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The information in this 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 prospectus is not an offer to sell these securities and it is not soliciting an offer to buy these
securities in any state where the offer or sale is not permitted.

Subject to Completion
Preliminary Prospectus dated July 17, 2023

PROSPECTUS

5,800,000 Shares

TURNSTENE

BIOLOGICS

Common Stock

This is Turnstone Biologics Corp.’s initial public offering. We are selling 5,800,000 shares of our common stock.

We expect the initial public offering price to be between $12.00 and $14.00 per share. Currently, no public market exists for the shares of
our common stock. We have applied to list our common stock on the Nasdaq Global Market, or Nasdaq, under the symbol “TSBX.” However, no
assurance can be given that our listing application will be approved. If our listing application is not approved by Nasdaq, we will not be able to
consummate this offering.

We are an “emerging growth company” and a “smaller reporting company” as defined under the federal securities laws and, as such, have
elected to comply with certain reduced public company disclosure standards. See the section titled “Prospectus Summary—Implications of Being an
Emerging Growth Company and a Smaller Reporting Company.”

Investing in our common stock involves risks that are described in the “Risk Factors” section beginning on
page 16 of this prospectus.

Per Share Total
Public offering price $ $
Underwriting discount(®) $ $
Proceeds before expenses, to us $ $

(€))] We refer you to the section titled “Underwriting” beginning on page 232 of this prospectus for additional information regarding underwriting compensation.

The underwriters may also exercise their option to purchase up to an additional 870,000 shares of common stock from us, at the public
offering price, less the underwriting discount, for 30 days after the date 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.

The shares will be ready for delivery on or about , 2023.

Joint Book-Running Managers

BofA Securities Leerink Partners Piper Sandler

The date of this prospectus is , 2023.
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We and the underwriters have not authorized anyone to provide you with 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, shares of our
common stock only in jurisdictions where offers and sales are permitted. The information contained in this prospectus or in any applicable free writing
prospectus is accurate only as of the date of this prospectus or any such free writing prospectus, as applicable, regardless of its time of delivery or of any
sale of our common stock. Our business, financial condition, results of operations and future growth prospects may have changed since that date.

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
of the United States who come into possession of this prospectus must inform themselves about, and observe any restrictions relating to, the offering of
the shares of our common stock and the distribution of this prospectus outside of the United States.
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PROSPECTUS SUMMARY

This summary highlights information contained elsewhere in this prospectus. This summary does not contain all of the information you
should consider before investing in our common stock. You should read this entire prospectus carefully, including the sections titled “Risk
Factors,” “Management’s Discussion and Analysis of Financial Condition and Results of Operations,” “Special Note Regarding Forward-Looking
Statements,” and our consolidated financial statements and the related notes included elsewhere in this prospectus, before making an investment
decision. Unless the context otherwise requires, references to “we,” “us,” “our,” “the company” and “Turnstone USA” refer to Turnstone
Biologics Corp., a Delaware corporation, and our wholly owned subsidiaries, Turnstone Biologics Inc., a corporation under the Canada Business
Corporations Act, which we refer to in this prospectus as Turnstone Canada, and Myst Therapeutics, LLC, a Delaware limited liability company.

Overview

We are a clinical stage biotechnology company focused on developing new medicines to treat and cure patients with solid tumors.
Approved immunotherapies represent a significant advancement in the treatment of solid tumors, but many patients either do not respond or
experience relapsed disease following an initial response. We believe the most significant challenge to creating curative immunotherapies in these
patients is the low numbers of T cells that can recognize and attack the tumor, which we refer to as tumor-reactive T cells. To address this problem,
we are pioneering a differentiated approach to tumor infiltrating lymphocytes, or TILs. We are developing next generation TIL therapies by
selecting the most potent (meaning able to mediate an anti-tumor response) and tumor-reactive T cells, which we refer to as Selected TILs. Unlike
other approaches that rely on standard “bulk TILs” that have demonstrated objective responses in clinical trials only in limited tumor types, we are
developing our Selected TILs for potential treatment across the majority of solid tumors. We have initiated two Phase 1 clinical trials for TIDAL-
01, including a multi-site trial for the treatment of breast cancer, colorectal cancer, and uveal melanoma, and an investigator sponsored trial with H.
Lee Moffitt Cancer Center and Research Institute, Inc., or Moffitt, in both cutaneous and non-cutaneous melanomas. We discuss the nature of this
investigator-sponsored trial, including how this trial differs from a clinical trial sponsored by our company, as well as our roles and responsibilities
in the trial, in more detail below. We intend to provide an initial clinical update across these two trials in mid-2024. We are also actively advancing
our preclinical pipeline programs including TIDAL-02, our next Selected TIL program, and our TIDAL-01 viral immunotherapy combination
program. We define objective response as a patient experiencing a partial response or complete response to any given therapy.

Solid tumors present a major burden to society, with high mortality and poor outcomes associated with more advanced disease. Several
key factors, such as tumor heterogeneity (meaning differences in the characteristics, including variable tumor antigen expression, between cancer
cells within a patient’s tumor, between tumors within the same patient and/or between different patients’ tumor(s)) and challenging tumor
microenvironments, or TMEs, have made treatment of solid tumors more difficult than treatment of hematologic cancers. Immunotherapies that
activate the immune system to enhance and/or create anti-tumor immune responses, such as immune checkpoint inhibitors, or ICIs, have improved
outcomes for some patients. However, more than 85% of cancer patients fail to respond to ICI therapy. The effectiveness of ICIs is heavily
dependent on the presence of tumor-reactive T cells that ICIs can reinvigorate, and many patients lack a sufficient number of T cells that recognize
the target tumor. Therefore, we believe new treatments that can expand and enhance the patient’s tumor-reactive T cells are needed.

TILs are a type of cell therapy that harness the patient’s own immune cells to target their own tumors. TIL therapy involves the isolation
of lymphocytes from the patient’s tumor, expansion of the isolated cells outside the body, and then infusion of the cells back into the patient. TILs
have the ability to penetrate, recognize, and kill cancer cells and offer potential to treat or cure solid tumors. Because TILs include an expansive
breadth of lymphocytes that are specific to the patient’s tumor antigens, we believe they have the potential to overcome tumor heterogeneity which
often presents a significant challenge for other therapies. Clinical trials with standard “bulk
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TILs,” the first generation of TIL therapy that involves isolation and expansion of all of the TILs in the tumor sample, have shown objective
responses in clinical trials in limited solid tumor types.

To date, several hundred patients in the United States have received bulk TIL therapies, with the greatest success observed in metastatic
melanoma. In metastatic melanoma patients refractory to ICI therapy, specifically PD-(L)1 treatments (meaning monoclonal antibodies targeting
the immune checkpoint PD-1), bulk TIL monotherapy has yielded objective response rates (meaning the percentage of patients experiencing a
partial response or complete response in any given study) of approximately 30% to 50%, with complete response rates (meaning the percentage of
patients with complete eradication of measurable disease in the patient and no new lesions) ranging from approximately 5% up to 20%. If a
complete response lasts the lifespan of a patient it would be considered as a cure — in general clinical practice patients are referred to as “cured” if
they remain in complete response for greater than five years as the probability of their disease recurrence is low. Beyond metastatic melanoma, bulk
TIL therapy has demonstrated therapeutic potential in a limited number of solid tumors, including squamous cell carcinoma of the head and neck,
cervical cancer, and non-small cell lung cancer. We believe that the activity of TILs is driven by the subset of tumor-reactive T cells, and that the
key limitation for bulk TILs is the small number and proportion of tumor-reactive T cells that make up the bulk TIL product (reported median less
than 3%, Lowery et al., 2022). We believe increasing the proportion and diversity of tumor-reactive T cells in a TIL product can expand the utility
of TILs to a greater breadth of tumor types, where bulk TILs have not shown objective responses in clinical trials to date.

Our Solution: Selected TILs

We are developing next generation TIL therapies for the potential treatment of multiple solid tumors. There are no TIL therapies that
have received FDA approval to date. To our knowledge, at present there are no therapies in clinical development that provide curative outcomes for
the majority of patients in our chosen solid tumor indications. Our innovative Selected TIL approach focuses on selecting and expanding the most
potent tumor-reactive T cells to overcome the limitations of bulk TILs. This approach expands upon work conducted in academia that demonstrated
improved clinical responses for certain selected TILs in solid-tumor types where bulk TILs have not shown objective responses in clinical trials. We
are leveraging this work to establish a standardized manufacturing process for large scale production of our Selected TILs.

Our Selected TIL approach employs the following foundational principles with the goal of yielding the greatest number and proportion
of tumor-reactive T cells in our TIL product candidates:

(1) Unbiased identification of patient-specific tumor antigens: We seek to identify the most comprehensive set of patient-specific
tumor antigens. We use an unbiased identification process that aims to find and capture the greatest diversity of antigens with the
potential to drive the most robust T cell response. Our proprietary approach is unlike other TIL products that are biased toward a
specific subset or class of antigen(s), which may miss relevant tumor antigens or focus on the wrong targets.

(2) Selection of greatest breadth of tumor-reactive T cells from patient extracted TILs: Our goal is to capture and isolate the greatest
number and proportion of a patient’s tumor-reactive T cells that have the potential to attack and destroy heterogeneous solid
tumors. We aim to select the greatest diversity of T cells by using a function-based screening process that confirms reactivity to
the identified patient-specific tumor antigens rather than relying on a bioinformatics-based prediction algorithm that may not be
truly predictive.

(3) Expansion of tumor-reactive T cells and removal of non-tumor-reactive bystander cells: We expand our selected tumor-reactive
TIL population to magnitudes consistent with bulk TIL products and




Table of Contents

actively remove unnecessary bystander cells. This selective expansion resulted in a substantially higher proportion of tumor-
reactive T cells in the final product in comparison to the relatively infrequent tumor-reactive T cells that are routinely found in
bulk TIL. Based on our non-clinical studies across multiple tumor samples to date, we have been able to achieve tumor-reactive T
cell frequencies in our Selected TIL drug product of up to 62%, with a median frequency of 23%. With ongoing continuous
process improvements as part of our manufacturing strategy we are targeting >70% tumor-reactive T cells in our drug product as
we advance clinical development.

The potential advantages of Selected TILs over bulk TILs are depicted in the figure below.
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The Selected TILs approach described above is inherently designed to select for and characterize the active TIL product—the tumor-
reactive T cells. Bulk TIL approaches do not select for the active TIL product and have consequently faced challenges in product characterization
and potency assay development. We define potency as the specific ability or capacity of the product, as indicated by appropriate laboratory tests or
by adequately controlled clinical data obtained through the administration of the product in the manner intended, to effect a given result. We believe
that our Selected TIL approach has the potential to facilitate the development of potency release assays to support regulatory requirements and
avoid the characterization challenges of bulk TILs.

Supporting Clinical Evidence

We believe the growing body of prospective and translational clinical data in the TIL field supports the potential of our Selected TIL
approach. Third-party studies have demonstrated that the anti-tumor activity of bulk TILs is driven by a small subset of tumor-reactive T cells in the
bulk TIL product. Furthermore, clinical studies in academic centers utilizing rudimentary selection strategies for tumor-reactive T cells have
reported responses including tumor regressions in a single patient bile duct study (Tran et. al., 2014) and a single patient colorectal cancer study
(Tran et. al., 2016), one complete response and two partial responses out of six patients in a breast cancer study (Zacharachis, et.al 2022), and two
complete responses and one partial response out of seven patients who received a TIL product with confirmed tumor reactivity, in a non-small cell
lung cancer study (Creelan et. al., 2021). We define partial response as a patient experiencing a reduction in tumor size or volume as defined by the
applicable standard, e.g. response evaluation criteria in solid tumors or RECIST, and no new lesions. A partial response does not indicate that a
patient is cured of their disease.
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Building a Product Pipeline to Further Enhance the Quality and Function of Selected TILs

Our Selected TIL approach sets us apart from others in the industry that are utilizing bulk TILs, including newer bulk TIL approaches
that introduce genetic modifications and culture media additives to enhance TIL quality and function (meaning the viability of the TILs and their
ability to produce cytotoxic and immune activating cytokines). We believe that without the optimal starting population of tumor-reactive T cells,
further enhancements or modifications to bulk TILs are unlikely to succeed in extending their potential utility beyond the limited tumor types
where bulk TILs have already shown objective responses in clinical trials. We are also expanding our product pipeline by making additional
modifications to our proprietary Selected TILs and deploying them in differentiated combination strategies to further enhance TIL quality and
function.

Modifications to Enhance TIL Quality

We are developing pipeline programs where we are evaluating enhanced culture conditions during the TIL production process to
maintain and further improve TIL quality ex vivo. These enhanced culture conditions are designed to incorporate a mix of cytokines with the
potential to rejuvenate dysfunctional and/or exhausted T cells.

Additionally, we plan to introduce functional genetic modifications into our pipeline programs that may drive potential for more
sustained TIL quality and persistence, or ability of the TILs to survive and proliferate, in vivo. These gene edits will be designed to modify the
tumor-reactive T cells to proliferate while resisting exhaustion post infusion, minimize their dependence on exogenous IL-2 for in vivo
proliferation, and maintain their potential to kill tumors in suppressive tumor microenvironments. We are currently evaluating and prioritizing
clinically informed targets for these genetic modifications.

Virus Combinations

Viral immunotherapy is a therapeutic modality with widespread potential to drive and modulate immune responses to solid tumors.
Many viruses have inherent oncolytic activity that can be modulated through genetic engineering. These viruses preferentially infect, replicate
within, and kill malignant tumor cells, and can induce broad immune responses. Viral immunotherapies are designed to convert immunologically
unresponsive “cold” tumor microenvironments to more reactive “hot” tumor microenvironments and thereby enhance the activity of other
immunotherapies.

We are strongly positioned to combine our Selected TIL products with our proprietary viral immunotherapies utilizing two distinct
approaches:

. viral immunotherapy pre-treatment (prior to TIL extraction): optimize TIL harvest and broaden access to indications that are
currently less amenable to generating effective TIL products; and

. viral immunotherapy post-treatment (following delivery of the TIL product): optimize TIL trafficking and function and further
increase the activity of our TIL therapies, if approved.
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Our Pipeline

We are applying our Selected TIL approach for potential treatment of a wide range of solid tumors. We are developing a broad pipeline
aimed at improving outcomes for patients, as illustrated in the chart below.
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We are advancing TIDAL-01, our lead Selected TIL product candidate, for the treatment of multiple solid tumor indications. TIDAL-01
utilizes an unbiased identification and functional screening process to isolate and selectively expand the greatest breadth of tumor-reactive TILs
from the patient’s tumor. Our TIDAL-01 production process is designed to deliver at least 109 cells and targets greater than 70% functional and
potent tumor-reactive T cells. We have initiated two Phase 1 clinical trials for TIDAL-01, including a multi-site trial for the treatment of breast
cancer, colorectal cancer, and uveal melanoma, and an investigator sponsored trial with Moffitt in both cutaneous and non-cutaneous melanomas.

Investigator sponsored trials are clinical trials where the investigator of the trial is also the “sponsor” of the trial for regulatory
purposes. An “investigator” conducts clinical investigations and is the person under whose immediate direction the study drug is administered or
dispensed to patients. A “sponsor” initiates and takes responsibility for a clinical investigation. A person who both initiates and conducts a clinical
trial, and is responsible for all regulatory requirements, is designated as a “sponsor-investigator” by the FDA. Clinical investigators at academic
medical centers who initiate clinical trials with a lawfully marketed drug to be used in a patient population or indication not within the official
labeling often fit within this designation. In addition, as is the case with our investigator-sponsored trials, a company may provide a sponsor-
investigator with supply of its unapproved product candidate and funding for the trial. Investigators who initiate and conduct such trials are
responsible for obtaining an IND from the FDA and for ensuring compliance with the IND and associated regulatory requirements. As provided by
the FDA’s regulations, the sponsor of a clinical trial is responsible for, among other things, selecting qualified investigators, providing them with
the information they need to conduct the trial properly, ensuring proper monitoring of the trial, ensuring that the trial is conducted in accordance
with the protocols contained in the IND, maintaining an effective IND with respect to the trial, and ensuring that the FDA and all participating
investigators are promptly informed of significant new adverse effects or risks with respect to the drug. In contrast, in a company-sponsored trial,
the pharmaceutical company whose drug will be studied is the sponsor of the trial and, as such, is responsible for ensuring compliance with all
regulatory requirements, including obtaining the IND.

Under our multi-site trial, we control all aspects of our trial including, but not limited to, study protocol development, patient selection
and enrollment, regulatory interactions, data release, and manufacturing through our industrial contract development and manufacturing
organization, or CDMO. Under the investigator
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sponsored trial, which is fully funded by us, Moffitt is solely responsible for regulatory interactions, trial conduct and manufacture of TIDAL-01 at
the Moffitt Cancer Cell Therapy Facility, with input and support from us at Moffitt’s discretion. Investigators at Moffitt are also solely responsible
for the design of the trial and patient selection and enrollment, where we remain in close contact with the investigators to provide our input if
appropriate. Any data disclosures will be made in collaboration with us and any improvements to the TIDAL-01 manufacturing process are solely
at our discretion. We intend to provide an initial clinical update across these two trials in mid-2024.

Our next Selected TIL program, TIDAL-02, is being designed to encompass a next generation streamlined manufacturing process for
tumor-reactive T cells and additional modifications to enhance TIL quality and function. We believe that TIDAL-02 has the potential to address the
medical need in solid tumor indications that are distinct from and complementary to TIDAL-01. TIDAL-02 is currently in preclinical development.

We intend to evaluate the combination of TIDAL-01 with viral immunotherapy through two approaches: (1) treatment of the patient
with viral immunotherapy prior to TIL extraction to optimize TIL harvest and broaden applicability to additional tumor types with low immune cell
infiltration and (2) treatment of the patient with viral immunotherapy following treatment with TIDAL-01 to optimize TIL trafficking and
infiltration into solid tumors and to support the anti-tumor functions of infiltrating immune cells. We are currently evaluating the optimal viral
immunotherapy for combination with TIDAL-01 to advance into clinical development.

Our History and Team

We were founded in 2015 with the goal of developing medicines to treat and cure patients with solid tumors. Our initial scientific and
technological focus was built around developing novel oncolytic viral immunotherapies. In late 2020, we acquired an innovative TIL platform and
capabilities to expand our portfolio of cancer immunotherapies. Our TIL-based technology now represents the foundational therapeutic modality
driving our current pipeline, though we continue to explore the synergistic potential of combining these two technologies in the pursuit of our
mission.

