Table of Contents

As confidentially submitted to the Securities and Exchange Commission on September 6, 2019 as Amendment No. 1 to the draft registration statement. This draft
registration statement has not been publicly filed with the Securities and Exchange Commission and all information herein remains confidential.
Registration No. 333—

UNITED STATES
SECURITIES AND EXCHANGE COMMISSION

‘Washington, D.C. 20549

FORM S-1

REGISTRATION STATEMENT
Under
The Securities Act of 1933

CABALETTA BIO, INC.

(Exact name of registrant as specified in its charter)

Delaware 2836 82-1685768
(State or other jurisdiction of (Primary Standard Industrial (I.R.S. Employer
incorporation or organization) Classification Code Number) Identification Number)

Cabaletta Bio, Inc.
2929 Arch Street, Suite 600
Philadelphia, PA 19104
(267) 759-3100
(Address, including zip code, and telephone number, including area code, of registrant’s principal executive offices)

Steven Nichtberger, M.D.
Chief Executive Officer and President
2929 Arch Street, Suite 600
Philadelphia, PA 19104
(267) 759-3100
(Name, address, including zip code, and teleph number, including area code, of agent for service)

Copies to:
Mitchell S. Bloom, Esq. Patrick O’Brien, Esq.
Michael J. Minahan, Esq. Benjamin Kozik, Esq.
Goodwin Procter LLP Ropes & Gray LLP
100 Northern Avenue 800 Boylston Street
Boston, Massachusetts 02210 Boston, Massachusetts 02199
(617) 570-1000 (617) 951-7000
Approximate date of t of proposed sale to the public: As soon as practicable after the effective date of this registration statement .

If any of the securities being registered on this Form are to be offered on a delayed or continuous basis pursuant to Rule 415 under the Securities Act of 1933, as amended,
check the following box. O

If this Form is filed to register additional securities for an offering pursuant to Rule 462(b) under the Securities Act, please check the following box and list the Securities Act
registration statement number of the earlier effective registration statement for the same offering. [J

If this Form is a post-effective amendment filed pursuant to Rule 462(c) under the Securities Act, check the following box and list the Securities Act registration statement
number of the earlier effective registration statement for the same offering. [J

If this form is a post-effective amendment filed pursuant to Rule 462(d) under the Securities Act, check the following box and list the Securities Act registration statement
number of the earlier effective registration statement for the same offering. [J

Indicate by check mark whether the registrant is a large accelerated filer, an accelerated filer, a non-accelerated filer, a smaller reporting company or an emerging growth
company. See the definitions of “large accelerated filer,” “accelerated filer,” “smaller reporting company” and “emerging growth company” in Rule 12b-2 of the Exchange Act.

»

Large Accelerated Filer O Accelerated Filer O
Non-Accelerated Filer O Smaller Reporting Company
Emerging Growth Company
If an emerging growth company, indicate by check mark if the registrant has elected not to use the extended transition period for complying with any new or revised financial
accounting standards provided pursuant to Section 13(a) of the Exchange Act. [J
CALCULATION OF REGISTRATION FEE
PROPOSED
MAXIMUM
TITLE OF EACH CLASS OF AGGREGATE AMOUNT OF
SECURITIES TO BE REGISTERED OFFERING PRICE(1) REGISTRATION FEE(2)

Common Stock, par value $0.00001 per share

(1)  Estimated solely for the purpose of calculating the registration fee pursuant to Rule 457(o) under the Securities Act of 1933, as amended. Includes the aggregate offering price
of shares that the underwriters have the option to purchase to cover over-allotments, if any.
(2)  Registration fee will be paid when registration statement is first publicly filed under the Securities Act of 1933, as amended.

The registrant hereby amends this registration statement on such date or dates as may be necessary to delay its effective date until the registrant shall file a further
amendment that specifically states that this registration statement shall thereafter become effective in accordance with Section 8(a) of the Securities Act of 1933, as
amended, or until this registration statement shall become effective on such date as the Commission, acting pursuant to said Section 8(a), may determine.




Table of Contents

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

SUBJECT TO COMPLETION, DATED , 2019
PRELIMINARY PROSPECTUS

Shares

CabalettaBio

Common Stock

We are offering shares of our common stock. This is our initial public offering. Prior to this offering, there has been no public market for our
common stock. We expect the initial public offering price to be between $ and § per share. We intend to apply to list our common stock on
The Nasdaq Global Market under the symbol “CABA.”

We are an “emerging growth company” under the federal securities laws and, as such, we have elected to comply with certain reduced public
company reporting requirements for this prospectus and future filings. See “Prospectus Summary—Implications of Being an Emerging Growth
Company.”

Investing in our common stock involves a high degree of risk. Before buying any shares, you should carefully read the
discussion of the material risks of investing in our common stock under the heading “Risk Factors” beginning on page 12

of this prospectus.

Neither the Securities and Exchange Commission nor any state securities commission has approved or disapproved of the securities that may be

offered under this prospectus, nor have any of these organizations determined if this prospectus is truthful or c lete. Any repr tion to the
contrary is a criminal offense.

PER SHARE TOTAL
Public offering price 3 3
Underwriting discounts and commissions (1) 3 $
Proceeds, before expenses, to Cabaletta Bio, Inc. 3 3

(1)  See “Underwriters” beginning on page 191 of this prospectus for additional information regarding the compensation payable to the underwriters.
We have granted the underwriters an option for a period of 30 days to purchase an additional shares of our common stock.

Delivery of the shares of common stock is expected to be made on or about ,2019.

MORGAN STANLEY COWEN EVERCORE ISI
,2019
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Neither we nor the underwriters have authorized anyone to provide you with information different from, or in addition to, that contained in this
prospectus, any amendment or supplement to this prospectus and any related free writing prospectus prepared by or on behalf of us or to which we have
referred you. We and the underwriters take no responsibility for, and can provide no assurances as to the reliability of, any information that others may
give you. This prospectus is not an offer to sell, nor is it seeking an offer to buy, these securities in any jurisdiction where the offer or sale is not permitted.
The information contained in this prospectus or in any free writing prospectus is only accurate as of its date, regardless of its time of delivery or the time of
any sale of our common stock. Our business, financial condition, results of operations and future growth prospects may have changed since that date.

We own or have rights to various trademarks, service marks and trade names that we use in connection with the operation of our business. This
prospectus may also contain trademarks, service marks and trade names of third parties, which are the property of their respective owners. Our use or
display of third parties’ trademarks, service marks, trade names or products in this prospectus is not intended to, and does not imply a relationship with, or
endorsement or sponsorship by us. Solely for convenience, the trademarks, service marks and trade names referred to in this prospectus may appear without
the ®, ™ or SM symbols, but the omission of such references is not intended to indicate, in any way, that we will not assert, to the fullest extent under
applicable law, our rights or the right of the applicable owner of these trademarks, service marks and trade names.

For investors outside of the United States: We have not, and the underwriters have not, 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 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
common stock and the distribution of this prospectus outside of the United States.

Numerical figures included in this prospectus have been subject to rounding adjustments. Accordingly, numerical figures shown as totals in various
tables may not be arithmetic aggregations of the figures that precede them.
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PROSPECTUS SUMMARY

This summary highlights information contained in greater detail elsewhere in this prospectus. This summary does not contain all of the
information that you should consider in making your investment decision. Before investing in our common stock, you should carefully read this entire
prospectus, including our financial statements and the related notes thereto and the information set forth under the sections titled “Risk Factors,”
“Special Note Regarding Forward-Looking Statements,” and “Management’s Discussion and Analysis of Financial Condition and Results of
Operations,” in each case included in this prospectus. As used in this prospectus, unless the context otherwise requires, references to the “company,”

“ »

we,” “us” and “our” refer to Cabaletta Bio, Inc.

