business, financial condition,
results of operations and prospects.

We may in the future seek orphan drug designation for ATL001 and any future product candidates, but we may be unable to obtain such designations or
to maintain the benefits associated with orphan drug designation, including market exclusivity, which may cause our revenue, if any, to be reduced.

Under the Orphan Drug Act, the FDA may grant orphan designation to a drug or biologic intended to treat a rare disease or condition, defined as a disease or
condition with a patient population of fewer than 200,000 in the United States, or a patient population of 200,000 or more in the United States when there is no
reasonable expectation that the cost of developing and making available the drug or biologic in the United States will be recovered from sales in the United States
for that drug or biologic. Orphan drug designation must be requested before submitting a BLA. In the United States, orphan drug designation entitles a party to
financial incentives such as opportunities for grant funding towards clinical trial costs, tax advantages and user-fee waivers. After the FDA grants orphan drug
designation, the generic identity of the drug or biologic and its potential orphan use are disclosed publicly by the FDA. Orphan drug designation does not convey any
advantage in, or shorten the duration of, the regulatory review and approval process.

If a product candidate that has orphan drug designation subsequently receives the first FDA approval for a particular active ingredient for the disease for which it has
such designation, the product is entitled to orphan product exclusivity, which means that the FDA may not approve any other applications, including a BLA, to market
the same product for the same indication for seven years, except in limited circumstances such as a showing of clinical superiority to the product with orphan drug
exclusivity or if the FDA finds that the holder of the orphan drug exclusivity has not shown that it can assure the availability of sufficient quantities of the orphan drug
to meet the needs of patients with the disease or condition for which the product was designated. As a result, even if one of our product candidates receives orphan
exclusivity, the FDA can still approve other drugs that have a different active ingredient for use in treating the same indication or disease. Furthermore, the FDA can
waive orphan exclusivity if we are unable to manufacture sufficient supply of our product.

We may seek orphan drug designation for ATLOO1 in the indications we are currently targeting or any follow-on indications as well as for any future product
candidates in additional orphan indications in which there is a
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plausible basis for the evaluation of these product candidates. Even if we obtain orphan drug designation, exclusive marketing rights in the United States may be
limited if we seek approval for an indication broader than the orphan designated indication and may be lost if the FDA later determines that the request for
designation was materially defective or if we are unable to assure sufficient quantities of the product to meet the needs of patients with the rare disease or condition.
Further, even if we obtain orphan drug exclusivity for a product candidate, that exclusivity may not effectively protect the product from competition because different
drugs can be approved for the same condition. Even after an orphan drug is approved, the FDA can subsequently approve the same product for the same condition
if the FDA concludes that the later product is clinically superior in that it is safer, more effective, or makes a major contribution to patient care.

On August 3, 2017, Congress passed the FDA Reauthorization Act of 2017, or FDARA. FDARA, among other things, codified the FDA's pre-existing regulatory
interpretation, to require that a drug sponsor demonstrate the clinical superiority of an orphan drug that is otherwise the same as a previously approved drug for the
same rare disease in order to receive orphan drug exclusivity. The legislation reverses prior precedent holding that the Orphan Drug Act unambiguously requires that
the FDA recognize the orphan exclusivity period regardless of a showing of clinical superiority. Moreover, in the Consolidated Appropriations Act of 2021, Congress
did not further change this interpretation when it clarified that the interpretation codified in FDARA would apply in cases where the FDA issued an orphan designation
before the enactment of FDARA but where product approval came after the enactment of FDARA. The FDA may further reevaluate the Orphan Drug Act and its
regulations and policies. We do not know if, when, or how the FDA may change the orphan drug regulations and policies in the future, and it is uncertain how any
changes might affect our business. Depending on what changes the FDA may make to its orphan drug regulations and policies, our business could be adversely
impacted.

A breakthrough therapy designation or accelerated approval by the FDA, even if granted for ATL001 or any of our future product candidates, may not
lead to a faster development or regulatory review or approval process and it does not increase the likelihood that our product candidates will receive
marketing approval.

We may seek breakthrough therapy designation for ATLOO1 in the indications we are currently targeting or any follow-on indications as well as for any future product
candidates. A breakthrough therapy is defined as a drug or biologic that is intended, alone or in combination with one or more other drugs or biologics, to treat a
serious or life-threatening disease or condition and preliminary clinical evidence indicates that the drug, or biologic, may demonstrate substantial improvement over
existing therapies on one or more clinically significant endpoints, such as substantial treatment effects observed early in clinical development. Sponsors of product
candidates that have been designated as breakthrough therapies are eligible to receive more intensive FDA guidance on developing an efficient drug development
program, an organizational commitment involving senior managers, and eligibility for rolling review and priority review. A product candidate is eligible for Priority
Review if it has the potential to provide a significant improvement in safety or effectiveness in the treatment, diagnosis or prevention of a serious disease or
condition. Under priority review, the FDA must review an application in six months compared to ten months for a standard review.

Drugs and biologics designated as breakthrough therapies by the FDA may also be eligible for other expedited approval programs, including accelerated approval. A
product candidate may be eligible for accelerated approval if it treats a serious or life-threatening condition, generally provides a meaningful advantage over
available therapies, and demonstrates an effect on a surrogate endpoint that is reasonably likely to predict clinical benefit. As a condition of accelerated approval,
the FDA may require that a sponsor of a product receiving accelerated approval perform adequate and well-controlled post-marketing clinical trials. These
confirmatory trials must be completed with due diligence. In addition, the FDA currently requires as a condition for accelerated approval pre-approval of promotional
materials, which could adversely impact the timing of the commercial launch of the product. Even if we do receive accelerated approval, we may not experience a
faster
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development or regulatory review or approval process, and receiving accelerated approval does not provide assurance of ultimate full FDA approval. Accelerated
approval may also be withdrawn if, among other things, a confirmatory trial required to verify the predicted clinical benefit of the product fails to verify such benefit or
if such trial is not conducted with due diligence.

Designation as a breakthrough therapy is within the discretion of the FDA. Accordingly, even if we believe one of our product candidates meets the criteria for
designation as a breakthrough therapy, the FDA may disagree and instead determine not to make such designation. In any event, the receipt of a Breakthrough
Therapy Designation for a product candidate may not result in a faster development process, review or approval compared to candidate products considered for
approval under non-expedited FDA review procedures and does not assure ultimate approval by the FDA. In addition, even if one or more of our product candidates
qualify as breakthrough therapies, the FDA may later decide that the product no longer meets the conditions for qualification. Thus, even though we intend to seek
breakthrough therapy designation for certain of our current and future product candidates for the treatment of various cancers, there can be no assurance that we
will receive Breakthrough Therapy Designation.