We have assembled a team with extensive experience in complex biologics, drug discovery and development, manufacturing, and
business and commercial product development. We are led by our Chief Executive Officer, Sammy Farah, M.B.A, Ph.D., who has 20 years of
scientific, business, and executive management experience in the biotechnology industry at Synthetic Genomics, Immune Design, Versant Ventures,
and Merck. Our research organization is led by our Chief Scientific Officer, Stewart Abbot, Ph.D., who brings over 20 years of research and
development experience in cell-based and immune-oncology products from Adicet, Fate, Celgene and GE Healthcare. Our clinical development
and regulatory organization is led by our interim Chief Medical Officer, Michael Burgess, MBChB, Ph.D., who has more than 20 years of
experience building research and development teams and leading strategy and execution of clinical development at SpringWorks Therapeutics,
Bristol-Myers Squibb, Roche, and Eli Lilly. Vijay Chiruvolu, Ph.D., our interim Chief Technology Officer who leads our technical operations
organization, holds over 27 years of relevant industry experience in process development, manufacturing, supply chain, and quality at Instil Bio,
Kite Pharma/Gilead Sciences, Scios, Avigen, Hoffmann-La Roche, Johnson & Johnson, and Amgen, and was responsible for the manufacturing and
process teams that worked towards regulatory approval of two cell therapy products, Yescarta and Tecartus. Our Chief Business Officer, Saryah
Azmat, brings over 10 years of experience in biopharmaceutical business development, corporate strategy and capital formation at Bristol Myers
Squibb and Putnam Associates. Our Chief Legal Officer, P. Joseph Campisi, Jr., Esq., holds over 30 years of experience in mergers and
acquisitions, collaborations, and securities offerings and corporate governance at Scorpion, Bristol Myers Squibb, and Pillsbury Winthrop; and
Venkat Ramanan, Ph.D., our Chief Financial Officer, holds over 20 years of experience in biopharmaceutical finance and operations at Seagen,
Gilead, and Amgen.
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Since our inception, we have raised $362.0 million in capital, including approximately $172.0 million from preferred stock financings
and $190.0 million in non-dilutive payments from strategic partnerships. We are supported by a syndicate that includes entities affiliated with
Versant Ventures, OrbiMed Private Investments VI, LP, entities affiliated with F-Prime Capital, and entities affiliated with FACIT Inc. Prospective
investors should not rely on the investment decisions of our existing investors, as these investors may have different risk tolerances and have
received their shares in prior offerings at prices lower than the price offered to the public in this offering. See the section titled “Certain
Relationships and Related Party Transactions” for more information.

Our Strategy

Our mission is to develop new medicines to treat and cure patients with solid tumors using our next generation TIL therapy approach.
We intend to achieve our mission by implementing the following strategies.

Advance our lead Selected TIL product candidate, TIDAL-01, for the treatment of solid tumors. We are developing TIDAL-01 for
the potential treatment of a broad range of solid tumor types, and we are pursuing a clinical development strategy designed to
demonstrate benefit in multiple indications. We have initiated a Phase 1b clinical trial that will evaluate TIDAL-01 in solid
tumors where bulk TILs have demonstrated limited to no objective responses in clinical trials to date, including breast cancer,
colorectal cancer, and uveal melanoma. Additionally, we have also initiated our investigator sponsored Phase 1 clinical trial in
collaboration with Moffitt that will evaluate TIDAL-01 in multiple types of melanoma including cutaneous melanomas, an
indication where bulk TILs have shown objective responses in clinical trials. We are very early in our development efforts, and as
we make progress, if we obtain positive results of sufficient magnitude from one or both trials, we intend to discuss, receive
guidance and the appropriate acceptance from the relevant regulatory agency(ies) to determine if we will be advancing TIDAL-01
into pivotal trials, which are trials that are intended to secure regulatory approval for a product candidate.

Develop TIDAL-02 and continue to build our pipeline of additional Selected TIL programs. We are expanding our portfolio by
making modifications to our Selected TILs to streamline manufacturing and further enhance the quality and function of Selected
TILs. This strategy is exemplified by our second Selected TIL program, TIDAL-02. This program is intended to employ a next
generation rapid selection process, culture enhancements to improve and maintain TIL quality ex vivo, and/or functional gene
edits to ensure durable enhancements to TIL quality and persistence in vivo, while minimizing dependance on exogenous IL-2 for
in vivo proliferation. We intend to advance TIDAL-02 towards the clinic for the treatment of solid tumor indications that are
distinct from and complementary to TIDAL-01, with the goal of moving into earlier lines of therapy. In addition to TIDAL-02,
we have ongoing research efforts to further expand our pipeline of Selected TIL programs.

Leverage viral immunotherapies to further increase the activity of Selected TILs across multiple solid tumors. Given our
oncolytic virus expertise and our proprietary viral immunotherapies, we believe we are strongly positioned to be a leading
company in using viral immunotherapy to further increase the activity of our TIL therapies, if approved. We plan to advance our
TIDAL-01 and viral immunotherapy combination strategy to further expand the breadth and depth of response of our Selected
TILs across multiple solid tumors. We also plan to explore additional Selected TIL and viral immunotherapy combinations.

Commercialize and improve patient access to Selected TIL therapy through our CMC development expertise and manufacturing
capabilities. We are expanding our in-house cell therapy process and analytical development capacity and capability, and in
parallel assembling a network of external manufacturing and supply chain partners. We have designed a robust analytical
characterization program to complement clinical development, support regulatory requirements and enable access to our Selected
TILs for a broad range of patients with solid tumors. Our intent is that all early-clinical
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following:

stage Selected TIL product candidates are built upon a CMC foundation with clear line-of-sight to commercial viability,
sequenced and staged appropriately with clinical progress.

Support existing and opportunistically explore future strategic partnerships and collaborations to maximize the potential of our
programs. We are leveraging relationships with three academic collaborators, including a strategic partnership with Moffitt, and
collaborations with the National Cancer Institute, or NCI, and Centre hospitalier de I’Université de Montreal, or CHUM, to help
support development of our Selected TIL approach and pipeline. Our academic relationships are designed to enable us to tap into
the deep expertise within these leading institutes that have decades of research and clinical experience in developing TIL
therapies. We plan to continue to explore opportunistic collaborations with both academic and industry partners to extend our
reach and maximize the potential of our programs.

Risks Affecting Our Business

Our business is subject to a number of risks, including risks that may prevent us from achieving our business objectives or may
adversely affect our business, results of operations and financial condition that you should consider before making a decision to invest in our
common stock. These risks are discussed more fully in the section titled “Risk Factors” beginning on page 16 of this prospectus, and include the

We have limited operating history, have incurred substantial net losses and anticipate that we will continue to incur net losses for
the foreseeable future. We have no products approved for commercial sale, have never generated any revenue from product sales
and may never be profitable.

We will require additional capital in addition to the proceeds from this offering to fund our operations, and if we fail to obtain
necessary capital on acceptable terms, or at all, we will not be able to complete the development and future commercialization of
our current and any future product candidates.

Our management, and our independent registered public accounting firm have concluded that there is substantial doubt as to our
ability to continue as a going concern. As reflected in the audited consolidated financial statements and unaudited interim
consolidated financial statements, each included elsewhere in this prospectus, we have incurred significant operating losses in the
past, and we expect to continue to incur significant operating losses and negative cash flows for the foreseeable future. For the
years ended December 31, 2022 and 2021, we reported a net loss of $30.8 million and a net income of $33.3 million, respectively.
For the three months ended March 31, 2023 and 2022, we reported a net income of $0.1 million and a net loss of $12.6 million,
respectively. Additionally, we will not receive any additional collaboration revenue under the research, option, and license
agreement, or the AbbVie Agreement, with AbbVie Biotechnology Ltd., or AbbVie, or the discovery, collaboration and license
agreement, or the Takeda Agreement, with Millennium Pharmaceuticals, Inc. (also known as Takeda Oncology), a wholly-owned
subsidiary of Takeda Pharmaceutical Company Limited, or Takeda, in the future because these agreements have been terminated.
Our ability to continue as a going concern is subject to our ability to obtain sufficient financing. If we cannot continue as a going
concern, we may have to liquidate our assets and may receive less than the value at which those assets are carried on our
combined financial statements, and it is likely that our stockholders may lose some or all of their investment in us. After this
offering, we may not raise the funding we require such that substantial doubt about our ability to continue as a going concern
continues. If we seek additional financing to fund our business activities in the future and there remains substantial doubt about
our ability to continue as a going concern, investors or other financing sources may be unwilling to provide additional




Table of Contents

funding on commercially reasonable terms or at all. If we cannot continue as a going concern, our stockholders may lose some or
all of their investment in us.

Our business is highly dependent on the success of our lead Selected TIL product candidate TIDAL-01, as well as our other
current and any future product candidates. All of our product candidates will require significant additional preclinical or clinical
development before we are able to seek regulatory approval for and launch a product commercially.

If we fail to develop and receive approval for our existing or any additional future product candidates, our commercial
opportunity could be limited which could adversely affect our business, results of operations and financial condition.

Unfavorable global economic conditions, including any adverse macroeconomic conditions or geopolitical events, including the
COVID-19 pandemic, the conflict between Ukraine and Russia, and recent bank failures affecting the financial services industry,
could adversely affect our business, financial condition, results of operations or liquidity, either directly or through adverse
impacts on certain of the third parties on which we rely to conduct certain aspects of our preclinical studies or clinical trials.

Clinical development involves a lengthy and expensive process, with uncertain outcomes. We may incur significant costs and/or
experience delays in completing, or ultimately be unable to complete, the development of our current and future product
candidates, including our lead product candidates.

Preclinical development is uncertain. Our preclinical programs may experience delays or generate unfavorable data, and may
never advance to clinical trials, which would adversely affect our ability to obtain regulatory approvals or commercialize these
programs on a timely basis or at all, and any of these events would adversely affect our business, results of operations and
financial condition.

Our product candidates are based on a novel approach to the treatment of cancer, which makes it difficult to predict the time and
cost of product candidate development.

The manufacture of our product candidates is complex, and we may encounter difficulties in production, particularly with respect
to process development, quality control, or scaling-up of any future manufacturing capabilities. If we, or any of our third-party
manufacturers encounter such difficulties, our ability to provide supply of our product candidates for clinical trials or our products
for patients, if approved, could be delayed or stopped, or we may be unable to maintain a commercially viable cost structure.

We face significant competition and if we fail to compete effectively, our business, results of operations and financial condition
could be adversely affected.

Negative developments in the fields of immuno-oncology and TIL-based immunotherapy could damage public perception of our
product candidates and adversely affect our business, results of operations and financial condition.

We have relied and expect to continue to rely on third parties to conduct certain aspects of our preclinical studies, to conduct our
clinical trials and to conduct investigator sponsored clinical trials of our product candidates. If these third parties do not
successfully carry out their contractual duties or meet expected deadlines, comply with regulatory requirements or terminate the
relationship, we may not be able to obtain regulatory approval of or commercialize any potential product candidates.
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The regulatory approval process for our product candidates in the United States, and other jurisdictions is currently uncertain and
will be lengthy, time-consuming and inherently unpredictable, and we may experience significant delays in the clinical
development and regulatory approval, if any, of our product candidates.

Our success depends in part on our ability to protect our intellectual property. It is difficult and costly to protect our proprietary
rights and technology, and we may not be able to ensure their protection.

Intellectual property rights do not necessarily address all potential threats to our business.

No public market for our common stock currently exists, and we do not know whether an active, liquid and orderly trading
market will develop for our common stock, or what the market price of our common stock will be, and as a result it may be
difficult for you to sell your shares of our common stock.

Sales of a substantial number of shares of our common stock in the public market could cause our stock price to fall.

Pursuant to a letter agreement, or the Takeda Letter Agreement, dated June 29, 2023, Takeda has agreed to submit a non-binding
indication of interest to participate in this offering by purchasing at the public offering price per share the number of shares of our
common stock with an aggregate value of $8.0 million or such lesser amount as determined by us in our sole discretion, or the
Takeda IPO Shares. The Takeda IPO Shares will not be subject to a lock-up agreement. Any transfers or sales of the Takeda IPO
Shares may cause the price of our common stock to decline. See the section titled “Certain Relationships and Related Party
Transactions—Public Offering Participation Rights.”

Our Corporate Information

Turnstone Biologics Inc. was incorporated as a Canadian corporation on March 27, 2014. On December 13, 2018, we incorporated
Turnstone Biologics Corp., a corporation under the laws of the State of Delaware. On December 14, 2018, we completed a reorganization from
Canada to the United States, which we refer to as the Reorganization. In connection with the Reorganization, all of the shareholders of Turnstone
Canada exchanged their shares in Turnstone Canada for shares of our new incorporated Delaware entity, as a result of which Turnstone Canada
became our wholly owned subsidiary. Our principal executive offices are located at 9310 Athena Circle, Suite 300, La Jolla, California 92037, and
our telephone number is (347) 897-5988. Our website address is www.turnstonebio.com. The information contained on, or accessible through, our
website is not incorporated by reference into this prospectus, and you should not consider any information contained on, or that can be accessed
through, our website as part of this prospectus or in deciding whether to purchase our common stock.

We own various U.S. federal trademark applications and unregistered trademarks, including our company name. All other trademarks or
trade names referred to in this prospectus are the property of their respective owners. Solely for convenience, the trademarks and trade names in
this prospectus are referred to without the symbols ® and ™, 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.
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Implications of Being an Emerging Growth Company and a Smaller Reporting Company

We qualify as an “emerging growth company” as defined in the Jumpstart Our Business Startups Act of 2012, or the JOBS Act. An
emerging growth company may take advantage of relief from certain reporting requirements and other burdens that are otherwise applicable
generally to public companies. These provisions include:

. reduced obligations with respect to financial data, including presenting only two years of audited financial statements and only
two years of selected financial data in this prospectus;

. an exception from compliance with the auditor attestation requirements of Section 404 of the Sarbanes-Oxley Act of 2002, as
amended, or the Sarbanes-Oxley Act;

. reduced disclosure about our executive compensation arrangements in our periodic reports, proxy statements and registration
statements, including the registration statement of which this prospectus forms a part;

. exemptions from the requirements of holding non-binding advisory votes on executive compensation or golden parachute
arrangements; and

. an exemption from compliance with the requirements of the Public Company Accounting Oversight Board regarding the
communication of critical audit matters in the auditor’s report on the financial statements.

We may take advantage of these provisions for up to five years or such earlier time that we no longer qualify as an emerging growth
company. We would cease to qualify as an emerging growth company on the date that is the earliest of (i) the last day of the fiscal year in which we
have total annual gross revenue of $1.235 billion or more; (ii) the last day of our fiscal year following the fifth anniversary of the date of the
completion of this offering; (iii) the date on which we have issued more than $1.0 billion in nonconvertible debt during the previous three years; or
(iv) the date on which we are deemed to be a “large accelerated filer” under the rules of the U.S. Securities and Exchange Commission, or SEC,
which means the market value of our common stock that is held by non-affiliates exceeds $700.0 million as of the prior June 30th. We may choose
to take advantage of some but not all of these reduced reporting burdens. For example, we may take advantage of the exemption from auditor
attestation on the effectiveness of our internal control over financial reporting. To the extent that we take advantage of these reduced reporting
burdens, the information that we provide stockholders may be different than you might obtain from other public companies in which you hold
equity interests.

In addition, under the JOBS Act, emerging growth companies can delay adopting new or revised accounting standards until such time
as those standards apply to private companies. We have elected to avail ourselves of this exemption, and, as a result, our operating results and
financial statements may not be comparable to the operating results and financial statements of companies who have adopted the new or revised
accounting standards.

We are also a “smaller reporting company” as defined in the Securities Exchange Act of 1934, as amended, or the Exchange Act. We
may continue to be a smaller reporting company even after we are no longer an emerging growth company. We may take advantage of certain of the
scaled disclosures available to smaller reporting companies and will be able to take advantage of these scaled disclosures for so long as our
common stock held by non-affiliates is less than $250.0 million measured on the last business day of our second fiscal quarter, or our annual
revenue is less than $100.0 million during the most recently completed fiscal year and our common stock held by non-affiliates is less than
$700.0 million measured on the last business day of our second fiscal quarter.
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offering

Reserved share program

Use of proceeds

Risk factors

Common stock offered by us

Option to purchase additional shares

The Offering
5,800,000 shares.

We have granted the underwriters an option, exercisable for 30 days after the date of this
prospectus, to purchase up to 870,000 additional shares from us.

Common stock to be outstanding immediately after this 21,322,015 shares (or 22,192,015 shares if the underwriters exercise their option to

purchase additional shares of common stock in full).

At our request, an affiliate of BofA Securities, Inc., a participating underwriter, has
reserved for sale, at the initial public offering price, up to 5.0% of the shares offered by this
prospectus for sale to some of our directors, officers, employees, and certain other related
parties to us. If these persons purchase reserved shares it will reduce the number of shares
available for sale to the general public. Any reserved shares that are not so purchased will
be offered by the underwriters to the general public on the same terms as the other shares
offered by this prospectus. For more information, see “Underwriting.”

We estimate that the net proceeds from this offering will be approximately $65.8 million
(or approximately $76.3 million if the underwriters exercise their option to purchase
additional shares in full), assuming an initial public offering price of $13.00 per share,
which is the midpoint of the price range set forth on the cover page of this prospectus, after
deducting the estimated underwriting discounts and commissions and estimated offering
expenses payable by us. We intend to use the net proceeds from this offering, together with
our existing cash, cash equivalents and short-term investments, as follows:

(i) approximately $70 million to $75 million to fund the continued development of TIDAL-
01 in our two Phase 1 clinical trials for the treatment of breast cancer, colorectal cancer,
uveal melanoma and other non-cutaneous and cutaneous melanomas, including through
initial clinical data update in mid-2024 and continued development into the second quarter
of 2025, (ii) approximately $15 million to $20 million to advance our TIDAL-02 program
through candidate declaration and TIDAL-01 and viral immunotherapy combination
program through an investigational new drug application, or IND, and (iii) the remaining
proceeds, if any, for working capital and general corporate purposes. We may also use a
portion of the remaining net proceeds and our existing cash, cash equivalents and short-
term investments, to in-license, acquire, or invest in complementary businesses,
technologies, products, or assets. However, we have no current commitments or obligations
to do so. See the section titled “Use of Proceeds.”

See the section titled “Risk Factors” beginning on page 16 and the other information
included in this prospectus for a discussion of factors you should consider carefully before
deciding to invest in our common stock.
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Proposed Nasdaq Global Market symbol “TSBX”

The number of shares of our common stock to be outstanding after this offering is based on 15,522,015 shares of our common stock
outstanding as of March 31, 2023, after giving effect to the conversion of all outstanding shares of our convertible preferred stock into 12,493,879
shares of our common stock in connection with the closing of this offering, and excludes:

2,495,301 shares of our common stock issuable upon the exercise of outstanding stock options as of March 31, 2023, with a
weighted-average exercise price of $8.86 per share;

186,043 shares of our common stock issuable upon the exercise of outstanding stock options granted subsequent to March 31,
2023, with a weighted-average exercise price of $16.53 per share;

275,163 shares of our common stock reserved for future issuance to Moffitt contingent on the achievement of certain clinical and
regulatory milestones pursuant to our Alliance Agreement (as defined below) with Moffitt;

2,722,887 shares of our common stock reserved for future issuance under our 2023 Equity Incentive Plan, or 2023 Plan, which
will become effective upon the execution of the underwriting agreement for this offering, as well as any automatic increases in
the number of shares of common stock reserved for future issuance under this plan; and

222,287 shares of our common stock reserved for future issuance under our 2023 Employee Stock Purchase Plan, or ESPP, which
will become effective upon the execution of the underwriting agreement for this offering, as well as any automatic increases in
the number of shares of common stock reserved for future issuance under this plan.