Overview

We are a biotechnology company focused on the discovery and development of engineered T cell therapies for B cell-mediated autoimmune
diseases. Our proprietary technology utilizes chimeric autoantibody receptor, or CAAR, T cells that are designed to selectively bind and eliminate
B cells that produce disease-causing autoantibodies, or pathogenic B cells, while sparing normal B cells. Our lead CAAR T cell product candidate
was designed based on chimeric antigen receptor, or CAR, T cell technology that has been successfully developed and is marketed for the treatment
of B cell cancers. We believe our technology, in combination with our proprietary Cabaletta Approach for selective B cell Ablation platform, called
our CABA platform, has applicability across over two dozen B cell-mediated autoimmune diseases that we have identified, reviewed and prioritized.
During the past two years, using our CABA platform, we have discovered and developed four product candidates, including our lead product
candidate, to potentially treat patients with mucosal pemphigus vulgaris, or mPV, and three additional product candidates that have demonstrated
specific and selective target engagement in vitro. In order to accelerate product development for our lead program and to access a proven cell therapy
manufacturing platform, we have entered into a collaboration with the University of Pennsylvania, or Penn. We hold multiple agreements with Penn to
develop CAAR T cell therapies for the treatment of these diseases. Our goal is to leverage our team’s expertise in autoimmunity and engineered T cell
therapy and our Penn collaboration to rapidly discover and develop our portfolio of CAAR T product candidates.

Our initial focus is on pemphigus vulgaris, or PV, which is an autoimmune blistering skin disease. We submitted an Investigational New Drug
application, or IND, to the U.S. Food and Drug Administration, or the FDA, in August 2019 and, if our IND is accepted, plan to advance our lead
product candidate, DSG3-CAART, into a Phase 1 trial for the treatment of mPV in 2020. We are also advancing additional product candidates
currently in discovery-stage or preclinical development for the treatment of muscle-specific kinase myasthenia gravis, or MuSK MG, mucocutaneous
PV, or mcPV, and Hemophilia A with Factor VIII, or FVIII, alloantibodies.

B cell-mediated autoimmune diseases occur when certain populations of B cells mistakenly produce autoantibodies, which are directed against
specific healthy tissue or cells in the body. The presence of autoantibodies can manifest in a variety of autoimmune diseases and result in the
destruction of healthy tissue in the body. Current treatment options for B cell-mediated autoimmune diseases are generally limited to corticosteroids
and other generalized immunosuppressants that offer only temporary disease suppression, may require chronic, in-hospital administration and are
associated with potentially life-threatening side effects. We believe the ideal therapy for B cell-mediated autoimmune diseases would selectively and
completely eliminate the pathogenic B cells while sparing the body’s normal B cells.

We are pioneering the development of a new class of engineered T cell therapies that express CAARSs to selectively engage and eliminate
pathogenic B cells. By harnessing the power of targeted cell therapy, we believe our CABA platform, as developed by our team, has the potential to
be a one-time curative therapy that may be a safer and more effective therapy option than current treatments. These efforts have attracted the support
of many
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leading investors, including Adage Capital Partners, SAM Ventures, Boxer Capital, LLC of Tavistock Group, Cormorant Asset Management,
Deerfield Management and RedMile Group as well Penn.

Pipeline

We are developing a portfolio of CAAR T cell product candidates for the treatment of B cell-mediated autoimmune diseases. Our lead product
candidate, DSG3-CAART, targets B cells that express pathogenic autoantibodies against the DSG3 protein, which cause mPV. The publication of the
first in vivo evaluation of activity and toxicity of the product candidate in an animal model was followed by additional preclinical studies to support
our planned IND submission. Upon acceptance of our IND, we plan to open the first clinical trial site for our DSG3-CAART product candidate. Our
next PV-directed product candidate, DSG3/1-CAART, is being designed to target B cells that give rise to pathogenic autoantibodies against either the
DSG3 or DSGI protein, which cause mcPV, and could address a broader PV population. Our second product candidate, MuSK-CAART, is being
designed to target B cells that give rise to pathogenic autoantibodies against the MuSK receptor in patients with MG. An additional product candidate,
FVIII-CAART, targets B cells that produce alloantibodies against exogenous FVIII in Hemophilia A patients who consequently require repeated and
increased exogenous FVIII administration. We are exploring additional CAAR T cell product candidates that will focus on patients with B cell-
mediated autoimmune diseases with well-defined antibody targets.

The chart below shows our CAAR T cell product candidates currently under development:
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* In our discovery stage, we perform epitope mapping and optimize CAAR construct and design.
**  May not be required if Phase 2 is a registrational clinical trial.

Our Approach

We are developing engineered T cell therapy candidates that express CAARs, which serve as “decoys” for antibodies expressed on the surface
of B cells. Our CAAR T platform is based on the foundation of established CAR T therapeutics, differing primarily in their use of the antigen rather
than an antibody fragment to target pathogenic B cells. We believe these CAARs enable the T cells to specifically engage and eliminate pathogenic
B cells while sparing normal B cells. By harnessing the power of cell therapy, our technology has the potential to overcome the ability of these B cells
to evade elimination and thus lead to durable responses.

In contrast to currently available therapies for B cell-mediated autoimmune diseases, we believe our CAAR T cells can recognize the specific
autoantibodies that are responsible for causing an underlying disease
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and kill the cells that express the autoantibodies on their surface while preserving the rest of the humoral immune system. As a result, we believe
CAAR T cell therapy used in B cell-mediated autoimmune diseases has the potential for durable elimination of pathogenic B cells and an associated
elimination of clinical recurrences with an improved adverse event, or tolerability, profile relative to the current standard of care. We believe our
technology has broad applicability, and we are building a portfolio of product candidates for B cell-mediated autoimmune diseases.

Our CABA Platform

We have developed our CABA platform to inform product candidate development from indication selection through preclinical studies. Using
our CABA platform, our team has identified our highest priority target indications following a rigorous analysis of B cell-mediated autoimmune
diseases. A deep understanding of the antigenic epitopes targeted in these diseases is required to design and construct a successful CAAR, a
competency that we believe we are uniquely positioned to utilize in product candidate development. Finally, we evaluate preclinical activity and
toxicity of our optimized CAAR constructs through in vitro and in vivo studies. We leverage the experience and insight gained from the development
of each product candidate to improve the efficiency of our CABA platform in evaluating additional potential product candidates.
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Our History and Team

Our scientific co-founders, Aimee Payne, M.D., Ph.D., and Michael Milone, M.D., Ph.D., began partnering at Penn in 2013 to combine
Dr. Payne’s expertise in B cell-mediated autoimmune diseases with Dr. Milone’s deep and experienced insights into the design and implementation of
CAR T products. Dr. Payne is a worldwide leader in characterizing B cell-mediated autoantibody repertoires in PV and other autoimmune diseases.
Dr. Milone is a renowned scientist in CAR T therapy and was a co-inventor of and a key driver in the preclinical discovery and development efforts
that yielded Kymriah, the first FDA-approved CAR T cell therapy for the treatment of B cell cancers. Dr. Payne’s laboratory surmised that by
incorporating an antigen instead of an antibody fragment as the extracellular domain of the CAAR, specific pathogenic B cells could be targeted. This
resulted in a collaboration between the two investigators to apply the scientific foundation of CAR T technology in B cell-mediated autoimmune
diseases.

Steven Nichtberger, M.D., our Chief Executive Officer and President, is an adjunct professor at the Wharton School at the University of
Pennsylvania and has experience creating and building companies, including a novel cellular therapy company, which required transferring
technology from an academic institution, establishing a
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research and development organization, hiring of manufacturing and quality teams, creating novel manufacturing processes, reaching agreement with
the FDA on novel clinical development pathways and constructing a commercial-scale Good Manufacturing Practices, or GMP, facility that
manufactured autologous cell therapy products for clinical trials. In 2017, based on over a year of interaction and strategic discussions regarding
development of a commercial cell therapy product portfolio that could offer potentially curative treatment options to patients, Drs. Payne, Milone and
Nichtberger decided to launch Cabaletta Bio.

Gwendolyn Binder, Ph.D., our Executive Vice President, Science and Technology, was an early member of the Translational Research
Operations team at Penn for over five years and participated in the submission and acceptance of multiple INDs for novel engineered T cell therapy
products. In partnership with Dr. Milone, the two collaborated along with other members of the team at Penn to drive the IND-enabling translational
studies that facilitated the initial CAR T clinical trial in B cell cancers at Penn. Dr. Binder also built and led a clinical stage biotechnology company’s
manufacturing operations and quality teams, including creation of a fully functioning commercial grade GMP facility. Dr. Binder also built the
translational research program and ultimately led the company’s research organization.