A fast track or regenerative medicine advanced therapy, or RMAT, designation by the FDA, even if granted for ATL001 or any future product candidates,
may not lead to a faster development or regulatory review or approval process, and does not increase the likelihood that our product candidates will
receive marketing approval.

If a drug or biologic is intended for the treatment of a serious or life-threatening disease or condition and the product candidate demonstrates the potential to address
unmet medical needs for such disease or condition, the sponsor may apply for FDA Fast Track designation for a particular indication. The sponsor of a Fast Track
product candidate has opportunities for more frequent interactions with the applicable FDA review team during product development and, once a BLA is submitted,
the product candidate may be eligible for priority review. Fast Track designation does not, however, guarantee that the application will be designated for priority
review. A Fast Track product candidate may also be eligible for rolling review, where the FDA may consider for review sections of the BLA on a rolling basis before
the complete application is submitted, if the sponsor provides a schedule for the submission of the sections of the BLA, the FDA agrees to accept sections of the
BLA and determines that the schedule is acceptable, and the sponsor pays any required user fees upon submission of the first section of the BLA.

A company may request RMAT designation of its product candidate, and FDA may granted such designation if the product meets the following criteria: (1) it is a cell
therapy, therapeutic tissue engineering product, human cell and tissue product, or any combination product using such therapies or products, with limited exceptions;
(2) it is intended to treat, modify, reverse, or cure a serious or life-threatening disease or condition; and (3) preliminary clinical evidence indicates that the drug has
the potential to address unmet medical needs for such a disease or condition. RMAT designation provides potential benefits that include more frequent meetings
with FDA to discuss the development plan for the product candidate, and potential eligibility for rolling review and priority review. Products granted RMAT designation
may also be eligible for accelerated approval on the basis of a surrogate or intermediate endpoint reasonably likely to predict long-term clinical benefit, or reliance
upon data obtained from a meaningful number of sites, including through expansion of trials to additional sites.

The FDA has broad discretion whether or not to grant fast track or RMAT designation, so even if we believe a particular product candidate is eligible for such
designations, there can be no assurance that the FDA would decide to grant it. Even if we do receive fast track or RMAT designation, we may not experience a
faster development process, review or approval compared to conventional FDA procedures, and receiving a fast track or RMAT designation does not provide
assurance of ultimate FDA approval. In addition, the FDA may withdraw fast track or RMAT designation if it believes that the designation is no longer supported by
data from our clinical development program.
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Even if we obtain FDA, EMA or MHRA approval for ATL001 in the indications we are currently targeting or any follow-on indications or any future product
candidates that we may identify and pursue in the United States, Europe or the United Kingdom, we may never obtain approval to commercialize any
such product candidates outside of those jurisdictions, which would limit our ability to realize their full market potential.

Obtaining and maintaining regulatory approval of our product candidates in one jurisdiction does not guarantee that we will be able to obtain or maintain regulatory
approval in any other jurisdiction, while a failure or delay in obtaining regulatory approval in one jurisdiction may have a negative effect on the regulatory approval
process in others. In order to market any products outside of the United States, we must establish and comply with numerous and varying regulatory requirements of
other countries regarding safety and effectiveness. Regulatory approval in one country does not mean that regulatory approval will be obtained in any other country.
Approval processes vary among countries and can involve additional product testing and validation and additional or different administrative review periods from
those in the United States, including additional research or clinical trials, as clinical trials conducted in one jurisdiction may not be accepted by regulatory authorities
in other jurisdictions. In many jurisdictions outside the United States, a product candidate must be approved for reimbursement before it can be approved for sale in
that jurisdiction. In some cases, the price that we intend to charge for our products is also subject to approval.

Seeking foreign regulatory approval could result in difficulties and costs and require additional nonclinical studies or clinical trials which could be costly and time-
consuming. Regulatory requirements can vary widely from country to country and could delay or prevent the introduction of our current or future product candidates
in those countries. The foreign regulatory approval process may include all of the risks associated with obtaining FDA, EMA or MHRA approval. We do not have any
product candidates approved for sale in any jurisdiction, including international markets, and we do not have experience in obtaining regulatory approval in
international markets for our current or future product candidates. If we fail to comply with regulatory requirements in international markets or to obtain and maintain
required approvals, or if regulatory approval in international markets is delayed, our target market will be reduced and our ability to realize the full market potential of
our current or future product candidates will be harmed.

Risks related to ongoing regulatory obligations

Even if we receive regulatory approval of ATL001 in the indications we are currently targeting or any follow-on indications or any future product
candidates, we will be subject to ongoing regulatory obligations and continued regulatory review, which may result in significant additional expense and
we may be subject to penalties if we fail to comply with regulatory requirements or experience unanticipated problems with our product candidates.

Any regulatory approvals that we receive for our product candidates will require surveillance to monitor the safety and efficacy of the product candidate. The FDA
may also require a risk evaluation and mitigation strategy, or REMS, in order to approve our product candidates, which could entail requirements for a medication
guide, physician communication plans or additional elements to ensure safe use, such as restricted distribution methods, patient registries and other risk
minimization tools. In addition, if the FDA or a comparable foreign regulatory authority approves our product candidates, the manufacturing processes, labeling,
packaging, distribution, adverse event reporting, storage, advertising, promotion, import, export and recordkeeping for our product candidates will be subject to
extensive and ongoing regulatory requirements. These requirements include submissions of safety and other post-marketing information and reports, registration, as
well as continued compliance with cGMPs, good laboratory practice, or GLP, regulations and GCPs, for any clinical trials that we conduct post-approval. Later
discovery of previously unknown problems with our product candidates, including adverse events of unanticipated severity or frequency, or with our

44



Table of Contents

third-party manufacturers or manufacturing processes, or failure to comply with regulatory requirements, may result in, among other things:
¢ restrictions on the marketing or manufacturing of our product candidates, withdrawal of the product from the market or voluntary or mandatory product recalls;
» manufacturing delays and supply disruptions where regulatory inspections identify observations of noncompliance requiring remediation;

« revisions to the labeling, including limitation on approved uses or the addition of additional warnings, contraindications or other safety information, including boxed
warnings;

» imposition of a REMS which may include which could include medication guides, physician communication plans, or elements to assure safe use, such as
restricted distribution methods, patient registries and other risk minimization tools;

* requirements to conduct additional post-market clinical trials to assess the safety of the product;

» fines, warning letters or holds on clinical trials;

« refusal by the FDA to approve pending applications or supplements to approved applications filed by us or suspension or revocation of approvals;
e product seizure or detention, or refusal to permit the import or export of our product candidates; and

* injunctions or the imposition of civil or criminal penalties.