Unless otherwise indicated, this prospectus reflects and assumes the following:

the conversion of all outstanding shares of our convertible preferred stock into an aggregate of 12,493,879 shares of our common
stock immediately prior to the closing of this offering;

a 1-for-7.9872 reverse stock split of our common stock effected on July 14, 2023;
no exercise of the outstanding options described above;
no exercise by the underwriters of their option to purchase up to 870,000 additional shares of our common stock; and

the filing and effectiveness of our amended and restated certificate of incorporation immediately following the closing of this
offering and the adoption of our amended and restated bylaws immediately prior to the closing of this offering.
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Summary Consolidated Financial Data

The following tables set forth our summary financial data for the periods and as of the dates indicated. We have derived the summary
consolidated statements of operations and comprehensive income (loss) data for the years ended December 31, 2022 and 2021 from our audited
consolidated financial statements included elsewhere in this prospectus. We have derived the summary consolidated statements of operations and
comprehensive income (loss) data for the three months ended March 31, 2023 and 2022 and the summary consolidated balance sheet data as of
March 31, 2023 from our unaudited interim consolidated financial statements to be included elsewhere in this prospectus. Our historical results are
not necessarily indicative of the results that should be expected in the future, and the consolidated statements of operations and comprehensive
income (loss) data for the three months ended March 31, 2023 are not necessarily indicative of the results to be expected for the full year ending
December 31, 2023 or any other period. You should read the following summary consolidated financial data together with our consolidated
financial statements and the related notes included elsewhere in this prospectus and the information in the section titled “Management’s Discussion
and Analysis of Financial Condition and Results of Operations” contained elsewhere in this prospectus.

Year Ended Three Months Ended
December 31, March 31,
2022 2021 2023 2022
(unaudited)
Consolidated Statements of Operations and Comprehensive Income (Loss) Data (in thousands):
Collaboration revenue $ 73,300 $ 101,293 $ 19,306 $ 10,718
Operating expenses:
Research and development $ 86,703 $ 54,754 $ 15,668 $ 18,701
General and administrative 18,223 13,546 4,032 4,698
Total operating expenses 104,926 68,300 19,700 23,399

Income (loss) from operations (31,626) 32,993 (394) (12,681)
Other income (expense), including provision for income taxes, net 792 276 462 65
Net income (loss) $  (30,834) $ 33,269 $ 68 $ (12,616)
Net income (loss) per share of common stock attributable to common stockholders, basic(1) $ (12.49) $ 1.62 $ — $ (5.56)
Net income (loss) per share of common stock attributable to common stockholders, diluted(1) $ (12.49) $ 1.29 $ — $ (5.56)
Weighted-average number of shares used in computing net earnings, basic 2,484,569 2,149,550 2,786,017 2,279,287
Weighted-average number of shares used in computing net earnings, diluted 2,484,569 2,702,347 2,786,017 2,279,287
Pro forma net income (loss) per share of common stock attributable to common stockholders, basic and

diluted® $ (2.06) $ 0.00
Pro forma weighted-average shares of common stock outstanding, basic(2) 14,978,444 15,279,895
Pro forma weighted-average shares of common stock outstanding, diluted(® 14,978,444 15,718,491

(€)] See Note 12 to our audited consolidated financial statements and Note 12 to our unaudited interim consolidated financial statements, each included elsewhere in this prospectus,
for an explanation of the method used to calculate basic and diluted net loss per share and the weighted-average number of shares used in the computation of the per share
amounts.

(@) Pro forma basic and diluted net income (loss) per share of common stock attributable to common stockholders has been prepared to give effect to adjustments to our capital
structure arising in connection with the completion of this offering and is calculated by dividing pro forma net income (loss) per share of common stock attributable to common
stockholders by the pro forma weighted-average shares of common stock outstanding for the period. The unaudited pro forma net income (loss) attributable to common
stockholders used in the calculation of unaudited pro forma basic and diluted net income (loss) per share of common stock attributable to common stockholders is equal to net
income (loss) attributable to common stockholders. The unaudited pro forma basic and diluted weighted-average common shares outstanding used in the calculation of unaudited
pro forma basic and diluted net income (loss) per share for the three months ended March 31, 2023 and for the year ended December 31, 2022 have been prepared to reflect the
conversion of all of the outstanding
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shares of our convertible preferred stock into an aggregate of 12,493,879 shares of our common stock as if the offering had occurred on January 1, 2022.

As of March 31, 2023

Pro Forma
As
Adjusted(®
Actual Pro Forma(1) @3)
(unaudited)
Balance Sheet Data (in thousands):
Cash, cash equivalents and short-term investments $ 63,969 $ 63,969 $ 129,782
Working capital(4) 60,031 60,031 125,844
Total assets 92,263 92,263 158,076
Redeemable convertible preferred stock 171,964 — —
Accumulated deficit (121,490) (121,490) (121,490)
Total stockholders’ (deficit) equity (100,223) 71,741 137,554

Pro forma balance sheet data reflects (i) the conversion of all outstanding shares of our convertible preferred stock into an aggregate of 12,493,879 shares of common stock and
the related reclassification of the carrying value of our convertible preferred stock to permanent equity in connection with the closing of this offering and (ii) the filing and
effectiveness of our amended and restated certificate of incorporation that will be in effect immediately following the closing of this offering.

Pro forma as adjusted balance sheet data reflects the pro forma items described immediately above and our issuance and sale of shares of common stock in this offering at
an assumed initial public offering price of $13.00 per share, which is the midpoint of the price range set forth on the cover page of this prospectus, after deducting the
underwriting discounts and commissions and estimated offering expenses payable by us.

Pro forma as adjusted balance sheet data is illustrative only and will change based on the actual initial public offering price and other terms of this offering determined at pricing.
Each $1.00 increase or decrease in the assumed initial public offering price of $13.00 per share, the midpoint of the price range set forth on the cover page of this prospectus,
would increase or decrease, as applicable, each of our pro forma as adjusted cash, cash equivalents and short-term investments, working capital, total assets and total
stockholders’ (deficit) equity by approximately $5.4 million, assuming that the number of shares offered by us, as set forth on the cover page of this prospectus, remains the
same, and after deducting the underwriting discounts and commissions and estimated offering expenses payable by us. We may also increase or decrease the number of shares
we are offering. Each 1,000,000 share increase or decrease in the number of shares offered by us would increase or decrease, as applicable, each of our pro forma as adjusted
cash, cash equivalents and short-term investments, working capital, total assets and total stockholders’ (deficit) equity by approximately $12.1 million, assuming that the
assumed initial offering price to the public remains the same, and after deducting the underwriting discounts and commissions and estimated offering expenses payable by us.
We define working capital as current assets less current liabilities. See our consolidated financial statements and the related notes included elsewhere in this prospectus for
further details regarding our current assets and current liabilities.
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RISK FACTORS

Investing in our common stock involves a high degree of risk. You should carefully consider the risks described below, as well as the other
information in this prospectus, including our consolidated financial statements and the related notes, and the section titled “Management’s Discussion
and Analysis of Financial Condition and Results of Operations,” before deciding whether to invest in our common stock. The occurrence of any of the
events or developments described below could adversely affect our business, results of operations and financial condition. In any such event, the market
price of our common stock could decline, and you may lose all or part of your investment. Additional risks and uncertainties not presently known to us
or that we currently believe to be immaterial also may impair our business, results of operations and financial condition.

Risks Related to Our Business

We have limited operating history, have incurred substantial net losses and anticipate that we will continue to incur net losses for the foreseeable
future. We have no products approved for commercial sale, have never generated any revenue from product sales and may never be profitable.

We are a clinical stage biotechnology company with a limited operating history. We were formed in 2014 and we have devoted substantially
all of our efforts and financial resources to organizing and staffing our company, business planning, raising capital, discovering product candidates and
securing related intellectual property rights, and conducting research and development activities for our Selected TIL programs and product candidates.
Consequently, we have no meaningful operations upon which to evaluate our business and predictions about our future success or viability may not be
as accurate as they could be if we had a longer operating history or a history of successfully developing and commercializing program candidates.
Investment in biotechnology product development is highly speculative because it entails substantial upfront capital expenditures and significant risk
that any potential product candidate will fail to demonstrate adequate effect or an acceptable safety profile, gain regulatory approval and become
commercially viable. We have not yet demonstrated the ability to progress any product candidate through clinical trials, we have no products approved
for commercial sale and we have not generated any revenue from product sales to date. We continue to incur significant research and development and
other expenses related to our ongoing operations. As a result, we are not profitable and we have incurred overall net losses since our inception through
March 31, 2023. For the years ended December 31, 2022 and 2021, we reported a net loss of $30.8 million and a net income of $33.3 million,
respectively. For the three months ended March 31, 2023 and 2022, we reported a net income of $0.1 million and a net loss of $12.6 million,
respectively. As of December 31, 2022 and March 31, 2023, we had an accumulated deficit of $121.6 million and $121.5 million, respectively.
Additionally, we will not receive any additional collaboration revenue under the AbbVie Agreement or the Takeda Agreement in the future because these
agreements have been terminated. We expect to continue to incur significant losses for the foreseeable future, and we expect these losses to increase as
we continue our research and development of our Selected TIL programs, and seek regulatory approvals for our product candidates.

We anticipate that our expenses will increase substantially if, and as, we:

. advance the development of our lead Selected TIL product candidate TIDAL-01 through two Phase 1 clinical trials and, if the results
are favorable, into further clinical development;

. actively advance our other preclinical pipeline programs, including TIDAL-02, our next Selected TIL program and our TIDAL-01 and
viral immunotherapy combination program;

. seek regulatory approvals for any product candidates that successfully complete clinical trials, if any;

. increase the amount of research and development activities to identify and develop Selected TIL product candidates;

16



Table of Contents

. hire additional clinical, quality control and scientific personnel;

. expand our operational, financial and management systems and increase personnel, including personnel to support our clinical
development, manufacturing and commercialization efforts and our operations as a public company;

. maintain, expand and protect our intellectual property portfolio;

. expand our external manufacturing relationships;

. oversee and maintain our manufacturing infrastructure;

. establish a sales, marketing, medical affairs and distribution infrastructure to commercialize any products for which we may obtain

marketing approval and intend to commercialize on our own or jointly with third parties; and

. invest in or in-license enabling technologies.

To become and remain profitable, we and any current or potential future collaborators must develop and eventually commercialize products
with significant market potential. This will require us to be successful in a range of challenging activities, including completing preclinical studies and
clinical trials, obtaining marketing approval for product candidates, manufacturing, marketing and selling products if we obtain marketing approval,
obtaining market acceptance for such products and satisfying any post-marketing requirements. We may never succeed in any or all of these activities
and, even if we do, we may never generate revenue that is significant or large enough to achieve profitability. If we do achieve profitability, we may not
be able to sustain or increase profitability on a quarterly or annual basis. Our failure to become and remain profitable would decrease the value of our
company and the price or of common stock, 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 also could cause you to lose all or part of your investment.

Even if we succeed in commercializing one or more of our product candidates, we will continue to incur substantial research and
development and other expenditures to develop and market additional product candidates. We also may 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 stockholders’ (deficit) equity and working capital.

We will require additional capital in addition to the proceeds from this offering to fund our operations, and if we fail to obtain necessary capital on
acceptable terms, or at all, we will not be able to complete the development and future commercialization of our current and any future product
candidates.

Our operations have consumed substantial amounts of cash since our inception. We expect to continue to spend substantial amounts of cash
to conduct further research and development, preclinical studies and clinical trials of our current and future product candidates, to seek regulatory
approvals for our product candidates and to launch and commercialize any products if we receive regulatory approval.

We have initiated two Phase 1 clinical trials for our lead Selected TIL product candidate, TIDAL-01, including a multi-site trial for the
treatment of breast cancer, colorectal cancer, and uveal melanoma, and an investigator sponsored trial with Moffitt in both cutaneous and non-cutaneous
melanomas. We intend to provide an initial clinical update across these two trials in mid-2024. We are also developing TIDAL-02, our next Selected TIL
program, which is currently in preclinical development and we intend to evaluate the combination of TIDAL-01 with viral immunotherapy. We are
currently evaluating the optimal viral immunotherapy for combination with TIDAL-01 to advance into clinical development.
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As of March 31, 2023, we had approximately $64.0 million in cash, cash equivalents and short-term investments. Based on our current
operating plan, we expect that the net proceeds from this offering, together with our cash, cash equivalents and short-term investments, will enable us to
fund our operations into the second quarter of 2025. However, our future capital requirements and the period for which our existing resources will
support our operations may vary significantly from what we expect, and we will in any event require additional capital in order to complete clinical
development of any of our current programs. Our monthly spending levels will vary based on new and ongoing development and corporate activities.
Because the length of time and activities associated with development of our programs and product candidates is highly uncertain, we are unable to
estimate the actual funds we will require for development and any approved marketing and future commercialization activities, if any. Our future capital
requirements will depend on many factors, including:

the costs of conducting clinical trials;
the progress of preclinical development for our programs and clinical trials of our current earlier-stage product candidates;
the costs of manufacturing;

the scope, progress, results and costs of discovery, preclinical development, laboratory testing and clinical trials for other potential
product candidates we may develop, if any;

the costs, timing and outcome of regulatory review of our product candidates;
our ability to establish and maintain collaborations and partnerships on favorable terms, if at all;

the achievement of milestones or occurrence of other developments that trigger payments to us or by us under any collaboration
agreements we might have at such time;

the costs of preparing, filing and prosecuting patent applications, obtaining, maintaining and enforcing our intellectual property rights
and defending intellectual property-related claims;

our headcount growth and associated costs as we expand our business operations and research and development activities;
the cost of operating as a public company;

our ability to mitigate the impact of adverse macroeconomic conditions or geopolitical events, including the COVID-19 pandemic, the
ongoing conflict between Ukraine and Russia, recent bank failures or other factors on our preclinical and clinical development or
operations;

the costs and timing of future commercialization activities, if any, including product sales, marketing, manufacturing and distribution,
if we receive marketing approval for any of our product candidates;

our ability to achieve sufficient market acceptance, adequate coverage and reimbursement from third-party payors and adequate
market share; and

the amount of revenue, if any, received from commercial sales of our product candidates, if any of our product candidates receive
marketing approval.

We do not have any committed external source of funds or other support for our development efforts and additional funding may not be
available on acceptable terms, or at all. Market volatility resulting from
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adverse macroeconomic conditions or geopolitical events, including the COVID-19 pandemic, the ongoing conflict between Ukraine and Russia, recent
bank failures or other factors may further adversely impact our ability to access capital as and when needed. Until we can generate sufficient product or
royalty revenue to finance our cash requirements, which we may never do, we expect to finance our future cash needs through a combination of public
or private equity offerings, debt financings, collaborations, strategic alliances, licensing arrangements and other arrangements. If we raise additional
funds through public or private equity offerings, the terms of these securities may include liquidation or other preferences that adversely affect our
stockholders’ rights. Further, to the extent that we raise additional capital through the sale of common stock or securities convertible or exchangeable
into common stock, your ownership interest will be diluted. In addition, any debt financing may subject us to fixed payment obligations and covenants
limiting or restricting our ability to take specific actions, such as incurring additional debt, making capital expenditures or declaring dividends. If we
raise additional capital through marketing and distribution arrangements or other collaborations, strategic alliances or licensing arrangements with third
parties, we may have to relinquish certain valuable rights to our product candidates, technologies, future revenue streams or research programs or grant
licenses on terms that may not be favorable to us. We also could be required to seek collaborators for our current or future product candidates at an
earlier stage than otherwise would be desirable or relinquish our rights to product candidates or technologies that we otherwise would seek to develop or
commercialize ourselves. If we are unable to raise additional capital in sufficient amounts or on terms acceptable to us, we may need to significantly
delay, scale back or discontinue the development or future commercialization of one or more of our product candidates, if approved, or one or more of
our other research and development initiatives and we may need to undertake additional workforce reductions or restructuring activities in the future.
Any of the above events could adversely affect our business, results of operations and financial condition and cause the price of our common stock to
decline.

Our management and our independent registered public accounting firm have concluded that there is substantial doubt as to our ability to continue
as a going concern. If we cannot continue as a going concern, our stockholders may lose some or all of their investment in our company.

Our audited consolidated financial statements and unaudited interim consolidated financial statements, each included elsewhere in this
prospectus, were prepared assuming that we will continue as a going concern. The going concern basis of presentation assumes that we will continue in
operation for the foreseeable future and will be able to realize our assets and satisfy our liabilities in the normal course of business and do not include
any adjustments to reflect the possible future effects on the recoverability and classification of assets or amounts and classification of liabilities that may
result from our inability to continue as a going concern. As reflected in the audited consolidated financial statements and unaudited interim consolidated
financial statements, each included elsewhere in this prospectus, we have incurred significant operating losses in the past, and we expect to continue to
incur significant operating losses and negative cash flows for the foreseeable future. For the years ended December 31, 2022 and 2021, we reported a net
loss of $30.8 million and a net income of $33.3 million, respectively. For the three months ended March 31, 2023 and 2022, we reported a net income of
$0.1 million and a net loss of $12.6 million, respectively. As of December 31, 2022 and March 31, 2023, we had an accumulated deficit of
$121.6 million and $121.5 million, respectively. Additionally, we will not receive any additional collaboration revenue under the AbbVie Agreement or
the Takeda Agreement in the future because these agreements have been terminated. As of March 31, 2023, our management concluded that, based on
our expected operating losses and negative cash flows, there is substantial doubt about our ability to continue as a going concern for the 12 months after
the date the unaudited interim consolidated financial statements were issued. Our ability to continue as a going concern is subject to our ability to obtain
sufficient financing. If we cannot continue as a going concern, we may have to liquidate our assets and may receive less than the value at which those
assets are carried on our combined financial statements, and it is likely that our stockholders may lose some or all of their investment in us. After this
offering, we may not raise the funding we require such that substantial doubt about our ability to continue as a going concern continues. If we seek
additional financing to fund our business activities in the future and there remains substantial doubt about our ability to continue as a going concern,
investors or other financing sources may be unwilling to provide additional funding on commercially reasonable
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terms or at all. If we cannot continue as a going concern, our stockholders may lose some or all of their investment in us.

Our business is highly dependent on the success of our lead Selected TIL product candidate TIDAL-01, as well as our other current and any future
product candidates. All of our product candidates will require significant additional preclinical or clinical development before we are able to seek
regulatory approval for and launch a product commercially.

We are very early in our development efforts. If TIDAL-01 or any future product candidates encounter safety or efficacy problems,
manufacturing failures, development delays or regulatory issues or other problems, our development plans and business may be significantly harmed.

We have initiated two Phase 1 clinical trials for our lead Selected TIL product candidate, TIDAL-01, including a multi-site trial for the
treatment of breast cancer, colorectal cancer, and uveal melanoma, and an investigator sponsored trial with Moffitt in both cutaneous and non-cutaneous
melanomas. We intend to provide an initial clinical update across these two trials in mid-2024. We are also developing TIDAL-02, our next Selected TIL
program, which is currently in preclinical development and we intend to evaluate the combination of TIDAL-01 with viral immunotherapy. We are
currently evaluating the optimal viral immunotherapy for combination with TIDAL-01 to advance into clinical development.