Our Research and Manufacturing Collaboration with Penn

Our CABA platform has already produced multiple product candidates through our sponsored research agreements, or SRAs, with Penn for the
laboratories of our scientific co-founders, Drs. Payne and Milone. Our contractual relationship with Penn through ongoing licensing and research
arrangements also provides important services around manufacturing supply. In July 2019, we amended and restated our worldwide license
agreement with Penn to develop our CAAR T technology to treat B cell-mediated autoimmune and alloimmune diseases. This license agreement
provides us with access to multiple patent families covering CAAR T cell therapy as applied to the field of B cell-mediated autoimmune and
alloimmune diseases and to the robust IP portfolio created by Penn under these SRAs in this field. Our ongoing collaboration with Penn is also based
on a Master Translational Research Services Agreement, or Services Agreement, that we entered into in October 2018, along with multiple additional
agreements under the Services Agreement to engage and partner with individual Penn entities, including cell product manufacturing, correlative
research, vector manufacturing, clinical trial operations and protocol development.

We believe Penn is uniquely suited to be our partner in our efforts to develop product candidates leveraging our CAAR T technology based on
a decade of experience, including manufacturing and clinical support for approximately a dozen active cell therapy clinical trials. The original
manufacturing process for the first FDA-approved CAR T cell therapy was developed at Penn before being transferred to Novartis Pharmaceuticals
Corporation during late-stage clinical trials. We currently plan to leverage Penn’s experience, validated standard operating procedures, manufacturing
facilities and staffing to accelerate initial development efforts for our lead product candidate.

Our Strategy

Our goal is to build upon our first mover advantage and expertise in cell therapies for B cell-mediated autoimmune diseases to accelerate the
discovery, development and commercialization of our CAAR T cell therapies, with a focus on reliable manufacturing. We believe achieving this goal
could result in potentially curative therapies for patients with unmet medical needs who suffer from certain B cell-mediated autoimmune diseases. To
achieve this goal, key elements of our strategy include:

. Achieving clinical proof-of-concept for our lead product candidate, DSG3-CAART in mPV, the first in a series of well-understood
and validated B cell-mediated autoimmune diseases for which we are developing CAAR T cell product candidates. We believe our
biologic understanding coupled with the
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well-understood clinical signs, symptoms and natural course of the disease, identify mPV as a model disease to evaluate our CAAR T
approach. In addition, we have designed and developed DSG3-CAART, our lead product candidate that has demonstrated robust target
engagement and no off-target toxicities in preclinical studies. We believe our planned Phase 1 clinical trial evaluating DSG3-CAART
for the treatment of mPV represents an optimal first opportunity to establish initial clinical proof-of-concept of our CABA platform.

. Leveraging our CABA platform to identify optimal targets for the CAAR T approach and apply learnings from DSG3-CAART to
advance additional product candidates. Shortly after inception, we undertook a comprehensive review of all known B cell-mediated
autoimmune diseases in order to evaluate and prioritize the opportunity for selective destruction of B cells in an effort to cure B cell-
mediated autoimmune diseases. We intend to continue to apply our proprietary learnings from DSG3-CAART, including scientific and
regulatory learnings, to most effectively advance these additional opportunities.

. Expanding upon our established IP position and first mover advantage in CAAR T therapy targeted towards B cell-mediated
autoimmune diseases. We believe there is a particularly high value to the first mover advantage including, but not limited to, experience
in discovery, preclinical development, regulatory efforts, intellectual property and insights from clinical trials that can be translated
across programs. We are focused on protecting our intellectual property as we continue pursuing the development of future product
candidates. We believe the issued U.S. patent on our initial CAAR constructs is the first patent covering cells engineered to express the
known pathogenic epitopes recognized by DSG3 and DSG1 autoantibodies, which we are continuing to supplement with additional
patent filings.

. Leveraging our cellular therapy experience and knowledge in addition to knowledge gained through our Penn collaboration to
rapidly build our own fully-integrated internal infrastructure. We have differentiated expertise that we believe is uniquely suited for
the continued buildout of our CABA platform specializing in B cell-mediated autoimmune diseases. In combination with a management
team possessing significant experience in executing on manufacturing strategies for cell therapy products, our partnership with Penn
allows us to utilize their existing infrastructure to accelerate our ability to submit our first IND. In parallel, we continue to build out an
experienced team to develop and continue implementing a path to our manufacturing independence.

Risks Associated with Our Business

Our business is subject to a number of risks of which you should be aware before making an investment decision. These risks are discussed
more fully in the section of this prospectus entitled “Risk Factors” beginning on page 12. These risks include, among others:

. We are a preclinical-stage company with a limited operating history, have incurred significant losses since our inception, and anticipate
that we will continue to incur significant losses for the foreseeable future.

. We are highly dependent on our relationship with Penn for our preclinical research and development activities, key technology and our
current manufacturing needs for our Phase 1 clinical trial of DSG3-CAART.

. We are reliant on intellectual property licensed to us by Penn and termination of our license agreement with Penn would result in the loss
of significant rights, which would have a material adverse effect on our business.
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If we are unable to obtain and maintain sufficient intellectual property protection for DSG3-CAART, our other product candidates and
technologies or any future product candidates, we may not be able to compete effectively in our markets.

Even if this offering is successful, we will need to raise substantial additional funding before we can expect to complete development of
any of our product candidates or generate any revenues from product sales.

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

If we are unable to successfully develop our current programs into a portfolio of product candidates, or experience significant delays in
doing so, we may not realize the full commercial potential of our current and future product candidates.

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

If we are unable to advance our product candidates through clinical development, obtain regulatory approval and ultimately
commercialize our product candidates, or experience significant delays in doing so, our business will be materially harmed.

Results of earlier studies may not be predictive of future study or trial results, and we may fail to establish an adequate safety and
efficacy profile to conduct clinical trials or obtain regulatory approval for our product candidates.

If serious adverse events, undesirable side effects or unexpected characteristics are identified during the development of any of our
product candidates, we may need to delay, abandon or limit our further clinical development of those product candidates.

Manufacturing and administering our product candidates is complex and we may encounter difficulties in technology transfer from Penn
to a contract manufacturing organization.

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

We may establish our own manufacturing facility and infrastructure in addition to or in lieu of relying on third parties for the
manufacture of our product candidates, which will be costly and time-consuming, and which may not be successful.

Our future success depends in part upon our ability to retain our key employees, consultants and advisors and to attract, retain and
motivate other qualified personnel.

Corporate History

We were incorporated under the laws of the State of Delaware in April 2017 under the name Tycho Therapeutics, Inc. In August 2018, our
corporate name was changed to Cabaletta Bio, Inc. Our principal executive offices are located at 2929 Arch Street, Suite 600, Philadelphia, PA 19104
and our telephone number is (267) 759-3100. Our website address is www.cabalettabio.com. We do not incorporate the information on or accessible
through our website into this prospectus, and you should not consider any information on, or that can be accessed through, our website to be part of
this prospectus. We have included our website address in this prospectus solely as an inactive textual reference.
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Implications of Being an Emerging Growth Company

We qualify as an “emerging growth company” as defined in the Jumpstart Our Business Startups Act of 2012, as amended. As an emerging
growth company, we may take advantage of specified reduced disclosure and other requirements that are otherwise applicable generally to public
companies. These provisions include:

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

. reduced disclosure about our executive compensation arrangements;

. not being required to hold advisory votes on executive compensation or to obtain stockholder approval of any golden parachute

arrangements not previously approved;
. an exemption from the auditor attestation requirement in the assessment of our internal control over financial reporting; and

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

We may take advantage of these exemptions for up to five years or such earlier time that we are no longer an emerging growth company. We
would cease to be an emerging growth company on the date that is the earliest of: (i) the last day of the fiscal year in which we have total annual gross
revenues of $1.07 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 Securities and Exchange Commission. We may choose to take advantage of some but not
all of these exemptions. We have taken advantage of reduced reporting requirements in this prospectus. Accordingly, the information contained herein
may be different from the information you receive from other public companies in which you hold stock.
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Common stock offered by us

Common stock to be outstanding immediately after this offering

Underwriters’ option to purchase additional shares

Use of proceeds

Risk factors

Proposed Nasdaq Global Market symbol

THE OFFERING

shares

shares ( shares if the underwriters exercise their option to
purchase additional shares in full)

We have granted the underwriters a 30-day option to purchase up to an

aggregate of additional shares of common stock from us at
the public offering price, less underwriting discounts and
commissions on the same terms as set forth in this prospectus.