The occurrence of any event or penalty described above may inhibit our ability to commercialize our product candidates and generate revenue and could require us
to expend significant time and resources in response and could generate negative publicity. In addition, the FDA's and other regulatory authorities’ policies may
change and additional government regulations may be enacted that could prevent, limit or delay regulatory approval of our product candidates. We cannot predict
the likelihood, nature or extent of government regulation that may arise from future legislation or administrative action, either in the United States or abroad. If we are
slow or unable to adapt to changes in existing requirements or the adoption of new requirements or policies, or if we are not able to maintain regulatory compliance,
we may lose any marketing approval that we may have obtained and we may not achieve or sustain profitability.

The FDA and other regulatory agencies actively enforce the laws and regulations prohibiting the promotion of off-label uses.

We must comply with requirements concerning advertising and promotion for any product candidates for which we obtain marketing approval. Promotional
communications with respect to therapeutics are subject to a variety of legal and regulatory restrictions and continuing review by the FDA, Department of Justice,
Department of Health and Human Services’ Office of Inspector General, state attorneys general, members of Congress, and the public. When the FDA or
comparable foreign regulatory authorities issue regulatory approval for a product candidate, the regulatory approval is limited to those specific uses and indications
for which a product is approved.

Physicians may choose to prescribe products for uses that are not described in the product’s labeling and for uses that differ from those tested in clinical trials and
approved by the regulatory authorities. Regulatory authorities in the United States generally do not restrict or regulate the behavior of physicians in their choice of
treatment within the practice of medicine. Regulatory authorities do, however, restrict communications by biopharmaceutical companies concerning off-label use.
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If ATLOO1 or any future product candidates are approved and we are found to have improperly promoted off-label uses of those products, we may become subject to
significant liability. The FDA and other regulatory agencies strictly regulate the promotional claims that may be made about prescription products, if approved. In
particular, while the FDA permits the dissemination of truthful and non-misleading information about an approved product, a manufacturer may not promote a
product for uses that are not approved by the FDA or such other regulatory agencies, as reflected in the product’s approved labeling. If such regulatory agencies find
that we have promoted such off-label uses, we may become subject to significant liability. The federal government has levied large civil and criminal fines against
companies for alleged improper promotion of off-label use of their products and has enjoined several companies from engaging in off-label promotion. The FDA and
other regulatory agencies have also required companies to enter into consent decrees or corporate integrity agreements, or imposed permanent injunctions under
which specified promotional conduct must be changed or curtailed.

In the United States, engaging in the impermissible promotion of any products, following approval, for off-label uses can also subject us to false claims and other
litigation under federal and state statutes. These statutes include fraud and abuse and consumer protection laws, which can lead to civil and criminal penalties and
fines, agreements with governmental authorities that materially restrict the manner in which we promote or distribute therapeutic products and conduct our business.
These restrictions could include corporate integrity agreements, suspension or exclusion from participation in federal and state healthcare programs, suspension and
debarment from government contracts and refusal of orders under existing government contracts. False Claims Act lawsuits brought by federal and state
enforcement agencies against manufacturers of drugs and biologics have increased significantly in volume and breadth, leading to several substantial civil and
criminal settlements pertaining to certain sales practices and promoting off-label uses. In addition, False Claims Act lawsuits may expose manufacturers to follow-on
claims by private payers based on fraudulent marketing practices. This growth in litigation has increased the risk that a biopharmaceutical company will have to
defend a false claim action, pay settlement fines or restitution, as well as criminal and civil penalties, agree to comply with burdensome reporting and compliance
obligations, and be excluded from Medicare, Medicaid, or other federal and state healthcare programs. If we do not lawfully promote our approved products, if any,
we may become subject to such litigation and, if we do not successfully defend against such actions, those actions may have a material adverse effect on our
business, financial condition, results of operations, stock price and prospect.

In the United States, the promotion of biopharmaceutical products is subject to additional FDA requirements and restrictions on promotional statements. If, after
ATLOO01 or any of our future product candidates obtains marketing approval, the FDA determines that our promotional activities violate its regulations and policies
pertaining to product promotion, it could request that we modify our promotional materials or subject us to regulatory or other enforcement actions, including
issuance of warning letters or untitled letters, suspension or withdrawal of an approved product from the market, requests for recalls, payment of civil fines,
disgorgement of money, imposition of operating restrictions, injunctions or criminal prosecution, and other enforcement actions. Similarly, industry codes in foreign
jurisdictions may prohibit companies from engaging in certain promotional activities, and regulatory agencies in various countries may enforce violations of such
codes with civil penalties. If we become subject to regulatory and enforcement actions, our business, financial condition, results of operations, stock price and
prospects will be materially harmed.

Our product candidates for which we intend to seek approval as biologic products may face competition sooner than anticipated.

The Affordable Care Act includes a subtitle called the Biologics Price Competition and Innovation Act of 2009, or BPCIA, which created an abbreviated approval
pathway for biological products that are biosimilar to or
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interchangeable with an FDA-licensed reference biological product. Under the BPCIA, an application for a highly similar or “biosimilar” product may not be submitted
to the FDA until four years following the date that the reference product was first approved by the FDA. In addition, the approval of a biosimilar product may not be
made effective by the FDA until 12 years from the date on which the reference product was first approved. During this 12-year period of exclusivity, another company
may still market a competing version of the reference product if the FDA approves a full BLA for the competing product containing the sponsor’s own preclinical data
and data from adequate and well-controlled clinical trials to demonstrate the safety, purity and potency of their product. The law is complex and is still being
interpreted and implemented by the FDA. As a result, its ultimate impact, implementation, and meaning are subject to uncertainty.