Our current and any future product candidates will require additional preclinical or clinical development, regulatory review and approval in
one or more jurisdictions, substantial investment, and access to sufficient commercial manufacturing capacity and significant marketing efforts before
we can generate any revenue from product sales. We may not have the financial resources to continue development of, or to modify existing or enter into
new collaborations for, any product candidate if we experience any issues that delay or prevent regulatory approval of, or our ability to commercialize,
our product candidates, including:

. negative or inconclusive results from our preclinical studies or clinical trials or the clinical trials of others for product candidates
similar to ours, leading to a decision or requirement to conduct additional preclinical testing or clinical trials or abandon a program;

. product-related side effects experienced by subjects in our clinical trials or by individuals using products or immunotherapies similar
to our product candidates;

. delays in submitting INDs or comparable foreign applications or delays or failure in obtaining the necessary authorizations or
approvals from regulators to commence a clinical trial, or a suspension or termination of a clinical trial once commenced,;

. conditions imposed by the FDA or comparable foreign regulatory authorities regarding the scope or design of our clinical trials;
. delays in enrolling subjects in clinical trials;

. high drop-out rates of subjects from clinical trials;

. inadequate supply or quality of product candidates or other materials necessary for the conduct of our clinical trials;

. greater than anticipated clinical trial costs;

. poor effectiveness of or safety issues associated with our product candidates during clinical trials;
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unfavorable FDA or comparable foreign regulatory authorities’ inspection and review of a clinical trial site;

failure of our third-party contractors or investigators to comply with regulatory requirements or otherwise meet their contractual
obligations in a timely manner, or at all;

potential disruptions caused by the COVID-19 pandemic or other health pandemics or epidemics, including difficulties in initiating
clinical sites, enrolling and retaining participants, diversion of healthcare resources away from clinical trials, travel or quarantine
policies that may be implemented, and other factors;

delays and changes in regulatory requirements, policy and guidelines, including the imposition of additional regulatory oversight
around clinical testing generally or with respect to our technology in particular;

varying interpretations of data by the FDA or comparable foreign regulatory authorities;

manufacturing failures, including our TIL selection process, resulting in a less effective product candidate in the tumor indications we
are pursuing; or

unsuccessful improvements to our internal manufacturing processes.

The occurrence of any of the above events could adversely affect our business, results of operations and financial condition.

If we fail to develop and receive approval for our existing or any additional future product candidates, our commercial opportunity could be limited
which could adversely dffect our business, results of operations and financial condition.

Developing, obtaining marketing approval for, and commercializing any product candidates will require substantial additional funding
beyond the net proceeds of this offering and will be subject to the risks of failure inherent in medical product development. We may not be able to
successfully advance any of our existing product candidates or any additional product candidates through the development process.

Even if we obtain approval from the FDA or comparable foreign regulatory authorities to market our existing or any additional product
candidates for the treatment of solid tumors or any other indication, any such product candidates may not be successfully commercialized, widely
accepted in the marketplace, or more effective than other commercially available alternatives. If we are unable to successfully develop and
commercialize our existing or any additional product candidates, our commercial opportunity may be limited and our business, results of operations and
financial condition may be adversely affected.

Unfavorable global economic conditions, including any adverse macroeconomic conditions or geopolitical events, including the COVID-19
pandemic, the conflict between Ukraine and Russia, and recent bank failures affecting the financial services industry, could adversely affect our
business, financial condition, results of operations or liquidity, either directly or through adverse impacts on certain of the third parties on which we
rely to conduct certain aspects of our preclinical studies or clinical trials.

Our results of operations could be adversely affected by general conditions in the global economy and in the global financial markets.
Global economic and business activities continue to face widespread uncertainties, and global credit and financial markets have experienced extreme
volatility and disruptions in the past several years, including severely diminished liquidity and credit availability, rising inflation and monetary supply
shifts, rising interest rates, labor shortages, declines in consumer confidence, declines in economic growth, increases in
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unemployment rates, recession risks, and uncertainty about economic and geopolitical stability. A severe or prolonged economic downturn, or additional
global financial or political crises, could result in a variety of risks to our business, including delayed clinical trials or preclinical studies, delayed
approval of our product candidates, delayed ability to obtain patents and other intellectual property protection, weakened demand for our product
candidates, if approved, or our ability to raise additional capital when needed on acceptable terms, if at all. The extent of the impact of these conditions
on our operational and financial performance, including our ability to execute our business strategies and initiatives in the expected timeframe, as well
as that of third parties upon whom we rely, will depend on future developments which are uncertain and cannot be predicted. A weak or declining
economy also could strain our suppliers, possibly resulting in supply disruption. Any of the foregoing could harm our business and we cannot anticipate
all of the ways in which the current economic climate and financial market conditions could adversely impact our business. Furthermore, our stock price
may decline due in part to the volatility of the stock market and the general economic downturn.

Actual events involving limited liquidity, defaults, non-performance or other adverse developments that affect financial institutions,
transactional counterparties or other companies in the financial services industry or the financial services industry generally, or concerns or rumors about
any events of these kinds or other similar risks, have in the past and may in the future lead to market-wide liquidity problems. For example, on
March 10, 2023, Silicon Valley Bank was closed by the California Department of Financial Protection and Innovation, which appointed the Federal
Deposit Insurance Corporation, or FDIC, as receiver. Similarly, on March 12, 2023, Signature Bank and Silvergate Capital Corp. were each swept into
receivership, and on May 1, 2023, First Republic Bank was also swept into receivership. Although a statement by the Department of the Treasury, the
Federal Reserve and the FDIC indicated that all depositors of Silicon Valley Bank would have access to all of their money after only one business day of
closure, including funds held in uninsured deposit accounts, borrowers under credit agreements, letters of credit and certain other financial instruments
with Silicon Valley Bank, Signature Bank or any other financial institution that is placed into receivership by the FDIC may be unable to access undrawn
amounts thereunder. If any of the banks which hold our cash deposits were to be placed into receivership, we may be unable to access such funds. As of
March 31, 2023, all of our cash on deposit was maintained at two financial institutions in the United States, and our current deposits are in excess
of federally insured limits. If further failures in financial institutions occur where we hold deposits, we could experience additional risk. Any such loss or
limitation on our cash, cash equivalents and short-term investments would adversely affect our business. In addition, if any of the third parties on which
we rely to conduct certain aspects of our preclinical studies or clinical trials are unable to access funds pursuant to such instruments or lending
arrangements with such a financial institution, such parties’ ability to fulfill their obligations to us could be adversely affected.

If we engage in future acquisitions or strategic partnerships, this may increase our capital requirements, dilute our stockholders, cause us to incur
debt or assume contingent liabilities, and subject us to other risks.

We may evaluate various acquisitions and strategic partnerships, including licensing or acquiring complementary products, intellectual
property rights, technologies or businesses. Any potential acquisition or strategic partnership may entail numerous risks, including:

. increased operating expenses and cash requirements;

. the assumption of additional indebtedness, contractual obligations or contingent liabilities;

. the issuance of our equity securities;

. assimilation of operations, intellectual property and products of an acquired company, including difficulties associated with

integrating new personnel;

. the diversion of our management’s attention from our existing product programs and initiatives in pursuing such a strategic merger or
acquisition;
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. retention of key employees, the loss of key personnel, and uncertainties in our ability to maintain key business relationships;

. risks and uncertainties associated with the other party to such a transaction, including the prospects of that party, their regulatory
compliance status, and their existing products or product candidates and marketing approvals; and

. our inability to generate revenue from acquired technology and/or products sufficient to meet our objectives in undertaking the
acquisition or even to offset the associated acquisition and maintenance costs.

In addition, if we undertake acquisitions, we may issue dilutive securities, assume or incur debt obligations, incur large one-time expenses
and acquire intangible assets that could result in significant future amortization expense. Moreover, we may not be able to locate suitable acquisition
opportunities and this inability could impair our ability to grow or obtain access to technology or products that may be important to the development of
our business. Any of the foregoing may adversely affect our business, results of operations and financial condition.

We may not realize the expected benefits from our recent workforce reductions and it could result in total costs and expenses that are greater than
expected and could disrupt our business.

In October 2022, we implemented a plan to consolidate our operations, which included a move to San Diego, California and a reduction in
our workforce. In addition, in June 2023, we conducted an additional reduction in our workforce. The changes to our operations and the reductions in
workforce may yield unintended consequences and costs, such as the loss of institutional knowledge and expertise, attrition beyond our intended
reductions in force, and a reduction in morale among our remaining employees, all of which may have an adverse effect on our development activities,
our business, results of operations or financial condition. If we are unable to realize the expected operational efficiencies, our business, results of
operations and financial condition would be adversely affected. In addition, to the extent we do not realize such anticipated operational efficiencies, we
may need to undertake additional workforce reductions or restructuring activities in the future. Furthermore, our reductions in force may be disruptive to
our operations. For example, our workforce reductions could yield unanticipated consequences, such as attrition beyond planned staff reductions,
increased difficulties in our day-to-day operations and reduced employee morale. If employees who were not affected by the reductions in force seek
alternative employment, this could result in our seeking contractor support at unplanned additional expense or harm our productivity. Our workforce
reductions could also harm our ability to attract and retain qualified management, scientific, clinical, and manufacturing personnel who are critical to our
business. Any failure to attract or retain qualified personnel could prevent us from successfully developing our potential product candidates. We may
also discover that the reductions in workforce could make it difficult for us to pursue new opportunities and initiatives and require us to hire qualified
replacement personnel, which may require us to incur additional and unanticipated costs and expenses. Our failure to successfully accomplish any of the
above activities and goals may have a material adverse impact on our business, results of operations and financial condition.

Our ability to use our net operating loss carryforwards to offset future income could be subject to limitation.

As of December 31, 2022, we had approximately $2.3 million of U.S. federal and $1.0 million of state net operating loss, or NOL,
carryforwards. Our U.S. federal NOL carryforwards can be carried forward indefinitely, but use of such carryforwards is limited to 80% of taxable
income. If not utilized, our state NOL carryforwards will begin to expire at various dates beginning in 2038. These NOL carryforwards could expire
unused and be unavailable to offset future income tax liabilities if we are not able to generate sufficient taxable income to utilize our state NOL
carryforwards before they expire. We have recorded a full valuation allowance related to our carryforwards due to the uncertainty of the ultimate
realization of the future benefits of those assets.
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Furthermore, under Section 382 of the Internal Revenue Code of 1986, as amended, or the Code, the amount of benefits from our NOL
carryforwards may be impaired or limited if we incur a cumulative ownership change of more than 50% over a three-year period. The completion of this
offering, and future offerings of our securities may trigger such an ownership change. In addition, because we will need to raise substantial additional
funding to finance our operations, we may in the future undergo further ownership changes. We have not conducted an analysis as to whether such a
change of ownership has occurred, but if such a change has occurred or occurs in the future, we will be limited regarding the amount of NOL
carryforwards that can be utilized annually in the future to offset taxable income. Any such annual limitation may significantly reduce the value of our
NOL carryforwards before they expire, which could result in greater tax liabilities than we would incur in the absence of such a limitation.

We may have exposure to greater-than-anticipated tax liabilities, which could seriously harm our business.

The tax laws applicable to our international business activities, including the laws of the United States and other jurisdictions, are subject to
change and uncertain interpretation. The U.S. government may enact significant changes to the taxation of business entities including, among others, the
imposition of additional minimum taxes and an increase in the corporate tax rate. Any such change could have a significant impact on our cash flow.

Our income tax obligations are based on our corporate operating structure and third-party and intercompany arrangements, including the
manner in which we develop, value, and use our intellectual property and the valuations of our intercompany transactions. The taxing authorities of the
jurisdictions in which we operate may challenge our methodologies for valuing developed technology, intercompany arrangements, or transfer pricing,
which could increase our worldwide effective tax rate and the amount of taxes we pay and seriously harm our business. Taxing authorities also may
determine that the manner in which we operate our business is not consistent with how we report our income, which could increase our effective tax rate
and the amount of taxes we pay and seriously harm our business. In addition, our future income taxes could fluctuate because of earnings being lower
than anticipated in jurisdictions that have lower statutory tax rates and higher than anticipated in jurisdictions that have higher statutory tax rates, by
changes in the valuation of our deferred tax assets and liabilities. We are subject to regular review and audit by U.S. federal and state and foreign tax
authorities. Any adverse outcome from a review or audit could seriously harm our business. In addition, determining our worldwide provision for
income taxes and other tax liabilities requires significant judgment by management, and there are many transactions where the ultimate tax
determination is uncertain. Although we believe that our estimates are reasonable, the ultimate tax outcome may differ from the amounts recorded in our
financial statements for such period or periods and may seriously harm our business.

Exchange rate fluctuations may adversely affect our business, results of operations and financial condition.

We have operations, including employing a portion of our workforce, in Ottawa, Canada. Owing to the international scope of our operations,
fluctuations in exchange rates between the U.S. dollar and the Canadian dollar may adversely affect our business, results of operations and financial
condition. As a result, our business and the price of our common stock may be affected by fluctuations in foreign exchange rates, which may have a
significant impact on our results of operations and cash flows from period to period. Currently, we do not have any exchange rate hedging arrangements
in place.

Risks Related to Our Operations

We will need to grow the size of our organization, and we may experience difficulties in managing this growth, which could adversely affect our
business.

As of June 30, 2023, we had 112 full-time employees. As our clinical development and future commercialization plans and strategies
develop, and as we transition into operating as a public company, we may
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need to hire additional managerial, clinical, regulatory, sales, marketing, financial, legal and other personnel. Future growth would impose significant
added responsibilities on members of management, including:

. identifying, recruiting, integrating, maintaining and motivating additional employees;

. managing our development efforts effectively, including the clinical and FDA or comparable foreign regulatory authorities review
process for our current product candidates and any future product candidates, while complying with our contractual obligations to
contractors and other third parties;

. developing and managing our internal manufacturing operations effectively and in a cost-effective manner while increasing
production capabilities for our product candidates to commercial levels;

. identifying and establishing additional facilities for our operations; and
. improving our operational, financial and management controls, reporting systems and procedures.

Our future financial performance and our ability to commercialize our product candidates, if approved, will depend, in part, on our ability to
effectively manage any future growth. Our management may have to divert a disproportionate amount of its attention away from day-to-day activities in
order to devote a substantial amount of time to managing these growth activities.

We currently rely, and for the foreseeable future will continue to rely, in substantial part on certain independent organizations, advisors and
consultants to provide certain services, including contract manufacturers and companies focused on antibody development and discovery activities. The
services of independent organizations, advisors and consultants may not continue to be available to us on a timely or cost-efficient basis when needed,
and we may not be able to find qualified replacements. In addition, if we are unable to effectively manage our outsourced activities or if the quality,
accuracy or quantity of the services provided is compromised for any reason, our clinical trials may be extended, delayed or terminated, and we may not
be able to obtain, or may be substantially delayed in obtaining, regulatory approval of our product candidates or otherwise advance our business. We
may not be able to manage our existing consultants or find other competent outside contractors and consultants on economically reasonable terms, or at
all.

If we are not able to effectively expand our organization by hiring new employees, consultants and contractors as necessary, we may not be
able to successfully implement the tasks necessary to further develop and commercialize our current or any future product candidates, if approved, and,
accordingly, may not achieve our research, development and future commercialization goals, which could adversely affect our business.

If we lose key management or other scientific or medical personnel, or if we fail to recruit additional highly skilled personnel, our business, results
of operations and financial condition could be adversely affected.

Our ability to compete in the highly competitive biotechnology and pharmaceutical industries depends upon our ability to attract and retain
highly qualified managerial, scientific and medical personnel. We are highly dependent on our executive officers and other members of our management
team, including our President and Chief Executive Officer, Sammy Farah, M.B.A., Ph.D. We do not currently maintain “key person” life insurance on
the lives of our executives or any of our employees. This lack of insurance means that we may not have adequate compensation for the loss of the
services of these individuals. The loss of the services of any of our executive officers or other members of our management team, including our
scientific and medical personnel, and our inability to find suitable replacements in a timely manner could result in delays in product development and
adversely affect our business, results of operations and financial condition.

We conduct our operations at our facility in San Diego, California. This region is headquarters to many other biopharmaceutical and
biotechnology companies and many academic and research institutions.
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Competition for skilled personnel in our industry is intense and may limit our ability to hire and retain highly qualified personnel on acceptable terms or
at all.

To induce valuable employees to remain at our company, in addition to salary and cash incentives, we have provided stock options that vest
over time. The value to employees of stock options that vest over time may be significantly affected by movements in our stock price that are beyond
our control, and may at any time be insufficient to counteract more lucrative offers from other companies. Despite our efforts to retain valuable
employees, members of our management, scientific and development teams may terminate their employment with us on short notice. Generally,
employment agreements with our key employees provide for at-will employment, which means that such employee could leave our employment at any
time, with or without notice. Our success also depends on our ability to continue to attract, retain and motivate highly skilled junior, mid-level and senior
scientific and medical personnel.

Our internal information technology systems, or those of our third-party contract research organizations, contract manufacturing organizations and
other contractors and consultants, may fail or suffer security breaches, loss or leakage of data and other disruptions, which could result in a
material disruption of our development programs, compromise sensitive information related to our business or prevent us from accessing critical
information, potentially exposing us to liability, and could adversely affect our business, results of operations and financial condition.

We are increasingly dependent upon information technology systems to operate our business. In the ordinary course of business, we collect,
store and transmit confidential information (including, but not limited to, intellectual property, confidential and proprietary business information and
personal information). It is critical that we do so in a secure manner to maintain the confidentiality and integrity of all such information. We also have
outsourced elements of our operations to third parties, and as a result we manage a significant number of third-party contractors who have access to our
confidential information.

Despite the implementation of security measures, given the size and complexity and the increasing amounts of confidential information that
our information technology systems maintain, such systems and those of our third-party contract research organizations, or CROs, and contract
manufacturing organizations and other contractors and consultants are potentially vulnerable to attack, breakdown, damage or interruption from service
interruptions, system malfunction, natural disasters, terrorism, war and telecommunication and electrical failures, as well as security breaches from
inadvertent or intentional actions by our employees, contractors, consultants, business partners and/or other third parties, or from cyberattacks by
malicious third parties (including the deployment of harmful malware, ransomware, malicious code, denial-of-service attacks, social engineering and
other means to affect service reliability and threaten the confidentiality, integrity and availability of information), which may compromise our
information technology system infrastructure or lead to data leakage. We may face increased cybersecurity risks due to our reliance on internet
technology and the number of our employees who are working remotely. Furthermore, because the techniques used to obtain unauthorized access to, or
to sabotage, systems change frequently and often are not recognized until launched against a target, we may be unable to anticipate these techniques or
implement adequate preventative measures. We may also experience security breaches that may remain undetected for an extended period. Even if
identified, we may be unable to adequately investigate or remediate incidents or breaches due to attackers increasingly using tools and techniques that
are designed to circumvent controls, to avoid detection, and to remove or obfuscate forensic evidence. To the extent that any disruption or security
breach were to result in a loss of, or damage to, our data or applications, or inappropriate disclosure of confidential or proprietary information, we could
incur liability and reputational damage and the further development and future commercialization of our current product candidates or any future
product candidates could be delayed.