We estimate that we will receive net proceeds from the sale of shares of

our common stock in this offering of approximately $ million,
or$ million if the underwriters exercise their option to
purchase additional shares in full, assuming an initial public offering
price of § per share, the midpoint of the price range set forth on
the cover page of this prospectus, and after deducting 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 and cash equivalents, for: the advancement of DSG3-
CAART, our lead product candidate; the advancement of our other
product candidates; establishment of our planned manufacturing
facility; and working capital and other general corporate purposes.
For a more complete description of our intended use of the proceeds
from this offering, see “Use of Proceeds.”

Investment in our common stock involves substantial risks. You should

read this prospectus carefully, including the section entitled “Risk
Factors” and the financial statements and the related notes to those
statements included in this prospectus, before investing in our
common stock.

“CABA”
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The number of shares of our common stock to be outstanding after this offering is based on 5,772,484 shares of our common stock outstanding
as of June 30, 2019, and gives effect to the conversion of all of our outstanding preferred stock into 19,356,835 shares of our common stock upon the
completion of this offering, and excludes:

2,435,545 shares of common stock issuable upon the exercise of stock options outstanding under our 2018 Stock Option and Grant Plan,
or 2018 Plan, as of June 30, 2019, at a weighted average exercise price of $1.97 per share;

291,454 shares of common stock reserved for issuance under our 2018 Plan as of June 30, 2019;

shares of common stock to be reserved for future issuance under our 2019 Stock Option and Incentive Plan to be effective upon
the effectiveness of the registration statement of which this prospectus forms a part; and

shares of common stock to be reserved for future issuance under our 2019 Employee Stock Purchase Plan to be effective upon
the effectiveness of the registration statement of which this prospectus forms a part.

Unless otherwise indicated, all information in this prospectus:

gives effect to a for reverse stock split of our common stock effected on ;
assumes no exercise of the underwriters’ option to purchase up to additional shares of common stock in this offering;
assumes no exercise of the outstanding options described above;

gives effect to the automatic conversion upon the completion of this offering of all of our outstanding shares of preferred stock into an
aggregate of 19,356,835 shares of common stock; and

assumes the filing of our amended and restated certificate of incorporation and the effectiveness of our amended and restated bylaws,
which will occur upon the closing of this offering.
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SUMMARY FINANCIAL DATA

The following tables summarize our financial and operating data for the periods indicated. The summary statements of operations and
comprehensive loss data for the period from April 3, 2017 (inception) to December 31, 2017 and for the year ended December 31, 2018 have been
derived from our audited financial statements included elsewhere in this prospectus. The summary statements of operations and comprehensive loss
data for the six months ended June 30, 2018 and June 30, 2019 and the summary balance sheet data as of June 30, 2019 have been derived from our
unaudited financial statements included elsewhere in this prospectus and have been prepared on the same basis as the audited financial statements.
In the opinion of management, the interim data reflect all normal recurring adjustments necessary for the fair presentation of the financial
information in those statements. The summary financial information below should be read in conjunction with the information contained in “Selected
Financial Information,” “Management’s Discussion and Analysis of Financial Condition and Results of Operations,” our financial statements and
notes thereto, and other financial information included elsewhere in this prospectus. Our historical results are not necessarily indicative of the results
that may be expected in the future, and results for the six-month period ended June 30, 2019 are not necessarily indicative of the results to be
expected for the full year ending December 31, 2019.

Period from

/.April 3., 2017 Six Months Ended June 30,
(inception) to
December 31, December 31,
2017 2018 2018 2019
(in thousands, except share and per share data)
Statements of Operations Data:
Operating expenses:
Research and development $ — $ 4,467 $ 639 $ 5,425
General and administrative 250 1,726 409 2,367
Total operating expenses 250 6,193 1,048 7,792
Loss from operations (250) (6,193) (1,048) (7,792)
Other income and (expense):
Interest income — 235 27 902
Fair value adjustments on convertible notes — (6,244) — —
Net loss (250) (12,202) (1,021) (6,890)
Deemed dividend — — — (5,326)
Net loss to common stockholders $ (250) $  (12,202) $  (1,021) $  (12,216)
Net loss per share, basic and diluted(1) $ (0.12) $ (4.58) (0.29) (4.99)
Weighted-average shares used in computing net loss per share, basic
and diluted(1) 2,052,588 2,663,207 3,548,955 2,448,788
Pro forma net loss per share, basic and diluted(1) § (2.24) § (0.56)
Weighted-average shares used in computing pro forma net loss per
share, basic and diluted(1) _ 5,447,398 21,768,343

(1) See Notes 2 and 10 to our audited financial statements and Notes 2 and 10 to our unaudited interim financial statements included elsewhere in
this prospectus for a description of how we compute basic and diluted net loss per share and basic and diluted pro forma net loss per share, and
the weighted-average number of shares used in the computation of these per share amounts.
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As of June 30, 2019

Pro Forma
Actual Pro Forma(2) As Adjusted(3)
(in thousands)

Balance Sheet Data:

Cash and cash equivalents $ 75,258 $ 75,258
Total assets 77,836 77,836
Working capital(1) 74,446 74,446
Total liabilities 1,876 1,876
Convertible preferred stock 97,954 —
Accumulated deficit (21,994) (21,994)
Total stockholders’ deficit equity (21,994) 75,960

(1) We define working capital as current assets less current liabilities. See our financial statements and related notes included elsewhere in this
prospectus for further details regarding our current assets and current liabilities.

(2) Pro forma amounts give effect to the automatic conversion of all of our outstanding shares of preferred stock into an aggregate of 19,356,835
shares of common stock upon the completion of this offering.

(3) Pro forma as adjusted amounts reflect the pro forma adjustments described in footnote 2 above as well as the sale of shares of our
common stock in this offering at the assumed initial public offering price of $ per share, 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.

The pro forma as adjusted information discussed above is illustrative only and will change based on the actual initial public offering price and
other terms of this offering determined at pricing. A $1.00 increase (decrease) in the assumed initial public offering price of § per share, the
midpoint of the price range set forth on the cover of this prospectus, would increase (decrease) the pro forma as adjusted amount of each of cash and
cash equivalents, working capital, total assets and total stockholders’ (deficit) equity by approximately $ million, assuming that the number of

shares offered by us, as set forth on the cover of this prospectus, remains the same and after deducting estimated underwriting discounts and
commissions and estimated offering expenses payable by us. Similarly, each increase (decrease) of 1.0 million shares in the number of shares offered
by us, as set forth on the cover page of this prospectus, would increase (decrease) the pro forma as adjusted amount of each of cash and cash

equivalents, working capital, total assets and total stockholders’ (deficit) equity by approximately $ million, assuming the assumed initial public
offering price remains the same and after deducting estimated underwriting discounts and commissions and estimated offering expenses payable by
us.
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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, together with all of the other
information in this prospectus, including our financial statements and the related notes, before you make an investment decision. The occurrence of any of
the events or developments described below could harm our business, financial condition, results of operations and growth prospects. As a result, the
market price of our common stock could decline, and you may lose all or part of your investment in our common stock.

Risks Related to Our Financial Condition and Capital Requirements

We have incurred net losses in every period since our inception and anticipate that we will incur substantial net losses over the next several years,
and may never achieve or maintain profitability.

Investment in biopharmaceutical 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 only recently acquired rights to license the patents underlying our product candidates and do not plan to initiate our first
clinical trial until 2020. We have no products licensed for commercial sale, and we will continue to incur significant research and development and other
expenses related to our ongoing operations. Our net losses may fluctuate significantly from quarter to quarter and year to year. We have to date financed
our operations primarily through private placements of our preferred stock.