We believe that any of our product candidates approved as a biological product under a BLA should qualify for the 12-year period of exclusivity. However, there is a
risk that this exclusivity could be shortened due to congressional action or otherwise, or that the FDA will not consider our product candidates to be reference
products for competing products, potentially creating the opportunity for competition sooner than anticipated. Other aspects of the BPCIA, some of which may impact
the BPCIA exclusivity provisions, have also been the subject of recent litigation. Moreover, the extent to which a biosimilar, once approved, will be substituted for any
one of our reference products in a way that is similar to traditional generic substitution for non-biological products is not yet clear, and will depend on a number of
marketplace and regulatory factors that are still developing.

The success of current programs, additional follow-on indications for ATL001 and any future product candidates, if approved, will depend significantly
on our ability to obtain adequate coverage and reimbursement of, or the willingness of patients to pay for, our product candidates.

In the United States and in other countries, patients who are provided medical treatment for their conditions generally rely on third-party payors to reimburse all or
part of the costs associated with their treatment. We believe our success depends on obtaining and maintaining coverage and adequate reimbursement for our
product candidates, and the extent to which patients will be willing to pay out-of-pocket for such products. The availability of insurance coverage and adequacy of
reimbursement for our products by third-party payors, including government health care programs (e.g., Medicare, Medicaid, TRICARE), managed care providers,
private health insurers, health maintenance organizations, and other organizations is essential for most patients to be able to afford medical services and novel
pharmaceutical products such as our product candidates.

In the United States, no uniform policy of coverage and reimbursement for products exists among third-party payors and coverage and reimbursement levels for
products can differ significantly from payor to payor. As a result, decisions regarding the extent of coverage and amount of reimbursement to be provided are made
on a payor-by-payor basis. One payor’s determination to provide coverage for a drug or biological product does not assure that other payors will also provide
coverage for the same product. Third-party payors often rely upon Medicare coverage policy and payment limitations in setting their own coverage and
reimbursement policies. It is difficult to predict what the Centers for Medicare & Medicaid Services, or CMS, the federal agency responsible for administering the
Medicare program, will decide with respect to reimbursement for fundamentally novel products such as ours.

Eligibility for reimbursement does not imply that any drug will be paid for in all cases or at a rate that covers our costs, including research, development,
manufacture, sale, and distribution. Interim reimbursement levels for new drugs, if applicable, may also not be sufficient to cover our costs and may not be made
permanent. Reimbursement rates may vary according to the use of the drug and the clinical setting in which it is used, may be based on reimbursement levels
already set for lower cost drugs and may be incorporated into existing payments for other services.
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Patients who are treated in-office for a medical condition generally rely on third-party payors to reimburse all or part of the costs associated with the procedure,
including costs associated with products used during the procedure, and may be unwilling to undergo such procedures in the absence of such coverage and
adequate reimbursement. Physicians may be unlikely to offer procedures for such treatment if they are not covered or inadequately covered by insurance and may
be unlikely to purchase and use our product candidates, if approved, for our stated indications unless coverage is provided and reimbursement is adequate. In
addition, for products administered under the supervision of a physician, obtaining coverage and adequate reimbursement may be particularly difficult because of the
higher prices often associated with such drugs.

Reimbursement by a third-party payor may depend upon a number of factors, including the third-party payor’s determination that a product is safe, effective and
medically necessary; appropriate for the specific patient; cost-effective; supported by peer-reviewed medical journals; included in clinical practice guidelines; and
neither cosmetic, experimental, nor investigational. Further, increasing efforts by third-party payors in the United States and abroad to cap or reduce healthcare
costs may cause such organizations to limit both coverage and the level of reimbursement for newly approved products and, as a result, they may not cover or
provide adequate payment for our product candidates. In order to secure coverage and reimbursement for any product that might be approved for sale, we may
need to conduct expensive pharmacoeconomic studies in order to demonstrate the medical necessity and cost-effectiveness of our products, in addition to the costs
required to obtain FDA or comparable regulatory approvals. Additionally, we may also need to provide discounts to purchasers, private health plans or government
healthcare programs. Our product candidates may, nonetheless, not be considered medically necessary or cost-effective. If third-party payors do not consider a
product to be cost-effective compared to other available therapies, they may not cover the product after approval as a benefit under their plans or, if they do, the
level of payment may not be sufficient to allow a company to sell its products at a profit. We expect to experience pricing pressures in connection with the sale of any
of our product candidates due to the trend toward managed healthcare, the increasing influence of health maintenance organizations and additional upcoming and
anticipated legislative changes. The downward pressure on healthcare costs in general, particularly prescription drugs, has become very intense. As a result,
increasingly high barriers are being erected to the entry of new products.

Foreign governments also have their own healthcare reimbursement systems, which vary significantly by country and region, and we cannot be sure that coverage
and adequate reimbursement will be made available with respect to our product candidates under any foreign reimbursement system. To that end, reimbursement
agencies in Europe may be more conservative than CMS. For example, a number of cancer drugs have been approved for reimbursement in the United States and
have not been approved for reimbursement in certain European countries.

There can be no assurance that any of our product candidates, if approved for sale in the United States or in other countries, will be considered medically
reasonable and necessary and/or cost-effective by third-party payors, that coverage or an adequate level of reimbursement will be available or that reimbursement
policies and practices in the United States and in foreign countries where our products are sold will not adversely affect our ability to sell our product candidates
profitably, even if they are approved for sale.

Healthcare legislative or regulatory reform measures may have a material adverse effect on our business and results of operations.

The United States and many foreign jurisdictions have enacted or proposed legislative and regulatory changes affecting the healthcare system that could prevent or
delay marketing approval of our product candidates or any future product candidates, restrict or regulate post-approval activities and affect our ability to profitably
sell a product for which we obtain marketing approval. Changes in applicable laws, rules, and regulations or the
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interpretation of existing laws, rules, and regulations could impact our business in the future by requiring, for example: (i) changes to our manufacturing
arrangements; (ii) additions or modifications to product labeling; (iii) the recall or discontinuation of our products; or (iv) additional record-keeping requirements. If
any such changes were to be imposed, they could adversely affect the operation of our business.