We and certain of our service providers are from time to time subject to cyberattacks and security incidents. While we do not believe that we
have experienced any significant system failure, accident or security breach, our data protection efforts and our investment in information technology
may not in the future prevent
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significant cyber incidents in our systems and those of our third-party contract research organizations and contract manufacturing organizations and
other contractors and consultants that could adversely affect our business, results of operations and financial condition. For example, if such an event
were to occur and cause interruptions in our operations, it could result in a material disruption of our programs and the development of our product
candidates could be delayed. In addition, the loss of clinical trial data for any of our product candidates could result in delays in our marketing approval
efforts and significantly increase our costs to recover or reproduce the data. Furthermore, significant disruptions of or security breaches in our internal
information technology systems and those of our third-party contract research organizations and contract manufacturing organizations and other
contractors and consultants could result in the loss, misappropriation and/or unauthorized access, use, or disclosure of, or the prevention of access to,
confidential information (including trade secrets or other intellectual property, proprietary business information and personal information), which could
result in financial, legal, business and reputational harm to us. For example, any such event that leads to unauthorized access, use, or disclosure of
personal information, including personal information regarding our clinical trial subjects or employees, could harm our reputation directly, compel us to
comply with federal and/or state breach notification laws and foreign law equivalents, subject us to mandatory corrective action, and otherwise subject
us to liability under laws and regulations that protect the privacy and security of personal information, which could result in significant legal and
financial exposure and reputational damages that could adversely affect our business, results of operations and financial condition. Further, we do not
currently maintain cybersecurity liability insurance coverage.

Our employees, independent contractors, consultants, commercial partners and vendors may engage in misconduct or other improper activities,
including noncompliance with regulatory standards and requirements, which could adversely affect our business, results of operations and financial
condition.

We are exposed to the risk of employee fraud or other illegal activity by our employees, independent contractors, consultants, commercial
partners and vendors. Misconduct by these parties could include intentional, reckless and/or negligent conduct that fails to (1) comply with the laws of
the FDA or comparable foreign regulatory authorities, (2) provide true, complete and accurate information to the FDA or comparable foreign regulatory
authorities, (3) comply with manufacturing standards we have established, (4) comply with healthcare fraud and abuse laws in the United States and
similar foreign fraudulent misconduct laws, or (5) report financial information or data accurately or to disclose unauthorized activities to us. If we obtain
FDA or comparable foreign regulatory authorities’ approval of any of our product candidates and begin commercializing those products in the United
States or abroad, our potential exposure under such laws will increase significantly, and our costs associated with compliance with such laws are also
likely to increase. These laws may impact, among other things, our current activities with principal investigators and research patients, as well as
proposed and future sales, marketing and education programs. It is not always possible to identify and deter misconduct by our employees, independent
contractors, consultants, commercial partners and vendors. The precautions we take to detect and prevent this activity may not be effective in controlling
unknown or unmanaged risks or losses or in protecting us from governmental investigations or other actions or lawsuits stemming from a failure to
comply with these laws or regulations. If any actions are instituted against us and we are not successful in defending ourselves or asserting our rights,
those actions could result in any of the following: the imposition of civil, criminal and administrative penalties, damages, monetary fines, individual
imprisonment, disgorgement, possible exclusion from participation in government healthcare programs, additional reporting obligations and oversight if
we become subject to a corporate integrity agreement or other agreement to resolve allegations of non-compliance with these laws, contractual damages,
reputational harm, diminished profits and future earnings and the curtailment of our operations.

If product liability lawsuits are brought against us, we may incur substantial liabilities and may be required to limit future commercialization of our
product candidates, if approved, which could adversely affect our business, results of operations and financial condition.

We face an inherent risk of product liability as a result of testing our product candidates, including our current and any of our future product
candidates in clinical trials and will face an even greater risk if we
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commercialize any products, if approved. For example, we may be sued if our product candidates cause or are perceived to cause injury or are found to
be otherwise unsuitable during clinical trials, manufacturing, marketing or sale. Any such product liability claims could 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 also
could be asserted under state consumer protection acts. Product liability claims could delay or prevent completion of our development programs. If we
cannot successfully defend ourselves against product liability claims, we may incur substantial liabilities or be required to limit future commercialization
of our product candidates, if approved. Even successful defense would require significant financial and management resources. Regardless of the merits
or eventual outcome, liability claims may result in:

. inability to bring a product candidate to the market, if approved;

. decreased demand for our products;

. injury to our reputation;

. withdrawal of clinical trial participants and inability to continue clinical trials;
. initiation of investigations by U.S. and foreign regulators;

. costs to defend the related litigation;

. diversion of management’s time and our resources;

. substantial monetary awards or settlements to trial participants;

. product recalls, withdrawals or labeling, marketing or promotional restrictions;
. loss of revenue;

. exhaustion of any available insurance and our capital resources;

. the inability to commercialize any product candidate, if approved; and

. decline in our stock price.

Our inability to obtain sufficient product liability insurance at an acceptable cost to protect against potential product liability claims could
prevent or inhibit the future commercialization, if approved, of products we develop alone or with collaborators. We need to obtain additional insurance
for clinical trials as our current pre-clinical and any future pre-clinical programs enter the clinical development phase. However, we may be unable to
obtain, or may obtain on unfavorable terms, clinical trial insurance in amounts adequate to cover any liabilities from any of our clinical trials. Our
insurance policies also may have various deductibles and exclusions, and we may be subject to a product liability claim for which we have no coverage.
We may need 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, enforcing such indemnification provisions may cause diversion of management’s time and our
resources and such indemnification may not be available or adequate should any claim arise.
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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 adversely affect our business, results of operations and financial condition.

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 research and development activities involve the use of biological
and hazardous materials and produce hazardous waste products. We generally contract with third parties for the disposal of these materials and wastes.
We cannot eliminate the risk of contamination or injury from these materials, which could cause an interruption of our future commercialization efforts,
research and development efforts and business operations, environmental damage resulting in costly clean-up and liabilities under applicable laws and
regulations governing the use, storage, handling and disposal of these materials and specified waste products. Although we believe that the safety
procedures utilized by our third-party manufacturers for handling and disposing of these materials generally comply with the standards prescribed by
these laws and regulations, this may not be the case and we may not eliminate the risk of accidental contamination or injury from these materials. In
such an event, we may be held liable for any resulting damages and such liability could exceed our resources and state or federal or other applicable
authorities may curtail our use of certain materials and/or interrupt our business operations. Furthermore, environmental laws and regulations are
complex, change frequently and have tended to become more stringent. We cannot predict the impact of such changes or our future compliance. In
addition, we may incur substantial costs in order to comply with current or future environmental, health and safety laws and regulations. These current
or future laws and regulations may impair our research, development or production efforts. Failure to comply with these laws and regulations also may
result in substantial fines, penalties or other sanctions.

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 or other work-related injuries, this insurance may not provide adequate coverage against potential
liabilities. Although we have environmental liability insurance for our San Diego facility as required by the related lease agreement, we do not currently
carry specific biological waste or hazardous waste insurance coverage, workers compensation or property and casualty and general liability insurance
policies that include coverage for damages and fines arising from biological or hazardous waste exposure or contamination.

Our insurance policies may be inadequate and potentially expose us to unrecoverable risks.

We have limited director and officer insurance and commercial insurance policies. Any significant insurance claims would have a material
adverse effect on our business, results of operations and financial condition. Insurance availability, coverage terms and pricing continue to vary with
market conditions. We endeavor to obtain appropriate insurance coverage for insurable risks that we identify; however, we may fail to correctly
anticipate or quantify insurable risks, we may not be able to obtain appropriate insurance coverage, and insurers may not respond as we intend to cover
insurable events that may occur. We have observed rapidly changing conditions in the insurance markets relating to nearly all areas of traditional
corporate insurance. Such conditions have resulted in higher premium costs, higher policy deductibles and lower coverage limits. For some risks, we
may not have or maintain insurance coverage because of cost or availability.

Our operations are concentrated in one location, and we or the third parties upon whom we depend may be adversely affected by earthquakes,
pandemics or other natural disasters and our business continuity and disaster recovery plans may not adequately protect us from a serious disaster.

Our current operations are predominantly located in San Diego, California. Any unplanned event, such as flood, fire, explosion, earthquake,
extreme weather condition, health epidemic, including the COVID-19 pandemic, power shortage, telecommunication failure or other natural or
manmade accidents or incidents that result in us being unable to fully utilize our facilities, or the manufacturing facilities of our third-party contract

29



Table of Contents

manufacturers, may have a material and adverse effect on our ability to operate our business, particularly on a daily basis, and have significant negative
consequences on our financial and operating conditions. Loss of access to these facilities may result in increased costs, delays in the development of our
product candidates or interruption of our business operations. Earthquakes, pandemics or other natural disasters could further disrupt our operations and
have a material and adverse effect on our business, results of operations and financial condition. If a natural disaster, power outage or other event
occurred that prevented us from using all or a significant portion of our headquarters, that damaged critical infrastructure, such as our research facilities
or the manufacturing facilities of our third-party contract manufacturers, or that otherwise disrupted operations, it may be difficult or, in certain cases,
impossible, for us to continue our business for a substantial period of time. The disaster recovery and business continuity plans we have in place may
prove inadequate in the event of a serious disaster or similar event. We may incur substantial expenses as a result of the limited nature of our disaster
recovery and business continuity plans, which, could have a material adverse effect on our business. As part of our risk management policy, we maintain
insurance coverage at levels that we believe are appropriate for our business. However, in the event of an accident or incident at these facilities, the
amounts of insurance may not be sufficient to satisfy any damages and losses. If our facilities, or the manufacturing facilities of our third-party contract
manufacturers, are unable to operate because of an accident or incident or for any other reason, even for a short period of time, any or all of our research
and development programs may be harmed and our clinical trials may be delayed. Any business interruption may adversely affect our business, results
of operations and financial condition.

Risks Related to Research and Development
The successful development of biopharmaceuticals is highly uncertain.

The successful development of biotechnology is highly uncertain and is dependent on numerous factors, many of which are beyond our
control. Product candidates that appear promising in the early phases of development may fail to reach the market for several reasons including:

. preclinical study results may show the product candidate to be less effective than desired or to have harmful or problematic side
effects;
. clinical trial results may show the product candidates to be less effective than expected (e.g., a clinical trial could fail to meet its

primary endpoint(s)), to have unacceptable side effects or toxicities or to have effects in humans that differ from previously observed
effects in lab animals;

. failure to receive the necessary regulatory approvals or a delay in receiving such approvals. Among other things, such delays may be
caused by slow enrollment in clinical trials, patients withdrawing from clinical trials, length of time to achieve trial endpoints,
additional time requirements for data analysis, or BLA, preparation, discussions with the FDA or comparable foreign regulatory
authorities and any such request for additional preclinical or clinical data, or unexpected safety or manufacturing issues or failures;

. manufacturing costs, formulation issues, pricing or reimbursement issues, or other factors that make a product candidate
uneconomical; and

. the proprietary rights of others and their competing products and technologies that may prevent or otherwise make it uneconomical for
one or more of our product candidates from being commercialized, if approved.

The length of time necessary to complete clinical trials and to apply for marketing approval for a final decision by a regulatory authority
varies significantly from one product candidate to the next and may be difficult to predict. Even if we are successful in getting market approval,
commercial success of any approved products
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also will depend in large part on the availability of coverage and adequate reimbursement from third-party payors, including government payors such as
the Medicare and Medicaid programs, commercial insurers, and managed care organizations, which may be affected by existing and future healthcare
reform measures designed to reduce the cost of healthcare. Third-party payors could require us to conduct additional studies, including post-marketing
studies related to the cost effectiveness of a product, to qualify for reimbursement, which could be costly and divert our resources. If third-party payors
were to decide to not provide coverage and adequate reimbursement levels for any of our products, if approved, market acceptance and commercial
success would be reduced.

In addition, if any of our product candidates are approved for marketing, we will be subject to significant regulatory obligations regarding
the submission of safety and other post-marketing information and reports and registration, and will need to continue to comply (or ensure that our third-
party providers comply) with cGMPs or similar foreign requirements and good clinical practices, or GCPs, for any clinical trials that we conduct post-
approval. GCPs are regulations and guidelines enforced by the FDA and comparable foreign regulatory authorities for product candidates in clinical
development. Regulatory authorities enforce these GCP requirements through periodic inspections of trial sponsors, clinical investigators and trial sites.
In addition, there always is the risk that we or a regulatory authority might identify previously unknown problems with a product post-approval, such as
adverse events of unanticipated severity or frequency. Compliance with these requirements is costly, and any failure to comply or other issues with our
product candidates following approval, if any, could adversely affect our business, results of operations and financial condition.

Clinical development involves a lengthy and expensive process, with uncertain outcomes. We may incur significant costs and/or experience delays in
completing, or ultimately be unable to complete, the development of our current and future product candidates, including our lead product
candidates.

To obtain the requisite regulatory approvals to commercialize any product candidates, we must demonstrate through extensive preclinical
studies and clinical trials that our product candidates are safe, pure and potent or effective in humans. Clinical testing is expensive and can take many
years to complete, and its outcome is inherently uncertain.

Differences in trial design between early-stage clinical trials and later-stage clinical trials make it difficult to extrapolate the results of earlier
clinical trials to later clinical trials. Moreover, clinical data often are susceptible to varying interpretations and analyses, and many companies that have
believed their product candidates performed satisfactorily in clinical trials have nonetheless failed to obtain marketing approval of their products.

Successful completion of clinical trials is a prerequisite to submitting a BLA, to the FDA, a Marketing Authorization Application, or MAA,
to the European Medicines Agency, or EMA, and similar marketing applications to comparable foreign regulatory authorities, for each product candidate
and, consequently, the ultimate approval and commercial marketing of any product candidates. We do not know whether any of our clinical trials will be
completed on schedule, if at all.

We may experience delays in initiating or completing clinical trials. We also may experience numerous unforeseen events during, or as a
result of, any future clinical trials that we could conduct that could delay or prevent our ability to receive marketing approval or commercialize our
current product candidates or any future product candidates, including:

. regulators or institutional review boards, or IRBs, or ethics committees may not authorize us or our investigators to commence or
continue a clinical trial or conduct a clinical trial at a prospective trial site;

. we may experience delays in reaching, or fail to reach, agreement on acceptable terms with prospective trial sites and prospective
CROs the terms of which can be subject to extensive negotiation and may vary significantly among different CROs and trial sites;
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clinical trials of any product candidates may fail to show safety, purity or potency, or produce negative or inconclusive results and we
may decide, or regulators may require us, to conduct additional preclinical studies or clinical trials or we may decide to abandon
product development programs;

we may experience manufacturing failures, including in our TIL selection process, resulting in a less effective product candidate in the
tumor indications we are pursuing;

the number of subjects required for clinical trials of any product candidates may be larger than we anticipate, enrollment in these
clinical trials may be slower than we anticipate or subjects may drop out of these clinical trials or fail to return for post-treatment
follow-up at a higher rate than we anticipate;

our third-party contractors may fail to comply with regulatory requirements or meet their contractual obligations to us in a timely
manner, or at all, or may deviate from the clinical trial protocol or drop out of the trial, which may require that we add new clinical
trial sites or investigators;

we may elect to, or regulators, or IRBs or ethics committees may require that we or our investigators, suspend, vary, or terminate
clinical research or trials for various reasons, including noncompliance with regulatory requirements or a finding that the participants
are being exposed to unacceptable health risks;

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

the supply or quality of our product candidates or other materials necessary to conduct clinical trials of our product candidates may be
insufficient or inadequate to initiate or complete a given clinical trial; for example, the process development for TILs is very
complicated and requires significant logistics, and any issues with this process could delay our trials;

our product candidates may have undesirable side effects or other unexpected characteristics, causing us or our investigators,
regulators, or IRBs or ethics committees to suspend or terminate the trials, or reports from clinical testing of other therapies may raise
safety or efficacy concerns about our product candidates; and

the FDA or comparable foreign regulatory authorities may require us to submit additional data such as long-term toxicology studies,
or impose other requirements before permitting us to initiate a clinical trial.

We also could encounter delays if a clinical trial is suspended or terminated by us, the IRBs or ethics committees of the institutions in which
such trials are being conducted, or the FDA or comparable foreign regulatory authorities, or recommended for suspension or termination by the Data
Safety Monitoring Board, or DSMB, or foreign equivalent for such trial. A suspension or termination may be imposed by the FDA or comparable
foreign regulatory authorities due to a number of factors, including failure to conduct the clinical trial in accordance with regulatory requirements or our
clinical protocols, inspection of the clinical trial operations or trial site resulting in the imposition of a clinical hold, unforeseen safety issues or adverse
side effects, failure to demonstrate a benefit from using a product or treatment, failure to establish or achieve clinically meaningful trial endpoints,
changes in governmental regulations or administrative actions or lack of adequate funding to continue the clinical trial. Many of the factors that cause,
or lead to, a delay in the commencement or completion of clinical trials also may ultimately lead to the denial of regulatory approval of our product
candidates. Further, the FDA or comparable foreign regulatory authorities may disagree with our clinical trial design and our interpretation of data from
clinical trials, or may change the requirements for approval even after they have reviewed and commented on the design for our clinical trials.
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Our product development costs will increase if we experience delays in clinical testing or marketing approvals. We do not know whether
any of our clinical trials will need to be restructured or will be completed on schedule, or at all. Significant clinical trial delays also could shorten any
periods during which we may have the exclusive right to commercialize our product candidates and may allow our competitors to bring products to
market before we do, potentially impairing our ability to successfully commercialize our product candidates and harming our business and results of
operations. Any delays in our clinical development programs may adversely affect our business, results of operations and financial condition.

In addition, the FDA’s and comparable foreign regulatory authorities’ policies with respect to clinical trials may change and additional
government regulations may be enacted. For instance, the regulatory landscape related to clinical trials in the European Union, or EU, recently evolved.
The EU Clinical Trials Regulation, or CTR, which was adopted in April 2014 and repeals the EU Clinical Trials Directive, became applicable on
January 31, 2022. While the Clinical Trials Directive required a separate clinical trial application, or CTA, to be submitted in each EU member state, to
both the competent national health authority and an independent ethics committee, the CTR introduces a centralized process and only requires the
submission of a single application to all EU member states concerned. The CTR allows sponsors to make a single submission to both the competent
authority and an ethics committee in each EU member state, leading to a single decision per EU member state. The assessment procedure of the CTA has
been harmonized as well, including a joint assessment by all EU member states concerned, and a separate assessment by each EU member state with
respect to specific requirements related to its own territory, including ethics rules. Each EU member state’s decision is communicated to the sponsor via
the centralized EU portal. Once the CTA is approved, clinical study development may proceed. The CTR includes a transition period. The extent to
which ongoing clinical trials will be governed by the CTR varies. For clinical trials whose CTA was made under the Clinical Trials Directive before
January 31, 2022, the Clinical Trials Directive will continue to apply on a transitional basis for three years. Additionally, sponsors could submit a
clinical trial application under either the Clinical Trials Directive or the CTR until January 31, 2023 and, if authorized, those will be governed by the
Clinical Trials Directive until January 31, 2025. By that date, all ongoing trials will become subject to the provisions of the CTR. Compliance with the
CTR requirements by us and our third-party service providers, such as CROs, may impact our developments plans and may increase our operating costs.