As a result, we are not profitable and have incurred net losses in each period since our inception. For the years ended December 31, 2017 and
December 31, 2018, we recorded net losses of $0.3 million and $12.2 million, respectively, and for the period ended June 30, 2019, we recorded net losses
of $6.9 million. As of June 30, 2019, we had an accumulated deficit of $22.0 million. We expect to incur significant losses for the foreseeable future, and
we expect these losses to increase substantially if, and as, we:

. continue our research and development efforts and submit Investigational New Drug applications, or INDs, for our product candidates;

. conduct preclinical studies and clinical trials for our current and future product candidates;

. further develop our product candidate platform;

. continue to discover and develop additional product candidates;

. maintain, expand and protect our intellectual property portfolio;

. hire additional clinical, scientific manufacturing and commercial personnel;

. establish a commercial manufacturing source and secure supply chain capacity sufficient to provide commercial quantities of any product

candidates for which we may obtain regulatory approval, whether through a contract manufacturing organization, or CMO, or through a
manufacturing facility that we establish;

. acquire or in-license other product candidates and technologies, including advanced manufacturing and translational capabilities that we will
need for the further development and possible commercialization of our product candidates;

. seek marketing approvals for any product candidates that successfully complete clinical trials;

. establish a sales, marketing and distribution infrastructure to support the sales and marketing of any product candidates for which we may
obtain marketing approvals; and

. add operational, financial and management information systems and personnel, including personnel to support our product development and
planned future commercialization efforts, as well as to support our transition to a public company.
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To become and remain profitable, we must succeed in developing, and eventually commercializing, a product or products that generate significant
revenue. The ability to achieve this success will require us to be effective in a range of challenging activities, including completing preclinical testing and
clinical trials of our product candidates, discovering additional product candidates, obtaining regulatory approval for these product candidates and
manufacturing, marketing and selling any products for which we may obtain regulatory approval. We are only in the preliminary stages of most of these
activities and have not yet demonstrated our ability to successfully develop any product candidate, obtain regulatory approvals, manufacture a commercial
scale product or arrange for a third party to do so on our behalf, or conduct sales and marketing activities necessary for successful product
commercialization. We may never be able to develop, manufacture or commercialize a marketable product.

Even if we are able to succeed in these activities, we may never generate revenues that are significant enough to achieve profitability. Because of the
numerous risks and uncertainties associated with pharmaceutical product development, we are unable to accurately predict the timing or amount of
increased expenses or when, or if, we will be able to achieve profitability. Our expenses will increase if, among other things:

. there are any delays in completing our clinical trials or the development of any of our product candidates;

. we are required by the U.S. Food and Drug Administration, or the FDA, or other regulatory authorities to perform trials or studies in addition
to, or different than, those expected; or

. there are any third-party challenges to our intellectual property or we need to defend against any intellectual property-related claim.

Because of the numerous risks and uncertainties associated with pharmaceutical product development, we are unable to accurately predict the timing
or amount of increased expenses we will incur or when, if ever, we will be able to achieve profitability. Even if we succeed in commercializing one or
more of our product candidates, we will continue to incur substantial research and development and other expenditures to develop, seek regulatory
approval for and market additional product candidates. We 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’ equity
and working capital.

We have a limited operating history, which may make it difficult for you to evaluate the success of our business to date and to assess our future
viability, and we may face significant challenges and expense as we test our product candidates and build our capabilities.

We are early in our development efforts and we have not initiated clinical trials for any of our product candidates. We were incorporated in 2017 and
initially acquired rights to license certain patent rights from the University of Pennsylvania, or Penn, in August 2018. We have a limited operating history
and are subject to the risks inherent to any newly-formed organization, including, among others, risks that we may not be able to hire sufficient qualified
personnel and establish operating controls and procedures.

We currently do not have in-house resources sufficient to enable ourchimeric autoantibody receptor, or CAAR, T cell platform. We are reliant on
several manufacturing and support services from Penn through a Master Translational Research Services Agreement, or the Services Agreement, as well as
certain research and development and general and administrative services through two sponsored research agreements. We also rely on Penn for access to
key technologies for current manufacturing of our product candidates. As we build our own capabilities, we expect to encounter risks and uncertainties
frequently experienced by growing companies in new and rapidly evolving fields, including the risks and uncertainties described herein. Our ability to rely
on services from Penn is limited to a specified period of time, to specific capabilities, and is subject to Penn’s right to
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terminate these services with or without cause. If we are unable to establish necessary relationships with third party partners and build our own
capabilities, our operating and financial results could differ materially from our expectations, and our business could suffer.

All of our programs require additional preclinical research and development, clinical development, regulatory approval in multiple jurisdictions,
obtaining manufacturing supply, capacity and expertise, building of a commercial organization, substantial investment and significant marketing efforts
before we generate any revenue from product sales. Other programs of ours require additional discovery research and then preclinical and clinical
development. In addition, our product candidates must be licensed for marketing by the FDA before we may commercialize any product.

Our limited operating history, particularly in light of the rapidly evolving cell therapy field, may make it difficult to evaluate our technology and
industry and predict our future performance. Our short history as an operating company makes any assessment of our future success or viability subject to
significant uncertainty. We will encounter risks and difficulties frequently experienced by early-stage companies in rapidly evolving fields. If we do not
address these risks successfully, our business will suffer. Similarly, we expect that our financial condition and operating results will fluctuate significantly
from quarter to quarter and year to year due to a variety of factors, many of which are beyond our control. As a result, our shareholders should not rely
upon the results of any quarterly or annual period as an indicator of future operating performance.

In addition, as an early-stage company, we have encountered and may continue to encounter unforeseen expenses, difficulties, complications, delays
and other known and unknown circumstances. As we advance our product candidates, we will need to transition from a company with a research focus to a
company capable of supporting clinical development and if successful, commercial activities. We may not be successful in such a transition.

We have not generated any revenue from our product candidates and may never be profitable.

To become and remain profitable, we or any potential future collaborator must develop and eventually commercialize products with significant
market potential at an adequate profit margin after cost of goods sold and other expenses. All of our product candidates are in the early stages of
development and we will require additional preclinical studies, clinical development, regulatory review and approval, substantial investment, access to
sufficient commercial manufacturing capacity and significant marketing efforts before we can generate any revenue from product sales. DSG3-CAART,
our most advanced product candidate, targeting pathogenic B cells in patients with mucosal pemphigus vulgaris, or mPV, has not yet been evaluated in
clinical trials. Our other product candidates, which include DSG3/1-CAART, targeting pathogenic B cells in patients with mucocutaneous pemphigus
vulgaris, or mcPV, MuSK-CAART, targeting pathogenic B cells in a subset of patients with myasthenia gravis, or MG, and FVIII-CAART, for potential
use as an adjunctive therapy targeting a subset of patients with Hemophilia A who develop alloantibody resistance to Factor VIII, or FVIII, replacement
therapy, have yet to complete IND-enabling studies. We have not yet administered any of our product candidates in humans and, as such, we face
significant translational risk as our product candidates advance to the clinical stage. Our ability to generate revenue depends on a number of factors,
including, but not limited to:

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

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

. whether we are required by the FDA to conduct additional clinical trials or other studies beyond those planned to support the licensure and
commercialization of our product candidates or any future product candidates;

. our ability to demonstrate to the satisfaction of the FDA the safety, potency, purity and acceptable risk to benefit profile of our product
candidates or any future product candidates;
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. the prevalence, duration and severity of potential side effects or other safety issues experienced with our product candidates or future product
candidates, if any;

. the cost of manufacturing and processing our product candidates being greater than we anticipate;
. the timely receipt of necessary marketing approvals from the FDA;
. the willingness of physicians, operators of clinics and patients to utilize or adopt any of our product candidates or future product candidates

to treat B cell-mediated autoimmune diseases;

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

. our ability to successfully develop a commercial and competitive strategy and thereafter commercialize our product candidates or any future
product candidates in the United States, if licensed for marketing, reimbursement, sale and distribution, whether alone or in collaboration
with others;

. patient demand for our product candidates and any future product candidates, if licensed; and

. our ability to establish and enforce intellectual property rights in and to our product candidates or any future product candidates.

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

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

We 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’ equity and working capital.

We will require substantial additional financing to develop and commercialize our product candidates and implement our operating plans. If we
fail to obtain additional financing or cannot obtain financing at the levels we require, we may be delayed in our plans or unable to complete the
development and commercialization of our product candidates.