Among policy makers and payors in the United States and in many foreign jurisdictions, there is significant interest in promoting changes in healthcare systems with
the stated goals of containing healthcare costs, improving quality and/or expanding access. In the United States, the pharmaceutical industry has been a particular
focus of these efforts and has been significantly affected by major legislative initiatives. For example, in March 2010, the Affordable Care Act, or ACA, was passed,
which substantially changed the way healthcare is financed by both the government and private insurers, and significantly impacts the United States pharmaceutical
industry. The ACA, among other things: (i) established an annual, nondeductible fee on any entity that manufactures or imports certain specified branded
prescription drugs and biologic agents apportioned among these entities according to their market share in some government healthcare programs; (ii) expanded the
entities eligible for discounts under the 340B drug pricing program; (iii) increased the statutory minimum rebates a manufacturer must pay under the Medicaid Drug
Rebate Program to 23.1% and 13% of the average manufacturer price for most branded and generic drugs, respectively, and capped the total rebate amount for
innovator drugs at 100% of the Average Manufacturer Price, or AMP; (iv) expanded the eligibility criteria for Medicaid programs by, among other things, allowing
states to offer Medicaid coverage to additional individuals and by adding new eligibility categories for individuals with income at or below 133% (as calculated, it
constitutes 138%) of the federal poverty level, thereby potentially increasing manufacturers’ Medicaid rebate liability; (v) addressed a new methodology by which
rebates owed by manufacturers under the Medicaid Drug Rebate Program are calculated for certain drugs and biologics that are inhaled, infused, instilled, implanted
or injected; (vi) introduced a new Medicare Part D coverage gap discount program pursuant to which manufacturers must now agree to offer 70% point-of-sale
discounts off negotiated prices of applicable brand drugs to eligible beneficiaries during their coverage gap period as a condition for the manufacturer’s outpatient
drugs to be covered under Medicare Part D (increased from 50%, effective January 1, 2019, pursuant to the Bipartisan Budget Act of 2018); (vii) created a new
Patient-Centered Outcomes Research Institute to oversee, identify priorities in, and conduct comparative clinical effectiveness research, along with funding for such
research; and (viii) established the Center for Medicare and Medicaid Innovation at CMS to test innovative payment and service delivery models to lower Medicare
and Medicaid spending, potentially including prescription drugs.

Since the ACA was enacted, there have been numerous judicial and Congressional challenges to certain aspects of the ACA, some of which remain unresolved, as
well as efforts by the current administration to repeal or replace certain aspects of the ACA. By way of example, the Tax Cuts and Jobs Act of 2017, or Tax Act,
includes a provision that repealed, effective January 1, 2019, the tax-based shared responsibility payment imposed by the ACA on certain individuals who fail to
maintain qualifying health coverage for all or part of a year that is commonly referred to as the “individual mandate.” In addition, the 2020 federal spending package
permanently eliminated, effective January 1, 2020, the ACA-mandated “Cadillac” tax on high-cost employer-sponsored health coverage and medical device tax and,
effective January 1, 2021, also eliminates the health insurer tax. The Bipartisan Budget Act of 2018, or the BBA, among other things, amended the ACA, effective
January 1, 2019, to close the coverage gap in most Medicare drug plans, commonly referred to as the “donut hole.” In December 2018, CMS published a new final
rule permitting further collections and payments to and from certain ACA qualified health plans and health insurance issuers under the ACA risk adjustment program
in response to the outcome of federal district court litigation regarding the method CMS uses to determine this risk adjustment. On April 27, 2020, the United States
Supreme Court reversed a federal circuit court decision that previously upheld Congress’ denial of $12 billion in “risk corridor” funding. On December 14, 2018, a
Texas United States District Court Judge ruled that the ACA is unconstitutional in its entirety because the “individual
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mandate” was repealed by Congress as part of the Tax Act. Additionally, on December 18, 2019, the United States Court of Appeals for the 5th Circuit upheld the
District Court ruling that the individual mandate was unconstitutional and remanded the case back to the District Court to determine whether the remaining provisions
of the ACA are invalid as well. On March 2, 2020, the United States Supreme Court granted the petitions for writs of certiorari to review this case, and oral
arguments occurred on November 10, 2020 with a decision expected sometime in 2021. It is unclear how such litigation and other efforts to repeal and replace the
ACA will impact the ACA or our business, financial condition and results of operations.

Other legislative changes have been proposed and adopted since the ACA was enacted. These changes include aggregate reductions to Medicare payments to
providers of 2% per fiscal year pursuant to the Budget Control Act of 2011, which began in 2013, and due to subsequent legislative amendments to the statute, will
remain in effect through 2030, with the exception of temporary suspension from May 1, 2020 through March 31, 2021, unless additional Congressional action is
taken. The American Taxpayer Relief Act of 2012, among other things, further reduced Medicare payments to several providers, including hospitals, imaging centers
and cancer treatment centers, and increased the statute of limitations period for the government to recover overpayments to providers from three to five years.
These laws and similar future legislative initiatives may result in additional reductions in Medicare and other healthcare funding that could have an adverse effect on
customers for our product candidates, if approved, and, accordingly, our financial operations.

Additionally, there has been heightened governmental scrutiny in the United States of pharmaceutical pricing practices in light of the rising cost of prescription drugs
and biologics. Such scrutiny has resulted in several recent congressional inquiries and proposed and enacted federal and state legislation designed to, among other
things, bring more transparency to product pricing, review the relationship between pricing and manufacturer patient programs, and reform government program
reimbursement methodologies for products. At the federal level, the current administration’s budget proposal for fiscal year 2021 includes a $135 billion allowance
(over a period of time) to support legislative proposals seeking to reduce drug prices, increase competition, lower out-of-pocket drug costs for patients, and increase
patient access to lower-cost generic and biosimilar drugs. On March 10, 2020, the current administration sent “principles” for drug pricing to Congress, calling for
legislation that would, among other things, cap Medicare Part D beneficiary out-of-pocket pharmacy expenses, provide an option to cap Medicare Part D beneficiary
monthly out-of-pocket expenses, and place limits on pharmaceutical price increases. Further, the current administration previously released a plan to lower drug
prices and reduce out-of-pocket costs of drugs that contained proposals to increase drug manufacturer competition, increase the negotiating power of certain federal
healthcare programs, incentivize manufacturers to lower the list price of their products, and reduce the out-of-pocket costs of drug products paid by consumers. The
HHS has solicited feedback on some of these measures and has implemented others under its existing authority.