The regulatory framework in the United Kingdom, or UK, in relation to clinical trials is derived from existing EU legislation (as
implemented into UK law, through secondary legislation). On January 17, 2022, the UK Medicines and Healthcare products Regulatory Agency, or
MHRA, launched an eight-week consultation on reframing the UK legislation for clinical trials. The consultation closed on March 14, 2022. The
reframe aims to streamline clinical trials approvals, enable innovation, enhance clinical trials transparency, enable greater risk proportionality, and
promote patient and public involvement in clinical trials. On March 21, 2023, the MHRA published the outcome of the consultation with its responses.
The MHRA may aim for a partial alignment to the CTR although there may be partial divergence from the Regulation which is intended to maintain
regulatory flexibility. While opting for regulatory flexibility may facilitate conduct of clinical trials in the UK, divergence from the CTR may increase
the administrative burden for clinical trials conducted at sites in both the UK and the EU. If we are slow or unable to adapt to changes in existing
requirements or the adoption of new requirements or policies governing clinical trials, our development plans may be impacted.

Preclinical development is uncertain. Our preclinical programs may experience delays or generate unfavorable data, and may never advance to
clinical trials, which would adversely affect our ability to obtain regulatory approvals or commercialize these programs on a timely basis or at all,
and any of these events would adversely affect our business, results of operations and financial condition.

Before we can commence clinical trials for any product candidate in our preclinical programs, we must complete extensive preclinical
studies that support our planned INDs in the United States, or similar applications in other jurisdictions. Our preclinical studies may not be completed on
a timely basis and have an unfavorable outcome, and the FDA and comparable foreign regulatory authorities may not accept our proposed clinical
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programs, or the outcome of our preclinical studies may not ultimately support the further development of our preclinical programs. As a result, we may
not be able to submit INDs or similar applications for our preclinical programs on the timelines we expect, if at all, and submission of INDs or similar
applications may not result in the FDA or comparable foreign regulatory authorities allowing clinical trials to begin.

Our product candidates are based on a novel approach to the treatment of cancer, which makes it difficult to predict the time and cost of product
candidate development.

We have concentrated substantially all of our recent research and development efforts on product candidates based on our Selected TIL
approach, and our future success depends largely on the successful development of these approaches. Any development problems we experience in the
future may cause significant delays or unanticipated costs, and such development problems may not be solved. Should we encounter development
problems, including unfavorable preclinical or clinical trial results, the FDA and comparable foreign regulatory authorities may refuse to authorize us to
conduct additional clinical trials, and even if they do, they may not approve our product candidates, or may require additional information, tests, or
trials, which could significantly delay product development and significantly increase our research and development costs. Moreover, even if we are
able to provide to the FDA or comparable foreign regulatory authorities the requested information or trials, the FDA or comparable foreign regulatory
authorities may not accept them and may not approve our product candidates. We also may experience delays in developing a sustainable, reproducible
and scalable manufacturing process, or developing or qualifying and validating product release assays, other testing and manufacturing methods, and our
equipment and facilities in a timely manner. This may prevent us from completing our clinical trials or commercializing our product candidates on a
timely or profitable basis, if at all.

In addition, the clinical trial requirements of the FDA and comparable foreign 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 FDA and comparable foreign regulatory authorities have limited experience with the approval of Selected TIL immunotherapies.
There are no TIL therapies that have received FDA approval to date.

The manufacture of our product candidates is complex, and we may encounter difficulties in production, particularly with respect to process
development, quality control, or scaling-up of any future manufacturing capabilities. If we, or any of our third-party manufacturers encounter such
difficulties, our ability to provide supply of our product candidates for clinical trials or our products for patients, if approved, could be delayed or
stopped, or we may be unable to maintain a commercially viable cost structure.

Our product candidates are biologics and the process of manufacturing our product candidates is complex, highly regulated and subject to
multiple risks. The manufacture of our product candidates involves complex processes, including harvesting tumor fragments from patients, isolating the
T-cells from the tumor fragments, multiplying the T-cells to obtain the desired dose, and ultimately infusing the T-cells back into a patient. As a result of
the complexities, the cost to manufacture biologics is generally higher than traditional small molecule chemical compounds, and the manufacturing
process is less reliable and is more difficult to reproduce. Further, as a result of the complexities, we may not be able to successfully manufacture
Selected TILs, which could result in any of our product candidates not being differentiated from a bulk TIL product, and as a result, any of our product
candidates may not be effective in the tumor indications that we are pursuing. Moreover, our manufacturing process is susceptible to product loss or
failure due to logistical issues associated with the collection of tumor fragments, or starting material, from the patient, shipping such material to the
manufacturing site, shipping the final product back to the patient, and infusing the patient with the product, manufacturing issues associated with the
differences in patient starting material, interruptions in the manufacturing process, contamination, equipment failure, assay failures, improper installation
or operation of equipment, vendor or operator error, inconsistency in cell growth, meeting pre-specified release criteria, and variability in product
characteristics. Even minor deviations from normal manufacturing processes could result in reduced production yields, product defects, and other supply
disruptions. If for any reason we lose a patient’s
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starting material, or later developed product at any point in the process, or if any product does not meet the applicable specifications, the manufacturing
process for that patient will need to be restarted, including resection of the proper amount of tumor fragment and the resulting delay may adversely
affect that patient’s outcome. If microbial, viral, environmental 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.

Because our product candidates are manufactured specifically for each individual patient, we will be required to maintain a chain of identity
with respect to the patient’s tumor as it moves from the patient to the manufacturing facility, through the manufacturing process, and back to the patient.
Maintaining such a chain of identity is difficult and complex, and failure to do so could result in adverse patient outcomes, loss of product, or regulatory
action including withdrawal of our products from the market. Further, as product candidates are developed through preclinical studies to late-stage
clinical trials towards approval and commercialization, it is common that various aspects of the development program, such as manufacturing methods,
are altered along the way to optimize processes and results. Such changes carry the risk that they will not achieve these intended objectives, and any of
these changes could cause our product candidates to perform differently and affect the results of planned clinical trials or other future clinical trials or
otherwise necessitate the conduct of additional studies.

As aresult of these challenges, we may experience delays in our clinical development and/or commercialization plans, if approved.
Furthermore, we may ultimately be unable to reduce the cost of goods for our product candidates to levels that will allow for an attractive return on
investment if and when those product candidates are commercialized.

The manufacture of cell therapy products requires significant expertise and capital investment, including the development of advanced
manufacturing techniques and process controls. Manufacturers of cell therapy products often encounter difficulties in production, particularly in scaling
up initial production. These problems include difficulties with production costs and yields, quality control, including stability of the product candidate
and quality assurance testing, shortages of qualified personnel, and compliance with strictly enforced federal, state, local and foreign regulations.

Externally, to support both TIDAL-01 and TIDAL-02, we have formed deep partnerships across a global network of contract development
and manufacturing organizations, or CDMOs, that specialize in bioprocess development, testing, cGMP manufacturing, formulation and filling,
packaging, controlled temperature storage, and distribution. For TIDAL-01, this includes a close partnership with the Cell Therapy Facility at Moffitt
Cancer Center, responsible for cGMP manufacturing, testing, release, and distribution of Selected TIL to the clinical investigators at Moffitt under our
investigator sponsored clinical trial. We have separate partnerships, fully controlled and supervised by us, for the sequencing and peptide manufacturing
portions of the TIDAL-01 manufacturing process. In parallel, we have completed a technology transfer of the TIDAL-01 Selected TIL manufacturing
process to a U.S.-based CDMO, Charles River Laboratories. Any problems or delays we, Moffitt or our CDMOs experience in preparing for commercial
scale manufacturing of a product candidate or component may result in a delay in the FDA or comparable foreign regulatory authority approval of the
product candidate or may impair our ability to manufacture commercial quantities or such quantities at an acceptable cost, which could result in the
delay, prevention, or impairment of clinical development and commercialization of our product candidates, if approved, and could adversely affect our
business.

Moreover, we may not succeed in maintaining our relationships with our current CDMOs or establishing relationships with additional or
alternative CDMOs. Our product candidates may compete with other products and product candidates for access to manufacturing facilities. There are a
limited number of manufacturers that operate under cGMP regulations and that are both capable of manufacturing for us and willing to do so. If our
CDMOs should cease manufacturing for us, we would experience delays in obtaining sufficient quantities of our product candidates for
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clinical trials and, if approved, commercial supply. Further, our CDMOs may breach, terminate, or not renew its agreements with us. If we were to need
to find alternative manufacturing facilities it would significantly impact our ability to develop, obtain regulatory approval for or market our product
candidates, if approved. The commercial terms of any new arrangement could be less favorable than our existing arrangements and the expenses relating
to the transfer of necessary technology and processes could be significant.

We are ultimately responsible for the manufacture of our product candidates. A failure to comply with these requirements may result in
regulatory enforcement actions against our manufacturers or us, including fines and civil and criminal penalties, which could result in imprisonment,
suspension or restrictions of production, injunctions, delay or denial of product approval or supplements to approved products, clinical holds or
termination of clinical trials, warning or untitled letters, regulatory authority communications warning the public about safety issues with the biologic,
refusal to permit the import or export of the products, product seizure, detention, or recall, operating restrictions, suits under the civil False Claims Act,
corporate integrity agreements, consent decrees, or withdrawal of product approval.

Any of these challenges could delay completion of clinical trials, require bridging clinical trials or the repetition of one or more clinical
trials, increase clinical trial costs, delay approval of our product candidate, impair commercialization efforts, increase our cost of goods, and have an
adverse effect on our business, results of operations and financial condition.

Cell-based therapies and biologics rely on the availability of reagents, specialized equipment, and other specialty materials, which may not be
available to us on acceptable terms or at all. For some of these reagents, equipment, and materials, we rely or may rely on sole source vendors or a
limited number of vendors, which could impair our ability to manufacture and supply our products.

Manufacturing our product candidates requires many reagents, which are substances used in our manufacturing processes to bring about
chemical or biological reactions, and other specialty materials and equipment, some of which are manufactured or supplied by small companies with
limited resources and experience to support commercial biologics production. We currently depend on a limited number of vendors for certain materials
and equipment used in the manufacture of our product candidates. Some of these suppliers may not have the capacity to support clinical trials and
commercial products manufactured under cGMPs by biopharmaceutical firms or may otherwise be ill-equipped to support our needs. We also do not
have supply contracts with many of these suppliers and may not be able to obtain supply contracts with them on acceptable terms or at all. Accordingly,
we may experience delays in receiving key materials and equipment to support clinical or commercial manufacturing.

For some of these reagents, equipment, and materials, we rely and may in the future rely on sole source vendors or a limited number of
vendors. An inability to continue to source product from any of these suppliers, which could be due to a number of issues, including regulatory actions
or requirements affecting the supplier, adverse financial or other strategic developments experienced by a supplier, labor disputes or shortages,
unexpected demands, or quality issues, could adversely affect our ability to satisfy demand for our product candidates, which could adversely and
materially affect our product sales and operating results or our ability to conduct clinical trials, either of which could significantly harm our business.

Changes in product candidate manufacturing, formulation or analytical methods may result in additional costs or delay, which could adversely
dffect our business, results of operations and financial condition.

As product candidates are developed through preclinical studies to later-stage clinical trials towards approval and future commercialization,
it is common that various aspects of the development program, such as manufacturing methods, formulation or analytical methods, are altered
throughout the development process in an effort to optimize processes and results. Any of these changes could cause our product candidates to perform
differently and affect the results of planned clinical trials or other future clinical trials conducted with the altered
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materials or utilizing different analytical methods. Such changes also may require additional testing, or notification to, or authorization by the FDA or a
comparable foreign regulatory authority. This could delay completion of clinical trials, require the conduct of bridging clinical trials or studies, require
the repetition of one or more clinical trials, increase clinical trial costs, delay approval of our product candidates and/or jeopardize our ability to
commence product sales and generate revenue.

Use of our product candidates could be associated with side effects, adverse events or other properties or safety risks, which could cause us to
suspend or discontinue clinical trials, abandon a product candidate, delay or preclude approval, prevent market acceptance, limit the commercial
profile of an approved label or result in other significant negative consequences that could severely harm our business, results of operations and
financial condition.

Before obtaining regulatory approvals for the commercial sale of any of our products, we must demonstrate through lengthy, complex and
expensive preclinical studies and clinical trials that our current product candidates, including our lead product candidates, and any future product
candidate are both safe, pure and potent, or effective for use in such product candidate’s target indication. Clinical testing is expensive, can take many
years to complete and its outcome is inherently uncertain. Failure can occur at any time during the clinical trial process. The results of preclinical studies
and early clinical trials of our product candidates may not be predictive of the results of later-stage clinical trials. In addition, initial success in clinical
trials may not be indicative of results obtained when such trials are completed. There is typically an extremely high rate of attrition from the failure of
product candidates proceeding through clinical trials. Product candidates in later stages of clinical trials may fail to generate desired safety and efficacy
data despite having progressed through preclinical studies and initial clinical trials. A number of companies in the biopharmaceutical and biotechnology
industries have suffered significant setbacks in advanced clinical trials due to lack of efficacy or unacceptable safety issues, notwithstanding promising
results in earlier trials. Most product candidates that commence clinical trials are never approved and there can be no assurance that any of our clinical
trials will ultimately be successful or support further clinical development of our current product candidates or any of our future product candidates or
ultimately their approval.

Results of our clinical trials could reveal a high and unacceptable severity and prevalence of side effects or unexpected characteristics.
Undesirable side effects caused by our product candidates could cause us or regulatory authorities 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 or comparable foreign regulatory authorities. The drug-related
side effects could affect patient recruitment or the ability of enrolled patients to complete the trial or result in potential product liability claims. Any of
these occurrences may harm our business, results of operations and financial condition significantly.

If our product candidates are associated with undesirable side effects or have unexpected characteristics in preclinical studies or clinical
trials we may need to interrupt, delay or abandon their development or limit development to more narrow uses or subpopulations in which the
undesirable side effects or other characteristics are less prevalent, less severe or more acceptable from a risk-benefit perspective. Treatment-related side
effects could also affect patient recruitment or the ability of enrolled subjects to complete the trial, or result in potential product liability claims. Any of
these occurrences may prevent us from achieving or maintaining market acceptance of the affected product candidate and may harm our business,
results of operations and financial condition significantly.

Patients in our ongoing and planned clinical trials may in the future suffer significant adverse events or other side effects not observed in our
preclinical studies or previous clinical trials. In addition, if our product candidates are used in combination with other therapies, our product candidates
may exacerbate adverse events associated with the therapy. Patients treated with our product candidates may also be undergoing surgical, radiation or
chemotherapy treatments, which can cause side effects or adverse events that are unrelated to our product candidate, but may still impact the success of
our clinical trials. The inclusion of critically ill patients in
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our clinical trials may result in deaths or other adverse medical events due to other therapies or medications that such patients may be using or due to the
gravity of such patients’ illnesses.

If significant adverse events or other side effects are observed in any of our current or future clinical trials, we may have difficulty recruiting
patients to the clinical trials, patients may drop out of our trials, or we may be required to abandon the trials or our development efforts of that product
candidate altogether. We, the FDA, other comparable foreign regulatory authorities or an IRB or ethics committee may suspend clinical trials of a
product candidate at any time for various reasons, including a belief that subjects in such trials are being exposed to unacceptable health risks or adverse
side effects. Some potential therapeutics developed in the biotechnology industry that initially showed therapeutic promise in early-stage trials have later
been found to cause side effects that prevented their further development. Even if the side effects do not preclude the product candidate from obtaining
or maintaining marketing approval, undesirable side effects may inhibit market acceptance due to its tolerability versus other therapies. Any of these
developments could materially harm our business, results of operations and financial condition.

Additionally, if any of our product candidates receives regulatory approval, and we or others later identify undesirable side effects caused by
such product, a number of potentially significant negative consequences could result. For example, the FDA could require us to adopt a Risk Evaluation
and Mitigation Strategy, or REMS, to ensure that the benefits of treatment with such product candidate outweigh the risks for each potential patient,
which may include, among other things, a communication plan to health care practitioners, patient education, extensive patient monitoring or
distribution systems and processes that are highly controlled, restrictive and more costly than what is typical for the industry. Other potentially
significant negative consequences include that:

. we may be forced to suspend marketing of that product, or decide to remove the product from the marketplace, if approved;

. regulatory authorities may withdraw or change their approvals of that product;

. regulatory authorities may require additional warnings on the label or limit access of that product to selective specialized centers with
additional safety reporting and with requirements that patients be geographically close to these centers for all or part of their
treatment;

. we may be required to create a medication guide outlining the risks of the product for patients, or to conduct post-marketing studies;

. we may be required to change the way the product is administered;

. we could be subject to fines, injunctions, or the imposition of criminal or civil penalties, or be sued and held liable for harm caused to

subjects or patients; and

. the product may become less competitive, and our reputation may suffer.

Any of these events could diminish the usage or otherwise limit the commercial success of our product candidates and prevent us from
achieving or maintaining market acceptance of the affected product candidate, if approved by applicable regulatory authorities.

If we encounter difficulties enrolling patients in our clinical trials, our clinical development activities could be delayed or otherwise adversely
dffected, which could adversely dffect our business, results of operations and financial condition.

We may experience difficulties in patient enrollment in our clinical trials for a variety of reasons. The timely completion of clinical trials in
accordance with their protocols depends, among other things, on our ability
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to enroll a sufficient number of patients who remain in the trial until its conclusion. The enrollment of patients depends on many factors, including:

. the patient eligibility and exclusion criteria defined in the protocol;
. the size of the patient population required for analysis of the trial’s primary endpoints;
. the proximity of patients to trial sites;

. the design of the trial;

. our ability to recruit clinical trial investigators with the appropriate competencies and experience;
. our ability to obtain and maintain patient consents; and
. the risk that patients enrolled in clinical trials will withdraw from the trials before completion.

In addition, our clinical trials will compete with other clinical trials for patient participation for product candidates that are in the same
therapeutic areas as our 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 trials may instead opt to enroll in a trial being conducted by one of our competitors. For example, we will compete
with various other cancer therapies, including combinations studies, and as of December 2021, there were over 4,600 combination studies of checkpoint
inhibitors underway, including with monoclonal antibodies, cell therapies, cancer vaccines and other therapies. Public perception of TIL-based
immunotherapies also may adversely influence willingness of subjects to participate in clinical trials. Furthermore, because 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 sites.

Further, if we implement improvements to our manufacturing process, we may decide to slow or limit enrollment while we are
implementing such improvements. While we would expect such implementation to only be temporary, any resulting enrollment delays may adversely
affect our business, results of operations and financial condition.

Delays in patient enrollment may result in increased costs or may affect the timing or outcome of our future clinical trials, which could
prevent completion of these trials and adversely affect our business, results of operations and financial condition.

Interim, “top-line,” 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 and preliminary data also remain subject to audit and verification procedures that may result in the final data being materially
different from the topline or preliminary data we previously published. As a result, topline and preliminary data should be viewed with caution until the
final data are available.
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From time to time, we may also disclose interim data from our clinical trials. Interim data from these trials that we may complete are subject
to the risk that one or more of the clinical outcomes may materially change as subject enrollment continues and more data become available. Adverse
differences between interim data and top-line, preliminary, or 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 our common stock.

Further, others, including regulatory authorities, may not accept or agree with our assumptions, estimates, calculations, conclusions or
analyses or may interpret or weigh the importance of data differently, which could impact the value of the particular program, the approvability or
commercialization of the particular product candidate or product, and our company in general. 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 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, results of operations or financial condition.

Due to our limited resources and access to capital, we must prioritize development of certain programs and product candidates; these decisions may
prove to be wrong and may adversely dffect our business, results of operations and financial condition.