Our operations have consumed substantial amounts of cash since inception. We expect to continue to spend substantial amounts to continue the
preclinical and clinical development of our product candidates, including our planned Phase 1 clinical trial of DSG3-CAART, our initial in vitro studies
and expected in vivo studies of MuSK-CAART, and our planned studies forDSG3/1-CAART as well as research and development, preclinical studies and
clinical trials for FVIII-CAART and any future product candidates, to seek regulatory approvals for our product candidates, to enable commercial
production of our products, if licensed, and to initiate and complete registration trials for multiple products. Further, if licensed, we will require significant
additional amounts of cash to launch and commercialize our product candidates.
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As of June 30, 2019, we had approximately $75.3 million of cash and cash equivalents. We estimate that our net proceeds from this offering will be
approximately $ million, based on an assumed initial public offering price of $ per share, which is the midpoint of the price range set forth on the
cover page of this prospectus, after deducting estimated underwriting discounts and commissions and estimated offering expenses payable by us.

Based on our current operating plan, we believe that the net proceeds from this offering together with our existing cash, cash equivalents and
marketable securities will be sufficient to fund our operations for at least . However, we have based this estimate on assumptions that may prove
to be wrong. Additionally, changing circumstances may cause us to consume capital significantly faster than we currently anticipate, and we may need to
spend more money than currently expected because of circumstances beyond our control. We may require substantial additional capital for the further
development and commercialization of our product candidates, including funding our internal manufacturing capabilities, and may need to raise additional
funds sooner if we choose to expand more rapidly than we presently anticipate. Because the length of time and activities associated with development of
our product candidates is highly uncertain, we are unable to estimate the actual funds we will require for development and any approved marketing and
commercialization activities. Our future funding requirements, both near- and long-term, will depend on many factors, including, but not limited to:

. the initiation, progress, timing, costs and results of preclinical studies and clinical trials for our product candidates;

. the clinical development plans we establish for these product candidates;

. the number and characteristics of product candidates that we may develop orin-license;

. the terms of any collaboration agreements we may choose to conclude;

. the outcome, timing and cost of meeting regulatory requirements established by the FDA;

. the cost of filing, prosecuting, defending and enforcing our patent claims and other intellectual property rights;

. the cost of defending intellectual property disputes, including patent infringement actions brought by third parties against us or our product
candidates;

. the effect of competing technological and market developments;

. the costs of establishing and maintaining a supply chain for the development and manufacture of our product candidates;

. the cost and timing of establishing, expanding and scaling manufacturing capabilities;

. the cost of maintaining the amount patient data for which we would be responsible following commercialization of one or more of our

product candidates; and

. the cost of establishing sales, marketing and distribution capabilities for any product candidates for which we may receive regulatory
approval in regions where we choose to commercialize our products on our own.

We cannot be certain that additional funding will be available on acceptable terms, or at all. Until we are able to generate sufficient revenue to
finance our cash requirements, we will need to finance our future cash needs through a combination of public or private equity offerings, debt financings,
collaborations, strategic alliances, licensing arrangements and other marketing or distribution arrangements. If we are unable to raise additional capital in
sufficient amounts or on terms acceptable to us, we may have to significantly delay, scale back or discontinue our research and development initiatives.
We could be required to seek collaborators for our product candidates at an earlier stage than otherwise would be desirable or on terms that are less
favorable than might otherwise be available or relinquish or license on unfavorable terms our rights to our product candidates in markets where we
otherwise would seek to pursue development or commercialization ourselves.
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Any of the above events could significantly harm our business, prospects, financial condition and results of operations and cause the price of our
common stock to decline.

Risks Related to Our Business, Technology and Industry

We are very early in our development efforts. All of our product candidates are still in preclinical development. If we are unable to advance our
product candidates through clinical development, obtain regulatory approval and ultimately commercialize our product candidates, or experience
significant delays in doing so, our business will be materially harmed.

We are very early in our development efforts. None of our product candidates have entered clinical development. Our ability to generate product
revenues, which we do not expect will occur for many years, if ever, will depend heavily on the successful development and eventual commercialization of
one or more of our product candidates. Even if we are able to develop and commercialize a marketable product, we may face challenges generating
revenue from product sales. The success of our product candidates will depend on several factors, including the following:

.

successful completion of preclinical studies resulting in data that is supportive of advancing to an IND submission;
successful submission of INDs or comparable applications;

successful initiation of clinical trials;

demonstration of adequate safety to progress to a therapeutic dose level;

successful patient enrollment in and completion of clinical trials;

receipt and related terms of regulatory and marketing approvals and licensures from applicable regulatory authorities;

establishing commercial manufacturing capabilities or making arrangements with third-party manufacturers for clinical supply and
commercial manufacturing;

making arrangements with various medical divisions across hospitals for administration of our product candidates, including with cancer
treatment centers to conduct leukapheresis and with the relevant hospital divisions to perform infusion;

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

making arrangements with third-party manufacturers, or establishing manufacturing capabilities, for both clinical and commercial supplies of
our product candidates;

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

acceptance of our products, if and when licensed, by patients, the medical community and third-party payors;
effectively competing with other therapies targeting the same indications as our product candidates;
obtaining and maintaining third-party coverage and adequate reimbursement; and

maintaining a continued acceptable safety profile of our products following licensure.

If we do not achieve one or more of these factors in a timely manner or at all, we could experience significant delays or be unable to successfully
commercialize our product candidates, which would materially harm our business. If we do not receive regulatory approvals for our product candidates,
we may not be able to continue our operations.
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Our engineered CAAR T product candidates represent a novel approach to the treat t of B cell-mediated autoimmune diseases, which creates

significant challenges for us.

We are developing a pipeline of CAAR T product candidates that are intended for use in treating individuals with B cell-mediated autoimmune
disease. Advancing these novel product candidates creates significant challenges for us, including:

. manufacturing our product candidates to our specifications and in a timely manner to support our clinical trials, and, if licensed,
commercialization;

. sourcing clinical and, if licensed, commercial supplies for the materials used to manufacture our product candidates;

. understanding and addressing variability in the quality and quantity of a subject’s T cells, which could ultimately affect our ability to

manufacture clinical supply and, if licensed, commercial supply of our product candidates in a reliable and consistent manner;

. educating medical personnel regarding the potential side effect profile of our product candidates, if licensed, such as the potential adverse
side effects related to pemphigus flare from infusion of activated T cells or medication taper, cytokine release syndrome, or CRS, or other
unexpected adverse effects of therapy with our product candidates;

. facilitating patient access to the limited number of facilities able to administer our product candidates, if licensed,

. using medicines to manage adverse side effects of our product candidates that may not adequately control the side effects and/or may have a
detrimental impact on the efficacy of the treatment;

. potentially utilizing preconditioning agents in patients to enhance engraftment in advance of administering our product candidates, which
may increase the risk of adverse side effects;

. obtaining and maintaining regulatory approval for our product candidates, as the FDA and other regulatory authorities have limited or no
experience with development of engineered T cell therapies for the treatment of B cell-mediated autoimmune diseases;

. establishing sales and marketing capabilities upon obtaining any regulatory approval to gain market acceptance of a novel therapy; and

. managing costs of inputs and other supplies while scaling production.

In addition, preclinical murine and other animal models may not exist or be adequate for some or all of the B cell-mediated autoimmune diseases we
choose to pursue in our programs, and because we have not commenced clinical trials of any of our product candidates, we are unable to predict whether
there may be short-term or long-term effects from treatment with any product candidates that we develop. In developing our product candidates, we have
not exhaustively explored different options in the method for manufacturing CAAR T cells. We may find our existing manufacturing process may be
substantially improved with future design or process changes, necessitating further clinical testing, delaying commercial launch of our first products, and
causing us to incur additional expenses. For example, while we have used a lentiviral vector in our manufacturing process, we may in the future find that
another viral vector or non-viral vector-based process offers advantages. Switching from one lentiviral vector to another or switching from lentiviral to
another delivery system would necessitate additional process development and clinical testing, and this may delay the development of existing product
candidates.

In addition, we do not know the doses to be evaluated in pivotal trials or, if licensed, commercially. Finding a suitable dose may delay our
anticipated clinical development timelines. Our expectations with regard to our scalability and costs of manufacturing may vary significantly as we develop
our product candidates and understand these critical factors. We may experience delays in developing a sustainable, reproducible and
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scalable manufacturing process or transferring that process to commercial partners, which may prevent us from completing our clinical studies or
commercializing our product candidates on a timely or profitable basis, if at all.