On July 24, 2020 and September 13, 2020, President Trump announced a number of executive orders related to prescription drug pricing that collectively attempt to
implement several of the administration’s proposals, including, among other proposals, a policy that would impose “most favored nation” pricing for prescription
drugs reimbursed by Medicare Parts B and D and a directive for HHS to make changes allowing for personal importation of drugs from Canada and to finalize the
rulemaking process to modify the federal Anti-Kickback Statute safe harbors to address pharmaceutical manufacturer rebates provided to health plans and
pharmacy benefit managers, or PBMs. On November 20, 2020, HHS finalized a regulation removing safe harbor protection for price reductions from pharmaceutical
manufacturers to plan sponsors under Part D, either directly or through PBMs, unless the price reduction is required by law. The rule also creates a new safe harbor
for price reductions reflected at the point-of-sale, as well as a safe harbor for fixed fees to PBMs for certain services rendered to manufacturers. The probability of
success of the other recently announced policies under the
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current administration, which would require additional authorization to be effective, and their impact on our products, if approved, is uncertain.

At the state level, individual states are increasingly aggressive in passing legislation and implementing regulations designed to control pharmaceutical and biological
product pricing, including price or patient reimbursement constraints, discounts, restrictions on certain product access and marketing cost disclosure and
transparency measures, and, in some cases, designed to encourage importation from other countries and bulk purchasing.

We expect that these and other healthcare reform measures that may be adopted in the future may result in more rigorous coverage criteria and in additional
downward pressure on the price that we receive for any approved product candidate. Any reduction in reimbursement from Medicare or other government programs
may result in a similar reduction in payments from private payors. The implementation of cost containment measures or other healthcare reforms may prevent us
from being able to generate revenue, attain profitability, or commercialize our drugs, and could have a material adverse effect on our business, financial condition,
and results of operations.

Our business activities will be subject to the Foreign Corrupt Practices Act, or FCPA, and similar anti-bribery and anti-corruption laws.

As we engage in and expand our business activities outside of the United States, including our clinical trial efforts, we will be subject to the FCPA and similar anti-
bribery or anti-corruption laws, regulations or rules of other countries in which we operate. The FCPA generally prohibits offering, promising, giving, or authorizing
others to give anything of value, either directly or indirectly, to a non-United States government official in order to influence official action, or otherwise obtain or
retain business. The FCPA also requires public companies to make and keep books and records that accurately and fairly reflect the transactions of the corporation
and to devise and maintain an adequate system of internal accounting controls. Our business is heavily regulated and therefore involves significant interaction with
public officials, including officials of non-United States governments. Additionally, in many other foreign jurisdictions, the healthcare providers who prescribe
pharmaceuticals are employed by their government, and the purchasers of pharmaceuticals are government entities; therefore, our dealings with these prescribers
and purchasers will be subject to regulation under the FCPA. Recently the SEC and Department of Justice have increased their FCPA enforcement activities with
respect to biotechnology and pharmaceutical companies. There is no certainty that all of our employees, agents, suppliers, manufacturers, contractors, or
collaborators, or those of our affiliates, will comply with all applicable laws and regulations, particularly given the high level of complexity and variability of these laws.
Violations of these laws and regulations could result in fines, criminal sanctions against us, our officers, or our employees, the closing down of facilities, including
those of our suppliers and manufacturers, requirements to obtain export licenses, cessation of business activities in sanctioned countries, implementation of
compliance programs, and prohibitions on the conduct of our business. Any such violations could include prohibitions on our ability to offer our products in one or
more countries as well as difficulties in manufacturing or continuing to develop our products, and could materially damage our reputation, our brand, our international
expansion efforts, our ability to attract and retain employees, and our business, prospects, operating results, and financial condition.

Inadequate funding for the FDA, the SEC and other government agencies, including from government shut downs, global health concerns or other
disruptions to these agencies’ operations, could hinder their ability to hire and retain key leadership and other personnel, prevent new products and
services from being developed
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or commercialized in a timely manner or otherwise prevent those agencies from performing normal business functions on which the operation of our
business may rely, which could negatively impact our business.

The ability of the FDA to review and approve new products can be affected by a variety of factors, including government budget and funding levels, ability to hire and
retain key personnel and accept the payment of user fees, and statutory, regulatory and policy changes. Average review times at the FDA have fluctuated in recent
years as a result. Disruptions at the FDA and other agencies may also slow the time necessary for new product candidates to be reviewed and/or approved by
necessary government agencies, which could adversely affect our business. In addition, government funding of the SEC and other government agencies on which
our operations may rely, including those that fund research and development activities, is subject to the political process, which is inherently fluid and unpredictable.

Disruptions at the FDA and other agencies may also slow the time necessary for new product candidates to be reviewed and/or approved by necessary government
agencies, which would adversely affect our business. For example, over the last several years the U.S. government has shut down several times and certain
regulatory agencies, such as the FDA and the SEC, have had to furlough critical FDA, SEC and other government employees and stop critical activities. If a
prolonged government shutdown occurs, it could significantly impact the ability of the FDA to timely review and process our regulatory submissions, which could
have a material adverse effect on our business. Further, future government shutdowns could impact our ability to access the public markets and obtain necessary
capital in order to properly capitalize and continue our operations.

Separately, in response to the COVID-19 pandemic, on March 10, 2020 the FDA announced its intention to postpone most inspections of foreign manufacturing
facilities and products while local, national and international conditions warrant. On March 18, 2020, the FDA announced its intention to temporarily postpone routine
surveillance inspections of domestic manufacturing facilities and provided guidance regarding the conduct of clinical trials which the FDA continues to update. As of
June 23, 2020, the FDA noted it was continuing to ensure timely reviews of applications for medical products during the COVID-19 pandemic in line with its user fee
performance goals and conducting mission critical domestic and foreign inspections to ensure compliance of manufacturing facilities with FDA quality standards. As
of July 2020, FDA began utilizing a risk-based prioritization system to assist in determining when and where it is safest to conduct such inspections based on data
about the virus’ trajectory in a given state and locality and the rules and guidelines that are put in place by state and local governments. In August 2020, FDA
published guidance outlining its approach to facility inspections during the COVID-19 pandemic. According to the guidance, FDA intends to, on a case-by-case
basis, conduct only mission critical inspections, or, where possible to do so safely, resume prioritized domestic inspections, which generally include pre-approval
inspections. Foreign pre-approval inspections that are not deemed mission-critical will continue to be postponed, while those deemed mission-critical will be
considered for inspection on a case-by-case basis. FDA plans to use similar criteria to determine whether or not to resume prioritized operations abroad as it
becomes feasible and advisable to do so. According to the guidance, should FDA determine that an inspection is necessary for approval and an inspection cannot
be completed during the review cycle due to restrictions on travel, FDA has stated that it generally intends to issue a complete response letter. Further, if there is
inadequate information to make a determination on the acceptability of a facility, FDA intends to defer action on the application until an inspection can be completed.
In 2020, several companies announced receipt of complete response letters due to the FDA's inability to complete required inspections for their applications.
Additionally, regulatory authorities outside the U.S. may adopt similar restrictions or other policy measures in response to the COVID-19 pandemic and may
experience delays in their regulatory activities. If a prolonged government shutdown or other disruption occurs, it could significantly impact the ability of the FDA to
timely review and process our regulatory submissions, which could have a material adverse effect on our business. Future shutdowns or other disruptions could also
affect other government agencies such as the
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SEC, which may also impact our business by delaying review of our public filings, to the extent such review is necessary, and our ability to access the public
markets.