Because we have limited financial and human resources, we intend to initially focus on research programs and product candidates for a
limited set of indications. For example, we are initially focused on the development of our lead Selected TIL product candidate TIDAL-01 in breast
cancer, colorectal cancer, uveal melanoma and both cutaneous and non-cutaneous melanomas. Because TIL therapy is a relatively new and expanding
area of novel therapeutic interventions, there are many uncertainties related to development, marketing, reimbursement and the commercial potential for
our product candidates. 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 or a greater likelihood of success. Our resource allocation decisions may cause us to fail to capitalize on
viable commercial products or profitable market opportunities. If we do not accurately evaluate the commercial potential or target market for a particular
product candidate, we may relinquish valuable rights to that product candidate through collaboration, licensing or other royalty arrangements in cases in
which it would have been more advantageous for us to retain sole development and commercialization rights to such product candidate.

We may for a number of reasons fail to identify viable new product candidates for clinical development from our current or future research
programs. If we fail to identify additional potential product candidates, our business, results of operations and financial condition could be adversely
affected.

Research programs to pursue the development of our existing and planned product candidates for additional indications and to identify new
product candidates and disease targets require substantial technical, financial and human resources whether they are ultimately successful or not. Our
research programs may initially show promise in identifying potential indications and/or product candidates, yet fail for a number of reasons to yield
results for clinical development, including:

. the research methodology used may not be successful in identifying potential indications and/or product candidates;

. potential product candidates may, after further study, be shown to have harmful adverse effects or other characteristics that indicate
they are unlikely to be effective products against the indicated disease; or

. it may take greater human and financial resources than we will possess to identify additional therapeutic opportunities for our product
candidates or to develop suitable potential product
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candidates through internal research programs, thereby limiting our ability to develop, diversify and expand our product portfolio.

Accordingly, we may never be able to identify additional therapeutic opportunities for our product candidates or to develop suitable
potential product candidates through internal research programs, which could materially adversely affect our future growth and prospects. We may focus
our efforts and resources on potential product candidates or other potential programs that ultimately prove to be unsuccessful.

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

Regulatory authorities in some jurisdictions, including the United States and the EU, may designate drugs for relatively small patient
populations as orphan drugs. Under the Orphan Drug Act, the FDA may designate a biologic as an orphan drug if it is intended to treat a rare disease or
condition, which is generally defined as a patient population of fewer than 200,000 individuals in the United States, or a patient population of 200,000 or
more in the United States where there is no reasonable expectation that the cost of developing the drug will be recovered from sales in the United States.

In the United States, orphan drug designation entitles a party to financial incentives such as tax advantages and user fee waivers.
Opportunities for grant funding toward clinical trial costs may also be available for clinical trials of drugs or biologics for rare diseases, regardless of
whether the biologics are designated for the orphan use. In addition, if a biologic with an orphan drug designation subsequently receives the first
marketing approval for the disease or condition for which it has such designation, the product is entitled to a seven-year period of marketing exclusivity,
which precludes the FDA from approving another marketing application for the same drug for the same disease or condition for that time period, except
in limited circumstances. If our competitors are able to obtain orphan drug exclusivity prior to us, for products that constitute the “same drug” and treat
the same diseases or conditions as our product candidates, we may not be able to have competing products approved by the applicable regulatory
authority for a significant period of time.

In the EU, the European Commission, following a related opinion of the EMA Committee for Orphan Medicinal Products, may orphan drug
designation for medicinal products to be developed for the diagnosis, prevention or treatment of diseases that are life-threatening or chronically
debilitating, for which either no satisfactory method of diagnosis, prevention, or treatment exists, or if such method exists, the medicinal product is of
significant benefit to those affected by such condition. To benefit from such designation, either the prevalence of the condition must not be more than
five in 10,000 people across the EU or, if more prevalent, it must be unlikely that the marketing of the medicinal product would generate sufficient
returns to justify the investment needed for its development.

If a drug with orphan designation subsequently receives the first marketing approval for the indication for which it has such designation, the
drug may be entitled to a period of marketing exclusivity. This precludes the FDA or the EMA from accepting another marketing application for the
same drug or, in the case of the EMA, a similar drug, for the same indication during this time period. The applicable period is seven years in the United
States and ten years in the EU. The period which may be extended by six months in the United States and two years in the EU for products that have
complied with the respective regulatory agency’s agreed upon pediatric investigation plan. The exclusivity period in the EU can be reduced to six years
if at the end of the fifth year a drug no longer meets the criteria for orphan drug designation or if the drug is sufficiently profitable that market
exclusivity is no longer justified.

We may seek orphan designation for certain of our product candidates. However, we may be unsuccessful in obtaining orphan drug
designation for these and may be unable to maintain the benefits associated with orphan drug designation, even if we do obtain such designation. Even if
we obtain orphan drug
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designation and obtain orphan drug exclusivity for any of our product candidates, that exclusivity may not effectively protect those product candidates
from competition because different products can be approved for the same disease or condition. Even after an orphan drug is granted orphan exclusivity
and approved, the FDA can subsequently approve a later application for the same drug for the same disease or condition before the expiration of the
seven-year exclusivity period if the FDA concludes that the later drug is clinically superior in that it is shown to be safer in a substantial portion of the
target populations, more effective or makes a major contribution to patient care. Similarly, the European Commission can approve a similar drug for the
same therapeutic indication during the 10-year-exclusivity if we consent thereto, if we are unable to supply sufficient quantities of the drug in the EU, or
if the similar product is demonstrated to be safer, more effective or otherwise clinically superior to ours. In addition, a designated orphan drug may not
receive orphan drug exclusivity if it is approved for a use that is broader than the indication for which it received orphan designation. Moreover, orphan-
drug-exclusive marketing rights in the United States may be lost if the FDA later determines that the request for designation was materially defective or
if we are unable to manufacture sufficient quantities of the product to meet the needs of patients with the rare disease or condition. The exclusivity
period in the EU can be reduced to six years if at the end of the fifth year a drug no longer meets the criteria for orphan drug designation or if the drug is
sufficiently profitable so that market exclusivity is no longer justified. Orphan drug designation neither shortens the development time or regulatory
review time of a drug nor gives the drug any advantage in the regulatory review or approval process.

We may attempt to secure approval from the FDA or comparable foreign regulatory authorities through the use of accelerated approval pathways. If
we are unable to obtain such approval, we may be required to conduct additional clinical trials beyond those that we contemplate, which could
increase the expense of obtaining, and delay the receipt of, necessary marketing approvals. Even if we receive accelerated approval from the FDA or
comparable foreign regulatory authorities, if our confirmatory trials do not verify clinical benefit, or if we do not comply with rigorous post-
marketing requirements, the FDA or comparable foreign regulatory authorities may seek to withdraw accelerated approval.

We may in the future seek an accelerated approval for our one or more of our product candidates. However, because our product candidates
are in early development, there can be no assurance that the FDA would approve any form of application for expedited review for any of our product
candidates. Under the accelerated approval program, the FDA may grant accelerated approval to a product candidate designed to treat a serious or life-
threatening condition that provides meaningful clinical benefit over available therapies upon a determination that the product candidate has an effect on
a surrogate endpoint or intermediate clinical endpoint that is reasonably likely to predict clinical benefit. The FDA considers a clinical benefit to be a
positive therapeutic effect that is clinically meaningful in the context of a given disease, such as irreversible morbidity or mortality. For the purposes of
accelerated approval, a surrogate endpoint is a marker, such as a laboratory measurement, radiographic image, physical sign, or other measure that is
thought to predict clinical benefit, but is not itself a measure of clinical benefit. An intermediate clinical endpoint is a clinical endpoint that can be
measured earlier than an effect on irreversible morbidity or mortality that is reasonably likely to predict an effect on irreversible morbidity or mortality
or other clinical benefit. The accelerated approval pathway may be used in cases in which the advantage of a new drug over available therapy may not
be a direct therapeutic advantage, but is a clinically important improvement from a patient and public health perspective. If granted, accelerated approval
is usually contingent on the sponsor’s agreement to conduct, in a diligent manner, additional post-approval confirmatory studies to verify and describe
the product’s clinical benefit. If such post-approval studies fail to confirm the product’s clinical benefit, the FDA may withdraw its approval.
Furthermore, the FDA’s accelerated approval pathways do not guarantee an accelerated review by the FDA, and even if our product candidates could be
granted a designation or qualify for expedited development, it would not increase the likelihood that such product candidate will receive FDA approval.

In the EU, under the centralized procedure, the EMA’s Committee for Medicinal Products for Human Use may perform an accelerated
assessment of a marketing authorization application. Applicants requesting an
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accelerated assessment procedure must justify that the product candidate is expected to be of major public health interest, particularly from the point of
view of therapeutic innovation.

Prior to seeking accelerated approval for any of our product candidates, we intend to seek feedback from the FDA or similar foreign
regulatory authorities and will otherwise evaluate our ability to seek and receive accelerated approval. There can be no assurance that after our
evaluation of the feedback and other factors we will decide to pursue or submit a BLA or similar application for accelerated approval or any other form
of expedited development or review. Similarly, there can be no assurance that after subsequent FDA or similar foreign regulatory authorities’ feedback
we will continue to pursue or apply for accelerated approval or any other form of expedited development or review, even if we initially decide to do so.
Furthermore, if we decide to submit an application for accelerated approval or other expedited development or review for our product candidates, there
can be no assurance that such submission or application will be accepted or that any expedited development or review will be granted on a timely basis,
or at all. The FDA or other comparable foreign regulatory authorities could also require us to conduct further studies prior to considering our application
or granting approval of any type. A failure to obtain accelerated approval or any other form of expedited development or review for our product
candidate would result in a longer time period to commercialization of such product candidate, if any, could increase the cost of development of such
product candidate, and could harm our competitive position in the marketplace.

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

If any of our 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 foreign regulatory authorities strictly regulate the promotional claims that may be made about
prescription products, such as our product candidates, if approved. In particular, a product may not be promoted for uses that are not approved by the
FDA or such other foreign regulatory authorities as reflected in the product’s approved labeling. If we receive marketing approval for a product
candidate, physicians may nevertheless prescribe it to their patients in a manner that is inconsistent with the approved label. If we are found to have
promoted such off-label uses, we may become subject to significant liability. The U.S. federal government has levied large civil and criminal fines
against companies for alleged improper promotion of off-label use and has enjoined several companies from engaging in off-label promotion. The
government has also required companies to enter into consent decrees or imposed permanent injunctions under which specified promotional conduct is
changed or curtailed. If we cannot successfully manage the promotion of our product candidates, if approved, we could become subject to significant
liability, which would materially adversely affect our business and financial condition.

Risks Related to the Biotechnology Industry

We face significant competition and if we fail to compete effectively, our business, results of operations and financial condition could be adversely
dffected.

The biotechnology and pharmaceutical industries are characterized by intense competition, fierce defense of intellectual property and
rapidly advancing technologies. Our competitors may be able to develop other therapies or drugs that are able to achieve similar or better results than
our product candidates. Our competitors include major pharmaceutical, specialty pharmaceutical and existing or emerging biotechnology companies,
academic institutions, governmental agencies, and public and private research institutions. Many of our competitors have substantially greater financial,
technical and other resources, such as larger research and development staff and experienced marketing and manufacturing organizations and well-
established sales forces, and other biopharmaceutical companies may compete by establishing collaborative arrangements with these large companies.
Smaller or early-stage companies also may prove to be significant competitors, particularly as they develop novel approaches to treating disease
indications that our product candidates also are focused on treating. Established biotechnology companies may also invest heavily to accelerate
discovery and development of novel
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therapeutics or to in-license novel therapeutics that could make the product candidates that we develop obsolete. Mergers and acquisitions in the
biotechnology industry 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
development and commercial success of our product candidates are efficacy, safety, tolerability, reliability, durability, convenience of use, price and
reimbursement.

We anticipate competing with other companies that are focused on treating disease indications that our product candidates also are focused
on treating. A competitor may develop technologies focused on the same disease pathway as our technology or may focus on treating the targeted
disease in a completely different manner. Our competitors may also seek and obtain patent rights to their technologies that are similar to ours, and such
patent rights may in the future affect the direction of our product development or require us to negotiate a license to such patent rights. To the extent a
new drug is developed by a competitor that is more efficacious than any product candidate developed by us, this could reduce or negate the need for our
product candidate. In addition, while we believe our product candidates may be used in conjunction with existing or emerging standard of care in certain
disease indications, as companies continue to improve upon existing standards of care, more efficacious drug therapies could become available, reducing
or completely negating the benefit of our product candidates. Our competitors also may include companies that are or will be developing therapies for
the same therapeutic areas that we are targeting within our early pipeline.

We face competition from segments of the pharmaceutical, biotechnology and other related markets that pursue the development of TIL or
other cell therapies for the treatment of solid tumors. Our competitors include, among others:

. companies that are developing TIL therapies such as Iovance Biotherapeutics, Inc., Achilles Therapeutics plc, Instil Bio, Inc., KSQ
Therapeutics, Inc., Lyell Inmunopharma, Inc., Obsidian Therapeutics, Inc., Intima Bioscience, Inc. and others; and

. companies focused on CAR-T and TCR-T cell therapies for solid-tumors, such as Adaptimmune Therapeutics PL.C, Adicet Bio, Inc.,
Alaunos Therapeutics, Inc., Atara Biotherapeutics, Inc., and Immatics N.V.

In addition, we are aware of other privately held biotechnology companies are evaluating neoantigen directed T cell approaches. Further,
there are companies utilizing other cell-based approaches that may be competitive to our product candidates. More effective small molecules, cancer
vaccines and other approaches may be developed and used as first line or second line treatments, which would reduce the opportunity for our Selected
TIL therapies. Furthermore, we also face competition more broadly across the oncology market for cost-effective and reimbursable cancer treatments.

The most common methods of treating patients with cancer are surgery, radiation, and drug therapy, including chemotherapy, hormone
therapy, biologic therapy, such as monoclonal and bispecific antibodies, immunotherapy, cell-based therapy and targeted therapy, or a combination of
any such methods. There are a variety of available drug therapies marketed for cancer. In many cases, these drugs are administered in combination to
enhance efficacy. While our Selected TIL product candidates, if any are approved, may compete with these existing drugs and other therapies, to the
extent they are ultimately used in combination with or as an adjunct to these therapies, our Selected TIL product candidates may not be competitive with
them.

Even if we obtain regulatory approval of our product candidates, the availability and price of our competitors’ products as well as limits on
health insurance reimbursements for our product candidates could limit
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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.
We believe our ability to successfully compete will depend on our ability to rapidly develop new product candidates, manufacture product supply,
successfully enroll patients in clinical trials, gain regulatory approval in target indications, establish collaborations, successfully market and
commercialize, and secure and protect intellectual property rights.

Negative developments in the fields of immuno-oncology and TIL-based immunotherapy could damage public perception of our product candidates
and adversely dffect our business, results of operations and financial condition.

The commercial success of our product candidates will depend in part on public acceptance of the use of cancer immunotherapies and
TIL-based immunotherapies. Adverse events in clinical trials of our product candidates or in clinical trials of others developing similar products and the
resulting publicity, as well as any other negative developments in the field of immuno-oncology and TIL-based immunotherapy that may occur in the
future, could result in a decrease in demand for any product candidates that we may develop. These events also could result in the suspension,
discontinuation, or clinical hold of or modification to our clinical trials. If public perception is influenced by claims that the use of cancer
immunotherapies and TIL-based immunotherapies is unsafe, whether related to our therapies or those of our competitors, our product candidates may
not be accepted by the general public or the medical community and potential clinical trial subjects may be discouraged from enrolling in our clinical
trials. As a result, we may not be able to continue or may be delayed in conducting our development programs.

Future negative developments in the field of immuno-oncology or the biotechnology industry also could result in greater governmental
regulation, stricter labeling requirements and potential regulatory delays in the testing or approvals of our products. Any increased scrutiny could delay
or increase the costs of obtaining marketing approval for any of our product candidates.

Even if a product candidate we develop receives marketing approval, it may fail to achieve the degree of market acceptance by physicians, patients,
third-party payors and others in the medical community necessary for commercial success and any revenue that we generate from its sales could be
limited.

We have never commercialized a product candidate for any indication. If our current product candidates, including our lead product
candidates, or any future product candidate we develop receives marketing approval, whether as a single agent or in combination with other therapies, it
may nonetheless fail to gain sufficient market acceptance by physicians, patients, third-party payors, and others in the medical community. If the product
candidates we develop do not achieve an adequate level of acceptance, we may not generate significant product revenues and we may not become
profitable. The degree of market acceptance of any of our product candidates, if approved for commercial sale, will depend on a number of factors,
including:

. efficacy and potential advantages compared to alternative treatments;

. the ability to offer our products, if approved, for sale at competitive prices;

. convenience and ease of administration compared to alternative treatments;

. the willingness of the target patient population to try new therapies and of physicians to prescribe these therapies;

. the strength of marketing and distribution support;
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. the ability to obtain sufficient third-party payor coverage and adequate reimbursement; and

. the prevalence and severity of any side effects.

If our product candidates, if approved, do not achieve an adequate level of market acceptance, our business, results of operations and
financial condition may be adversely affected.

The size of the potential commercial opportunities for our product candidates is difficult to estimate and, if any of our assumptions are inaccurate,
the actual markets for our product candidates may be smaller than our estimates.

The potential commercial opportunities for our product candidates are difficult to estimate and will depend in large part on the drugs with
which our product candidates are co-administered and the success of competing therapies and therapeutic approaches. In particular, the commercial
opportunity for TIL-based therapies is hard to estimate given that it is an emerging field with no approved TIL therapies. Our estimates of the potential
commercial opportunities are predicated on many assumptions, which may include industry knowledge and publications, third-party research reports,
and other surveys. The number of patients in the United States and other major markets and elsewhere may turn out to be lower than expected, patients
may not be otherwise amenable to treatment with our product candidates or new patients may become increasingly difficult to identify or gain access to,
all of which would adversely affect our business, results of operations and financial condition. Although we believe that our internal assumptions are
reasonable, these assumptions involve the exercise of significant judgment on the part of our management, are inherently uncertain, and their
reasonableness has not been assessed by an independent source. If any of the assumptions proves to be inaccurate, the actual markets for our product
candidates could be smaller than our estimates of the potential commercial opportunities, which could adversely affect our business, results of
operations and financial condition.

Risks Related to Our Reliance on Third Parties

We have relied and expect to continue to rely on third parties to conduct certain aspects of our preclinical studies, to conduct our clinical trials and
to conduct investigator sponsored clinical trials of our product candidates. If these third parties do not successfully carry out their contractual
duties, meet expected deadlines, comply with regulatory requirements or terminate the relationship, we may not be able to obtain regulatory approval
of or commercialize any potential product candidates.

We depend upon on a significant number of third parties, including independent investigators, to conduct certain aspects of our preclinical
studies and our clinical trials under agreements with universities, medical institutions, CROs, strategic partners and others. Pursuant to our collaboration
agreement with Moffitt, Moffitt’s TIDAL-01 IND utilizes product candidate produced by Moffitt, which will be supporting the trial with dedicated
cleanroom capacity and manufacturing priority at its on-site facility for TIDAL-01 production. We also utilize CROs to manage certain aspects of our
studies, which are conducted at third party clinical sites by third party investigators.