Moreover, our product candidates may not perform successfully in clinical trials or may be associated with adverse events that distinguish them
from the chimeric antigen receptor T, or CAR T, therapies that have previously been licensed. For instance, subjects in our clinical trials will be infused
with our proposed therapies, and may possess strongly activating soluble antibodies, which, when they interact with our infused product candidates, could
result in potential adverse side effects, such as CRS, which are not experienced with CAR T cell products for cancer. Unexpected side effects or clinical
outcomes would significantly impact our business. Adverse side effects caused by even one of our product candidates could negatively affect our ability to
develop future product candidates based on our CABA platform.

Two of our current product candidates, DSG3/1-CAART and FVIII-CAART, will and certain of our future product candidates may require
introducing large transgenes into T cells, and lentiviral vectors may have too limited a genome capacity to accomplish this process.

We currently use lentiviral vector transduction for transgene delivery. However, lentiviral vectors have a limited genome capacity that restricts the
size of the transgene that can be delivered using this vector system. For example, designing a lentiviral vector that will have sufficient capacity to
introduce DSG3 CAAR and DSG1 CAAR together into T cells may not be possible. In addition to reducing lentiviral vector titers that may substantially
increase the cost of gene transfer, it may be entirely unsuccessful, thus necessitating use of alternative strategies for transfer of these larger transgenes into
T cells.

Our product candidates may have serious and potentially fatal targeting of cells within the body due to unexpected protein interactions with the
CAAR.

Although we have completed multiple preclinical studies designed to screen for toxicity caused by unintendedoff-target recognition by the cell
binding domain of the DSG3 CAAR, our product candidates may still recognize and react with one or more proteins unrelated to the intended surface
immunoglobin target protein to which it is designed to link. If unexpected binding occurs in normal tissue, our product candidates may target and kill the
normal tissue in a patient, leading to serious and potentially fatal adverse events, undesirable side effects, toxicities or unexpected characteristics.
Detection of any unexpected targeting may halt or delay any ongoing clinical trials for our product candidates and prevent or delay regulatory approval.
While we have developed a preclinical screening process to identify cross-reactivity of our product candidates, we cannot be certain that this process will
identify all potential tissue that our product candidates may target. For example, a membrane protein array with DSG3-CAART yielded one weak signal
against a protein that is designed to bind to glycoproteins and which was detected in both the test and control conditions. Further analysis of this protein in
confirmatory cell-based assays repeatedly demonstrated that DSG3-CAART does not recognize nor activate against this protein. However, this further
analysis may prove to be inaccurate. Any unexpected targeting that impacts patient safety could materially impact our ability to advance our product
candidates into clinical trials or to proceed to marketing approval and commercialization.

Patients receiving T cell-based immunotherapies, such as our product candidates, may experience serious adverse events, including neurotoxicity,
CRS and killing of cells other than the intended B cells that express the autoantibodies. If our product candidates are revealed to have high and
unacceptable severity and/or prevalence of side effects or unexpected characteristics, their clinical development, regulatory approval, and
commercial potential will be negatively impacted, which will significantly harm our business, financial condition and prospects.

Our product candidates are CAAR T cell-based immunotherapies. There is a possibility that our product candidates could have adverse side effects,
such as neurotoxicity and CRS. In other similarly designed cellular
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immunotherapies to treat cancer, there have been life threatening events related to severe neurotoxicity and CRS requiring intense medical intervention,
such as intubation or medications to support blood pressure, and in several cases, resulted in death. Severe neurotoxicity is a condition that is currently
defined clinically by cerebral edema, confusion, drowsiness, speech impairment, tremors, seizures or other central nervous system side effects, when such
side effects are serious enough to lead to intensive care. CRS is a condition that is currently defined clinically by certain symptoms related to the release of
cytokines, which can include fever, chills and low blood pressure, when such side effects are serious enough to lead to intensive care with mechanical
ventilation or significant medications to support blood pressure.

Results of our studies 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. In some cases, side effects such as neurotoxicity or CRS have resulted in clinical
holds of ongoing clinical trials and/or discontinuation of the development of the product candidate. Given that the autoimmune and alloimmune diseases
we are seeking to treat are, in some cases, less serious than the later stage cancers being treated with other immunotherapy products, we believe the FDA
and other regulatory authorities likely will apply a different benefit-risk assessment thresholds such that even if our product candidate demonstrated a
similar safety profile as current CAR T therapies, the FDA may ultimately determine that the harmful side effects outweigh the benefits and require us to
cease clinical trials or deny approval of our product candidates. We believe tolerance for adverse events in the patient population being pursued with
CAAR T cell therapies will be lower than it is in oncology, and the risks of negative impact from these toxicities may therefore be higher for us than for
CAR T programs in oncology.

Furthermore, treatment-related side effects could also affect patient recruitment or the ability of enrolled patients to complete the studies or result in
potential product liability claims. In addition, these side effects may not be appropriately recognized or managed by the treating medical staff, as toxicities
resulting from T cell-based immunotherapies are not normally encountered in routine medical care. Medical personnel may need additional training
regarding T cell-based immunotherapy product candidates to understand their side effects. Inadequate training in recognizing or failure to effectively
manage the potential side effects of T cell-based immunotherapy product candidates could result in patient deaths. Any of these occurrences may harm our
business, financial condition and prospects significantly.

In addition to side effects caused by our product candidates, the preconditioning, administration process or related procedures, which we evaluate
from time to time as part of our process improvement and optimization efforts, may also cause adverse side effects. For example, severe neurotoxicity has
been noted to be associated with the use of certain lymphodepleting regimens. While we believe there are sufficient data from other CAR T programs to
suggest that it is reasonable for us to initiate our first clinical trial of DSG3-CAART without a preconditioning regimen, we cannot be certain that a
preconditioning regimen, with or without lymphodepleting agents, will not be required.

Although we plan to infuse DSG3-CAART without preconditioning initially in our planned Phase 1 clinical trial of DSG3-CAART, we may in the
future use a preconditioning regimen for our CAAR T cell product candidates, which may increase the risk of adverse side effects and impact our
ability to accurately assess the efficacy of our product candidates.

In oncology patients receiving CAR T cell therapy, a lymphodepleting preconditioning regimen is typically used to condition the patient prior to
CAR T cell infusion in order to improve tumor immunogenicity and to promote the expansion of the infused CAR T cells. Together, these effects have
been shown to enhance the clinical activity of CAR T cells in oncology patients. These regimens often include cyclophosphamide and fludarabine and are
usually administered within the week prior to infusion of CAR T cells. Serious adverse events have been observed in some patients following CAR T cell
infusion, and these include infection, cytokine release syndrome and neurotoxicity. The preconditioning regimen may contribute to the occurrence and
severity
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of these adverse events due to its role in inducing lymphopenia, or low levels of lymphocytes in the blood, and enhanced CAR T cell activity.

Lymphodepleting preconditioning may not be required in all oncology settings for CAR T cell activity. A recent clinical trial in multiple myeloma
patients published in 2019 in The Journal of Clinical Investigation showed similar clinical activity of CAR T cell infusions in patients with or without a
lymphodepleting preconditioning regimen. Furthermore, the requirement for lymphodepleting preconditioning for potentiating engineered T cell therapy
outside of oncology has not been well established. Specifically, the effect on tumor immunogenicity is not relevant in settings outside oncology, and
therefore the contribution of this aspect to the potential enhancing effect of preconditioning would not apply.

We believe there is evidence to suggest that our CAAR T product candidates may be functional in target autoimmune patient populations without a
preconditioning regimen. First, CAR T cells are functional in the absence of preconditioning as described above. Second, long term-term persistence of
engineered T cell therapy in the setting of HIV patients without conditioning across three independent studies was reported in 2012 in Science
Translational Medicine, where CAR T cells were detected in 98% of samples tested for at least 11 years after infusion. Third, our CAARs differ from
CARs used in oncology in that they are designed to target antibodies rather than tumor antigens. Also, the profile of the autoimmune patients we intend to
treat will differ from oncology patients in many ways, including the presence of circulating autoantibodies capable of binding to and driving expansion of
the CAAR T cells. Finally, we believe there are multiple approaches to improve persistence of engineered T cells which may be safer for autoimmune
patients including multiple infusions, and incorporation of in vivo cytokine support.