Our business operations and current and future relationships with investigators, health care professionals, consultants, third-party payors and
customers may be subject, directly or indirectly, to U.S. federal and state healthcare fraud and abuse laws, false claims laws, health information privacy
and security laws, other healthcare laws and regulations and other foreign privacy and security laws. If we are unable to comply, or have not fully
complied, with such laws, we could face substantial penalties.

Although we do not currently have any therapies on the market, our current and future operations may be directly, or indirectly through our relationships with
investigators, health care professionals, customers and third-party payors, subject to various U.S. federal and state healthcare laws and regulations. Healthcare
providers, physicians and others play a primary role in the recommendation and prescription of any therapies for which we obtain marketing approval. These laws
impact, among other things, our research activities and proposed sales, marketing and education programs and constrain our business and financial arrangements
and relationships with third-party payors, healthcare professionals who participate in our clinical research program, healthcare professionals and others who
recommend, purchase, or provide our approved therapies, and other parties through which we market, sell and distribute our therapies for which we obtain
marketing approval. In addition, we may be subject to patient data privacy and security regulation by both the U.S. federal government and the states in which we
conduct our business, along with foreign regulators (including European data protection authorities). Finally, our current and future operations are subject to
additional healthcare-related statutory and regulatory requirements and enforcement by foreign regulatory authorities in jurisdictions in which we conduct our
business. These laws include, but are not limited to, the following:

« the federal Anti-Kickback Statute, which prohibits, among other things, persons or entities from knowingly and willfully soliciting, offering, receiving or paying any
remuneration (including any kickback, bribe, or certain rebate), directly or indirectly, overtly or covertly, in cash or in kind, to induce or reward either the referral of
an individual for, or the purchase, lease, order or recommendation of, any good, facility, item or service, for which payment may be made, in whole or in part,
under U.S. federal and state healthcare programs such as Medicare and Medicaid. A person or entity does not need to have actual knowledge of the statute or
specific intent to violate it in order to have committed a violation. Violations are subject to significant civil and criminal fines and penalties for each violation, plus
up to three times the remuneration involved, imprisonment, and exclusion from government healthcare programs. The definition of the “remuneration” under the
federal Anti-Kickback Statute has been interpreted to include anything of value. Further, courts have found that if “one purpose” of remuneration is to induce
referrals, the federal Anti-Kickback Statute is violated. The Anti-Kickback Statute has been interpreted to apply to arrangements between pharmaceutical
manufacturers on the one hand and prescribers, purchasers, and formulary managers on the other. There are a number of statutory exceptions and regulatory
safe harbors protecting some common activities from prosecution; but the exceptions and safe harbors are drawn narrowly and require strict compliance in order
to offer protection;

» the federal civil and criminal false claims laws, such as the FCA, which prohibits individuals or entities from, among other things, knowingly presenting, or causing
to be presented, false or fraudulent claims for payment to, or approval by Medicare, Medicaid, or other federal healthcare programs, knowingly making, using or
causing to be made or used a false record or statement material to a false or fraudulent claim or an obligation to pay or transmit money to the federal
government, or knowingly concealing or knowingly and improperly avoiding or decreasing or concealing an obligation to pay money to the U.S. federal
government. Manufacturers can be held liable under the FCA even when they do not submit claims directly to government payors if they are deemed to “cause”
the submission of false or fraudulent claims. In addition, the
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government may assert that a claim that includes items or services resulting from a violation of the federal Anti-Kickback Statute constitutes a false or fraudulent
claim for purposes of the civil False Claims Act, or the FCA. The FCA also permits a private individual acting as a “whistleblower” to bring actions on behalf of the
federal government alleging violations of the FCA and to share in any monetary recovery. When an entity is determined to have violated the FCA, the government
may impose civil fines and penalties for each false claim, plus treble damages, and exclude the entity from participation in Medicare, Medicaid and other federal
healthcare programs;

« the federal civil monetary penalties laws, which impose civil fines for, among other things, the offering or transfer or remuneration to a Medicare or state
healthcare program beneficiary if the person knows or should know it is likely to influence the beneficiary’s selection of a particular provider, practitioner, or
supplier of services reimbursable by Medicare or a state health care program, unless an exception applies;

« the U.S. federal Health Insurance Portability and Accountability Act of 1996, or HIPAA, which imposes criminal and civil liability for, among other things, knowingly
and willfully executing, or attempting to execute, a scheme to defraud any healthcare benefit program or obtain, by means of false or fraudulent pretenses,
representations, or promises, any of the money or property owned by, or under the custody or control of, any healthcare benefit program, regardless of the payor
(i.e., public or private), and knowingly and willfully falsifying, concealing or covering up by any trick or device a material fact or making any materially false
statements, in connection with the delivery of, or payment for, healthcare benefits, items or services relating to healthcare matters. Similar to the federal Anti-
Kickback Statute, a person or entity can be found guilty of violating HIPAA without actual knowledge of the statute or specific intent to violate it;

* HIPAA, as amended by the Health Information Technology for Economic and Clinical Health Act of 2009, or HITECH, and their respective implementing
regulations, which imposes certain obligations, with respect to safeguarding the privacy, security and transmission of individually identifiable health information
without appropriate authorization by covered entities, such as health plans, healthcare clearinghouses and certain healthcare providers, as well as their business
associates that perform certain services involving such individually identifiable health information. Mandatory penalties for HIPAA violations can be significant. A
single breach incident can result in violations of multiple standards. If a person knowingly or intentionally obtains or discloses PHI in violation of HIPAA
requirements, criminal penalties may also be imposed;

» the Federal Food, Drug and Cosmetic Act, or FDC Act, which prohibits, among other things, the adulteration or misbranding of drugs, biologics and medical
devices;