We expect to need to negotiate budgets and contracts with such third parties, which may result in delays to our development timelines and
increased costs. We will rely especially heavily on third parties over the course of our clinical trials, and, as a result, will have limited control over and
limited visibility into their day-to-day activities, including with respect to their compliance with the clinical protocol. Nevertheless, we are responsible
for ensuring that each of our trials is conducted in accordance with the applicable protocol, legal and regulatory requirements and scientific standards,
and our reliance on third parties does not relieve us of our regulatory responsibilities. We and these third parties are required to comply with GCP
requirements. Upon inspection, such regulatory authorities may determine that any of our clinical trials do not comply with the GCP requirements. If we
or any of these third parties fail to comply with applicable GCP requirements, the clinical data generated in our clinical trials may be deemed unreliable
and the FDA or comparable foreign regulatory authorities may
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require us to suspend or terminate these trials or perform additional preclinical studies or clinical trials before approving our marketing applications if at
all. In addition, our clinical trials must be conducted with biologic product produced under cGMP or similar foreign requirements and may require a
large number of patients, whom we may not be able to recruit.

Our failure or any failure by these third parties to comply with these regulations or to recruit a sufficient number of patients may require us
to repeat clinical trials, which would delay the regulatory approval process. Moreover, our business may be implicated if any of these third parties
violates federal or state fraud and abuse or false claims laws and regulations or healthcare privacy and security laws.

Any third parties conducting aspects of our preclinical studies or our current and future clinical trials will not be our employees and, except
for remedies that may be available to us under our agreements with such third parties and the ability to enforce them, we cannot control whether or not
they devote sufficient time and resources to our preclinical studies and clinical programs. These third parties also may have relationships with other
commercial entities, including our competitors, for whom they also may be conducting clinical trials or other product development activities, which
could affect their performance on our behalf. If these third parties do not successfully carry out their contractual duties or obligations or meet expected
deadlines, if they need to be replaced or if the quality or accuracy of the preclinical or clinical data they obtain is compromised due to the failure to
adhere to our protocols or regulatory requirements or for other reasons, our development timelines, including clinical development timelines, may be
extended, delayed or terminated and we may not be able to complete development of, obtain regulatory approval of or successfully commercialize our
product candidates. As a result, our financial results and the commercial prospects for our product candidates would be harmed, our costs could increase
and our ability to generate revenue could be delayed.

If any of our relationships with these third-party CROs or other similar organizations expires or is terminated, we may not be able to enter
into arrangements with alternative CROs or other third parties or to do so on commercially reasonable terms, if at all. Switching or adding additional
CROs involves additional cost and requires management time and focus. In addition, there is a sometime lengthy transition period when a new CRO
begins work. As a result, delays may occur, which can materially impact our ability to meet our desired development timelines. Though we carefully
manage our relationships with our CROs, there can be no assurance that we will not encounter similar challenges or delays in the future or that these
delays or challenges will not adversely affect our business, results of operations and financial condition.

Furthermore, we have relied on, and in the future may rely on, separate institutions to conduct and sponsor clinical trials relating to our
product candidates. We will not control the design or conduct of the investigator sponsored trials, and it is possible that the FDA or comparable foreign
regulatory authorities will not view these investigator sponsored trials as providing adequate support for future clinical trials, whether controlled by us or
third parties, for any one or more reasons, including elements of the design or execution of the trials or safety concerns or other trial results.

Such arrangements will provide us certain information rights with respect to the investigator sponsored trials, including access to and the
ability to use and reference the data, including for our own regulatory filings, resulting from the investigator sponsored trials. However, we do not have
control over the timing and reporting of the data from investigator sponsored trials, nor do we own the data from the investigator sponsored trials. If we
are unable to confirm or replicate the results from the investigator sponsored trials or if negative results are obtained, we would likely be further delayed
or prevented from advancing further clinical development of our product candidates. Further, if investigators or institutions breach their obligations with
respect to the clinical development of our product candidates, or if the data proves to be inadequate compared to the firsthand knowledge we might have
gained had the investigator sponsored trials been sponsored and conducted by us, then our ability to design and conduct any future clinical trials
ourselves may be adversely affected.

Additionally, the FDA or comparable foreign regulatory authorities may disagree with the sufficiency of our right of reference to the
preclinical, manufacturing, or clinical data generated by these investigator sponsored
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trials, or our interpretation of preclinical, manufacturing, or clinical data from these investigator sponsored trials. If so, the FDA or comparable foreign
regulatory authorities may require us to obtain and submit additional preclinical, manufacturing, or clinical data before we may initiate our planned trials
and/or may not accept such additional data as adequate to initiate our planned trials.

Because we currently rely on third-party manufacturing and supply partners, our supply of research and development, preclinical and clinical
development materials may become limited or interrupted or may not be of satisfactory quantity or quality.

We have relied and expect to continue to rely on third-party CDMOs to manufacture some of our preclinical product candidate supplies and
to manufacture all of our clinical trial product supplies. Externally, to support TIDAL-01, we have formed deep partnerships across a global network of
CDMOs that specialize in bioprocess development, testing, cGMP manufacturing, formulation and filling, packaging, controlled temperature storage,
and distribution. For TIDAL-01, this includes a close partnership with the Cell Therapy Facility at Moffitt Cancer Center, responsible for cGMP
manufacturing, testing, release, and distribution of Selected TIL to the clinical investigators at Moffitt under our investigator sponsored clinical trial. We
have separate partnerships, fully controlled and supervised by us, for the sequencing and peptide manufacturing portions of the TIDAL-01
manufacturing process. In parallel, we have completed a technology transfer of the TIDAL-01 Selected TIL manufacturing process to a U.S.-based
CDMO, Charles River Laboratories.

Our preclinical and clinical development product supplies may be limited, interrupted, or not of satisfactory quality or may not continue to
be available at acceptable prices. In particular, any replacement of our manufacturers could require significant effort and expertise because there may be
a limited number of qualified replacements; this could be particularly problematic where we rely on one CDMO for the manufacture of TIDAL-01.

Suppliers and manufacturers must meet applicable manufacturing requirements and undergo rigorous facility and process validation tests
required by regulatory authorities in order to comply with regulatory standards, such as cGMP or similar foreign requirements outside the United States.
In the event that any of our manufacturers fails to comply with such requirements or to perform its obligations to us in relation to quality, timing or
otherwise, or if our supply of components or other materials becomes limited or interrupted for other reasons, we may be forced to manufacture the
materials ourselves, for which we currently do not have the capabilities or resources, or enter into an agreement with another third-party, which we may
not be able to do on reasonable terms, if at all. In some cases, the technical skills or technology required to manufacture our product candidates may be
unique or proprietary to the original manufacturer and we may have difficulty transferring such skills or technology to another third-party and a feasible
alternative may not exist. These factors would increase our reliance on such manufacturer or require us to obtain a license from such manufacturer in
order to have another third-party manufacture our product candidates. If we are required to change manufacturers for any reason, we will be required to
verify that the new manufacturer maintains facilities and procedures that comply with quality standards and with all applicable regulations and
guidelines. The delays associated with the verification of a new manufacturer could negatively affect our ability to develop product candidates in a
timely manner or within budget. Moreover, changes to the manufacturer or manufacturing process may be subject to the prior review by the FDA and
comparable foreign regulatory authorities, and the FDA and comparable foreign regulatory authorities may not authorize us to utilize product candidates
produced by different manufacturers or, if we obtain approval, to commercialize such product produced by different manufacturers than those identified
in our marketing applications.

To the extent that we have existing, or enter into future, manufacturing arrangements with third parties, we will depend on these third parties
to perform their obligations in a timely manner consistent with contractual and regulatory requirements, including those related to quality control and
assurance. If we are unable to obtain or maintain third-party manufacturing for product candidates, or to do so on commercially reasonable terms, if at
all, we may not be able to develop and commercialize our product candidates successfully, if approved. Also, our
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or a third-party’s failure to execute on our manufacturing requirements and comply with cGMPs or similar requirements could adversely affect our
business in a number of ways, including:

. an inability to initiate or continue clinical trials of product candidates under development;

. delay in submitting regulatory applications, or receiving regulatory approvals, for product candidates;

. loss of the cooperation of an existing or future collaborator;

. subjecting third-party manufacturing facilities or our manufacturing facilities to additional inspections by regulatory authorities;

. requirements to cease distribution or to recall batches of our product candidates; and

. in the event of approval to market and commercialize a product candidate, an inability to meet commercial demands for our products.

Failure to maintain cGMPs or similar requirements can result in a contractor receiving FDA or comparable foreign regulatory authorities
sanctions, which can impact our ability to operate, obtain or maintain regulatory approvals, or lead to delays in any clinical development programs or
future commercialization of any approved products. In addition, any delay in contracting for fill and finish services, or failure of the contract
manufacturer to perform the services as needed, may delay any clinical trials, registration and launches, which could adversely affect our business,
results of operations and financial condition.

Our current and future collaborations are and will be important to our business. If we are unable to enter into new collaborations, or if these or any
of our current collaborations are not successful, our business, results of operations and financial condition could be adversely affected.

A part of our strategy is to strategically evaluate and, as we deem appropriate, enter into additional partnerships in the future, including
potentially with major biotechnology or pharmaceutical companies. For example, we entered into a collaboration agreement with Moffitt in connection
for the development of TIDAL-01 and an alliance agreement with Moffitt in order to further expand our relationship and support our existing
agreements with Moffitt. We have limited capabilities for product development and do not yet have any capability for commercialization. Accordingly,
we may continue to enter into collaborations with other companies in the future to provide us with important technologies and funding for our programs
and technology.

Our current collaborations and any future collaborations we enter into may pose a number of risks, including the following:

. collaborators have significant discretion in determining the efforts and resources that they will apply;
. collaborators may not perform their obligations as expected;
. collaborators may not pursue development and commercialization of any product candidates that achieve regulatory approval or may

elect not to continue or renew development or commercialization programs or license arrangements based on clinical trial results,
changes in the collaborators’ strategic focus or available funding, or external factors, such as a strategic transaction that may divert
resources or create competing priorities;

. collaborators may delay clinical trials, provide insufficient funding for a clinical trial program, stop a clinical trial or abandon a
product candidate, repeat or conduct new clinical trials or require a new formulation of a product candidate for clinical testing;
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collaborators could independently develop, or develop with third parties, products that compete directly or indirectly with our
products and product candidates if the collaborators believe that the competitive products are more likely to be successfully developed
or can be commercialized under terms that are more economically attractive than ours;

product candidates discovered in collaboration with us may be viewed by our collaborators as competitive with their own product
candidates or products, which may cause collaborators to cease to devote resources to the commercialization of our product
candidates, if approved;

collaborators may fail to comply with applicable regulatory requirements regarding the development, manufacture, distribution or
marketing of a product candidate or product;

collaborators with marketing and distribution rights to one or more of our product candidates that achieve regulatory approval, if any,
may not commit sufficient resources to the marketing and distribution of such product or products;

disagreements with collaborators, including disagreements over proprietary rights, contract interpretation or the preferred course of
development, might cause delays or terminations of the research, development or future commercialization of product candidates, if
approved, might lead to additional responsibilities for us with respect to product candidates, or might result in litigation or arbitration,
any of which would be time-consuming and expensive;

collaborators may seek to amend or modify the terms of any collaboration;

collaborators may not properly maintain or defend our intellectual property rights or may use our proprietary information in such a
way as to invite litigation that could jeopardize or invalidate our intellectual property or proprietary information or expose us to
potential litigation;

collaborators may infringe the intellectual property rights of third parties, which may expose us to litigation and potential liability;

if a collaborator of ours is involved in a business combination, the collaborator might deemphasize or terminate the development or
future commercialization of any product candidate licensed to it by us; and

collaborations may be terminated by the collaborator, and, if terminated, we could be required to raise additional capital to pursue
further development or future commercialization of the applicable product candidates.

If our collaborations do not result in the successful discovery, development and future commercialization of product candidates, if approved,
or if one of our collaborators terminates its agreement with us, we may not receive any future research funding or milestone or royalty payments under
such collaboration. All of the risks relating to product development, regulatory approval and future commercialization described in this “Risk Factors”
section and elsewhere in this prospectus also apply to the activities of our therapeutic collaborators. Additionally, if one of our collaborators terminates
its agreement with us, we may find it more difficult to attract new collaborators and our perception in the business and financial communities could be
adversely affected.

We face significant competition in seeking appropriate partners for our product candidates, and the negotiation process is time-consuming
and complex. In order for us to successfully partner our product candidates, potential partners must view these product candidates as economically
valuable in markets they determine to be attractive in light of the terms that we are seeking and other available products for licensing by other

companies.
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Collaborations are complex, expensive and time-consuming to negotiate and document. In addition, there have been a significant number of
recent business combinations among large pharmaceutical companies that have resulted in a reduced number of potential future collaborators. Our
ability to reach a definitive agreement for a collaboration will depend, among other things, upon our assessment of the collaborator’s resources and
expertise, the terms and conditions of the proposed collaboration and the proposed collaborator’s evaluation of a number of factors. Additionally, our
collaboration agreements may contain non-competition provisions that could limit our ability to enter into strategic collaborations with future
collaborators or restrict our ability to commercialize products on our own, if approved.

If we are unable to reach agreements with suitable collaborators on a timely basis, on acceptable terms, or at all, we may have to curtail the
development of a product candidate, reduce or delay its development program or one or more of our other development programs, delay its potential
commercialization, if approved, or reduce the scope of any sales or marketing activities, or increase our expenditures and undertake development or
future commercialization activities at our own expense. If we elect to increase our expenditures to fund development or future commercialization
activities on our own, we may need to obtain additional expertise and additional capital, which may not be available to us on acceptable terms, or at all.
If we fail to enter into collaborations or do not have sufficient funds or expertise to undertake the necessary development and future commercialization
activities, we may not be able to further develop our product candidates, bring them to market, if approved, and generate revenue from sales of drugs or
continue to develop our technology, and our business, results of operations and financial condition could be adversely affected. Even if we are successful
in our efforts to establish new strategic partnerships, the terms that we agree upon may not be favorable to us, and we may not be able to maintain such
strategic partnerships if, for example, development or approval of a product candidate is delayed or sales of any approved product are disappointing.
Any delay in entering into new strategic partnership agreements related to our product candidates could delay the development and future
commercialization of our product candidates, if approved, and reduce their competitiveness even if they reach the market.

Our reliance on third parties, such as manufacturers, may subject us to risks relating to manufacturing scale-up and may cause us to undertake
substantial obligations, including financial obligations.

As we continue to grow and advance our product candidates through preclinical and clinical trials, we will need to scale our operations
accordingly. For example, as we conduct clinical trials of our product candidates, we need to manufacture them in large quantities. We, or any
manufacturing partners, may be unable to successfully increase the manufacturing capacity for any of our product candidates in a timely or cost-
effective manner, or at all. In addition, quality issues may arise during scale-up activities. If we, or any manufacturing partners, are unable to
successfully scale up the manufacture of our product candidates in sufficient quality and quantity, the development, testing, and clinical trials of that
product candidate may be delayed or infeasible, and regulatory approval or commercial launch of any resulting product may be delayed or not obtained,
which could adversely affect our business, results of operations and financial condition.

Risks Related to Government Regulation

The regulatory approval process for our product candidates in the United States and other jurisdictions is currently uncertain and will be lengthy,
time-consuming and inherently unpredictable, and we may experience significant delays in the clinical development and regulatory approval, if any,
of our product candidates.

The research, testing, manufacturing, labeling, approval, selling, import, export, marketing and distribution of drug products, including
biologics like immunotherapies and, cell therapies, are subject to extensive regulation by the FDA in the United States and other regulatory authorities.
We are not permitted to market any such products in the United States until we obtain approval of a BLA from the FDA or comparable marketing
applications from comparable foreign regulatory authorities. We have not previously submitted a BLA to the FDA, or similar marketing application to
comparable foreign authorities. A BLA and similar foreign
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applications must include extensive preclinical and clinical data and supporting information to establish that the product candidate is safe, pure and
potent (or effective) for each desired indication. A BLA and similar foreign application also must include significant information regarding the
chemistry, manufacturing and controls for the product, and the manufacturing facilities must complete a successful pre-license inspection.

The FDA also has the authority to require a panel of experts, referred to as an Advisory Committee, to deliberate on the adequacy of the
safety and efficacy data to support approval. The opinion of the Advisory Committee, although not binding, could have a significant impact on our
ability to obtain approval of any product candidates that we develop based on the completed clinical trials. Similar decisions may also be taken by
foreign regulatory authorities and have similar impact.

In addition, clinical trials can be delayed or terminated for a variety of reasons, including delays or failures related to:

. obtaining regulatory authorization to begin a clinical trial, if applicable;
. the availability of financial resources to begin and complete the planned trials;
. reaching agreement on acceptable terms with prospective CROs and clinical trial sites, the terms of which can be subject to extensive

negotiation and may vary significantly among different CROs and trial sites;

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

. recruiting suitable patients in sufficient number to participate in a trial in a timely manner;

. having patients complete a trial or return for post-treatment follow-up;

. clinical trial sites deviating from trial protocol, not complying with GCP requirements or dropping out of a trial;
. addressing any patient safety concerns that arise during the course of a clinical trial;

. addressing any conflicts with new or existing laws or regulations;

. our ability to obtain and maintain patient consents;

. adding new clinical trial sites; or

. manufacturing qualified materials under cGMPs or similar regulations for use in clinical trials.

Patient enrollment is a significant factor in the timing of clinical trials and is affected by many factors. Further, a clinical trial may be
suspended or terminated by us, the IRBs or ethics committees for the institutions in which such trials are being conducted, or the FDA or comparable
foreign regulatory authorities, or recommended for suspension or termination by the DSMB for such trial, due to a number of factors, including failure
to conduct the clinical trial in accordance with regulatory requirements or our clinical protocols, inspection of the clinical trial operations or trial site by
the FDA or comparable foreign regulatory authorities resulting in the imposition of a clinical hold, unforeseen safety issues or adverse side effects,
failure to demonstrate a benefit from using a product candidate, changes in governmental regulations or administrative actions or lack of adequate
funding to continue the clinical trial. If we experience termination of, or delays in the completion of, any clinical trial of our product candidates, the
commercial prospects for our product candidates will be adversely affected, and our ability to generate product revenue will be delayed or terminated. In
addition, any delays in completing any clinical trials will increase our costs, slow down our product development and approval process and jeopardize
our ability to commence product sales and generate revenue.
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We may fail to obtain regulatory approval of our product candidates.
The general approach for FDA and equivalent foreign approval of a new biologic is to obtain dispositive data from two well-controlled,
Phase 3 clinical trials of the relevant biologic in the relevant patient population. Phase 3 clinical trials typically involve hundreds of patients, have

significant costs and take years to complete.

Our clinical trials results may not support approval. In addition, our product candidates could fail to receive regulatory approval for many
reasons, including the following:

. the FDA or comparable foreign regulatory authorities may disagree with the design or implementation of our clinical trials;

. we may be unable to demonstrate to the satisfaction of the FDA or comparable foreign regulatory authorities that our product
candidates are safe and effective for any of their proposed indications;

. the results of clinical trials may not meet the level of statistical significance required by the FDA or comparable foreign regulatory
authorities for approval;

. we may be unable to demonstrate that our product candidates’ clinical and other benefits outweigh their safety risks;

. the FDA or 