« the U.S. federal legislation commonly referred to as Physician Payments Sunshine Act, and its implementing regulations, which requires certain manufacturers of
drugs, devices, biologics and medical supplies that are reimbursable under Medicare, Medicaid, or the Children’s Health Insurance Program to report annually to
the CMS information related to certain payments and other transfers of value to physicians (defined to include doctors, dentists, optometrists, podiatrists, and
chiropractors) and teaching hospitals, as well as ownership and investment interests held by physicians and their immediate family members. Effective January 1,
2022, these reporting obligations will extend to include transfers of value made during the previous year to certain non-physician providers such as physician
assistants and nurse practitioners;

» analogous state laws and regulations, including the following: state anti-kickback and false claims laws, which may be broader in scope than their federal
equivalents, and which may apply to our business practices, including research, distribution, sales and marketing arrangements and claims involving healthcare
items or services reimbursed by any third-party payor, including private insurers; state laws that require pharmaceutical companies to comply with the
pharmaceutical industry’s voluntary compliance guidelines and the relevant compliance guidance promulgated by the U.S. federal government, or otherwise
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restrict payments that may be made to healthcare providers and other potential referral sources; state laws and regulations that require drug manufacturers to file
reports relating to pricing and marketing information, and/or require tracking gifts and other remuneration and items of value provided to healthcare professionals
and entities; state and local laws that require the registration of pharmaceutical sales representatives and state laws governing the privacy and security of health
information in certain circumstances, many of which differ from each other in significant ways and often are not preempted by HIPAA, thus complicating
compliance efforts; and

« the European and other foreign law equivalents of each of these laws, including reporting requirements detailing interactions with and payments to healthcare
providers, and privacy-related requirements in Europe and other jurisdictions.

The distribution of pharmaceutical products is subject to additional requirements and regulations, including approval, extensive record-keeping, storage and security
requirements intended to prevent the unauthorized sale of pharmaceutical products.

The scope and enforcement of each of these laws is uncertain and subject to rapid change in the current environment of healthcare reform, especially in light of the
lack of applicable precedent and regulations. Federal and state enforcement bodies have recently increased their scrutiny of interactions between healthcare
companies and healthcare providers, which has led to a number of investigations, prosecutions, convictions and settlements in the healthcare industry. Even if
precautions are taken, it is possible that governmental authorities will conclude that our business practices including compensation of physicians with stock or stock
options, could, despite efforts to comply, be subject to challenge under current or future statutes, regulations or case law involving applicable fraud and abuse or
other healthcare laws and regulations. If our operations are found to be in violation of any of these laws or any other governmental regulations that may apply to us,
we may be subject to significant civil, criminal and administrative penalties, damages, fines, disgorgement, imprisonment, exclusion of drugs from government
funded healthcare programs, such as Medicare and Medicaid, additional reporting requirements and oversight if we become subject to a corporate integrity
agreement or similar agreement to resolve allegations of non-compliance with these laws, reputational harm and the curtailment or restructuring of our operations. If
any of the physicians or other healthcare providers or entities with whom we expect to do business is found not to be in compliance with applicable laws, that person
or entity may be subject to significant criminal, civil or administrative sanctions, including exclusions from government funded healthcare programs. Prohibitions or
restrictions on sales or withdrawal of future marketed products could materially affect our business in an adverse way.

Efforts to ensure that our business arrangements with third parties will comply with applicable healthcare laws and regulations will involve substantial costs. Any
action against us for violation of these laws, even if we successfully defend against it, could cause us to incur significant legal expenses and divert our
management’s attention from the operation of our business. The shifting compliance environment and the need to build and maintain robust and expandable
systems to comply with multiple jurisdictions with different compliance or reporting requirements increases the possibility that a healthcare company may run afoul of
one or more of the requirements.

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

We are subject to numerous environmental, health and safety laws and regulations, including those governing laboratory procedures and the handling, use, storage,
treatment and disposal of hazardous materials and wastes. Our operations involve the use of hazardous and flammable materials, including chemicals and biological
materials. Our operations also produce hazardous waste products. We generally contract with third
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parties for the disposal of these materials and wastes. We cannot eliminate the risk of contamination or injury from these materials. In the event of contamination or
injury resulting from our use of hazardous materials, we could be held liable for any resulting damages, and any liability could exceed our resources. We also could
incur significant costs associated with civil or criminal fines and penalties.

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

Failure to comply with current or future national, supranational, federal or state laws and regulations, regulatory guidance and industry standards
relating to data protection, privacy and information security, including restrictive European regulations, could lead to government enforcement actions
(which could include civil or criminal penalties), private litigation, and/or adverse publicity and could negatively affect our operating results and
business.

We and our collaborators and third-party providers are subject to national, supranational, federal or state laws and regulations, regulatory guidance and industry
standards relating to data protection, privacy and information security. This includes the EU General Data Protection Regulation, or GDPR, as well as other national
data protection legislation in force in relevant EU and EEA member states (including the Data Protection Act 2018 in the United Kingdom), which governs the
collection, use, storage, disclosure, transfer, or other processing of personal data (including health data processed in the context of clinical trials) (i) regarding
individuals in the EU and EEA, and/or (i) carried out in the context of the activities of our establishment in any EU and EEA member state. Following the United
Kingdom’s withdrawal from the EU on January 31, 2020, pursuant to the transitional arrangements agreed between the United Kingdom and the EU, the GDPR
continued to have effect in English law until December 31, 2020, in the same fashion as was the case prior to that withdrawal as if the United Kingdom remained an
EU member state for such purposes. The United Kingdom has implemented laws that are equivalent to the GDPR in national legislation. As such, following
December 31, 2020, the data protection obligations of the GDPR will continue to apply to our processing of personal data in substantially unvaried form, for at least
the short to medium term thereafter.

The GDPR is wide-ranging in scope and imposes numerous additional requirements on companies that process personal data, including imposing special
requirements in respect of the processing of health and other sensitive data, requiring that consent of individuals to whom the personal data relates is obtained in
certain circumstances, requiring additional disclosures to individuals regarding data processing activities, requiring that safeguards are implemented to protect the
security and confidentiality of personal data, creating mandatory data breach notification requirements in certain circumstances, and requiring that certain measures
(including contractual requirements) are put in place when engaging third-party processors. The GDPR defines personal data to include coded data and imposes
high thresholds for informed consent and detailed notices for clinical trial subjects and investigators. The GDPR 