In addition, a lymphodepleting regimen may eliminate pathogenic B cells targeted by our CAAR T cell product candidates. As a result, any
lymphodepleting regimen for preconditioning that we use may adversely affect our ability to use DSG3 autoantibody titers, a standard clinical assay, to
assess the activity of DSG3-CAART. An inability to use DSG3 autoantibody levels to demonstrate the specific activity of our CAAR T cell product
candidates may require us to rely on the objective measurement of blister formation in patients, which can be a less sensitive and accurate measurement of
CAAR T cell activity. This therefore could delay efficient clinical development. As a result of these factors, including the concern that lymphodepletion
may confer a potential increased safety risk to an autoimmune patient population, we believe the inclusion of such a regimen must be justified by clinical
data demonstrating the need for it in the setting of autoimmune patients and is therefore difficult to justify in our first-in-human studies.

We therefore plan to initiate our Phase 1 trial of DSG3-CAART without a preconditioning regimen, subject to FDA feedback on our proposed
clinical trial design and our IND becoming effective. If clinical data suggest that a preconditioning regimen is advisable, or if FDA requires that we
employ a preconditioning regimen, we may employ such a regimen. If we ultimately use a preconditioning regimen, with or without lymphodepleting
agents, prior to infusing patients with our CAAR T cell product candidates, our clinical patients may experience increased or more severe adverse effects
specifically related to the preconditioning regimen, some of which may result in death. These undesirable side effects, whether associated with the
preconditioning regimen alone or in combination with our CAAR T cell product candidates, could cause delays in patient enrollment in our clinical trials,
could cause us or regulatory authorities to interrupt, delay or halt clinical trials and could result in a change to our clinical trial design, a more restrictive
label or the delay or denial of regulatory approval by the FDA. Any of the foregoing may increase the duration and expense of the clinical development of
our product candidates or limit market acceptance of such product candidates, if approved, any of which could have a material adverse effect on our
business and financial condition. Even if we do not use a preconditioning regimen, patients may experience adverse effects related to our CAAR T cell
product candidates, and our decision to design our clinical trials without preconditioning does not eliminate the risk of those side effects.
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Cellular therapies are a novel approach and negative perception or increased regulatory scrutiny of any product candidates that we develop could
adversely affect our ability to conduct our business or obtain regulatory approvals for such product candidates.

Cellular therapies in general, and CAAR T cell therapies in particular, remain novel therapies, with no immunotherapies licensed to date in the
United States or the European Union to treat autoimmune diseases or alloimmune responses. CAAR T cell therapies may not gain the acceptance of the
public or the medical community. For example, CAR Ts and other cellular therapies have in some cases caused severe side effects, including death, and
their broader use may therefore be limited. Even if CAR Ts and other cellular therapies are accepted by the public and medical community in the short
term, long-term adverse events observed in these therapies may increase negative perception and regulatory scrutiny. Although our CAAR Ts are different
from CAR Ts and other cellular therapies, they may be viewed in the same vein, limiting their market acceptance. Public perception may be influenced by
claims that gene therapy, including the insertion of a transgene, is unsafe, and products incorporating gene therapy may not gain the acceptance of the
public or the medical community. The patient populations targeted by our product candidates are also typically not at risk of near-term death, even if they
may suffer life-threatening symptoms, so patients will need to deem the benefits of cell therapy to be worth the risk of unknown potential adverse side
effects. Our success will depend upon physicians who specialize in the treatment of B cell-mediated autoimmune diseases targeted by our product
candidates prescribing treatments that involve the use of our product candidates in lieu of, or in addition to, existing treatments with which they are more
familiar and for which greater clinical data may be available. 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 adverse events in the field of cellular therapies, could result in a decrease in
demand for any product that we may develop.

In addition, responses by agencies at the federal and state level to negative public perception or ethical concerns may result in new legislation or
regulations that could limit our ability to develop or commercialize any product candidates, obtain or maintain regulatory approval or otherwise achieve
profitability. The FDA has expressed interest in further regulating biotechnology products, such as cellular therapies. Agencies at both the federal and state
level in the United States, as well as the U.S. Congressional committees and other government entities or governing agencies have also expressed interest
in further regulating the biotechnology industry. Such action may delay or prevent commercialization of some or all of our product candidates. Adverse
developments in clinical trials of cellular therapy products conducted by others may cause the FDA or other oversight bodies to change the requirements
for approval of any of our product candidates. These regulatory review agencies and committees and the new requirements or guidelines they promulgate
may lengthen the regulatory review process, require us to perform additional studies or trials, increase our development costs, lead to changes in regulatory
positions and interpretations, delay or prevent approval and commercialization of our product candidates or lead to significant post-approval limitations or
restrictions.

Further, the clinical study requirements of the FDA and other regulatory agencies and the criteria they use to determine the safety, potency and
purity of a product candidate are determined according to the type, complexity, novelty and intended use and market of the potential products. The
regulatory approval process for novel product candidates such as ours is less clear, and can be more complex and consequently have higher development
risk, be more expensive and take longer than for other, better known or extensively studied pharmaceutical or other product candidates. Approvals by the
FDA for existing cell therapies treating B cell-mediated diseases, such as Kymriah (Novartis Pharmaceuticals Corporation) and Yescarta (Gilead Sciences,
Inc.), may not be indicative of what the FDA may require for approval of our therapies. Approvals by any regulatory agency may not be indicative of what
any other regulatory agency may require for approval or what such regulatory agencies may require for approval in connection with new product
candidates. As we advance our product candidates, we will be required to consult with these regulatory agencies and comply with applicable requirements
and guidelines. If we fail to do so, we may be required to delay or discontinue development of such product candidates. These additional processes may
result in a review and approval process that is longer than we otherwise would have expected. More restrictive statutory regimes, government regulations
or negative public opinion would have an

22



Table of Contents

adverse effect on our business, financial condition, results of operations and prospects and may delay or impair the development and commercialization of
our product candidates or demand for any products we may develop.

Our business is highly dependent on the success of our initial product candidates targeting B cell-mediated immune diseases, particularly
DSG3-CAART. All of our product candidates will require significant additional preclinical and clinical development before we can seek regulatory
approval for and launch a product commercially.

Our business and future success depend on our ability to obtain regulatory approval of, and then successfully launch and commercialize our initial
product candidates targeting B cell-mediated autoimmune diseases, including DSG3-CAART, MuSK-CAART, DSG3/1-CAART and others that may be
selected from preclinical programs. Our product candidates are in the early stages of development and will require additional preclinical studies, clinical
trials, regulatory review and licensure, substantial investment, access to sufficient commercial manufacturing capacity and significant marketing efforts
before we can generate any revenue from product sales. There is no guarantee that we will be able to advance our product candidates through clinical
development or obtain marketing approval for any of our product candidates. The process for obtaining marketing approval for any product candidate is
very long and risky and there will be significant challenges for us to address in order to obtain marketing approval as planned, if at all.

We plan to initiate a Phase 1 clinical trial for DSG3-CAART in 2020, if our planned IND is accepted by the FDA. DSG3-CAART has only been
administered in murine models to date, and such results may not be predictive of the results of our planned clinical trial or any future clinical trials.
Because DSG3-CAART is the first product candidate that we plan to test in the clinic, we may experience preliminary complications surrounding
regulatory acceptance of our planned IND, trial design, protocol establishment and execution, establishing trial protocols, patient recruitment and
enrollment, quality and supply of clinical doses, or safety issues. For example, while the majority of oncology CAR T clinical trials have been conducted
with a lymphodepleting or other preconditioning regimen prior to infusion, we do not intend to use pre-infusion lymphodepletion or other preconditioning
regimen initially in our planned Phase 1 trial. However, we may determine that use of a lymphodepleting or other preconditioning regimen is necessary for
our product candidates to be successful, which could result in delays in clinical development and will expose patients to the associated risks.

Additionally, a failure of our planned clinical trial of DSG3-CAART could influence physicians’ and regulators’ opinions with regard to the viability
of our CABA platform more broadly, particularly if treatment-related side effects are observed. The occurrence of any of these risks could significantly
harm our development plans and business prospects. If treatment-related side effects are observed with the administration of DSG3-CAART, or if it is
viewed as less safe, potent or pure than other therapies, our ability to develop other CAAR T cell therapies may be significantly harmed.

Our product candidates may cause undesirable side effects or have other properties that could halt their clinical development, prevent their
regulatory approval, limit their commercial potential or result in significant negative consequences.

Undesirable or unacceptable 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. Further, clinical trials by their nature utilize a
sample of the potential patient population. With a limited number of subjects and limited duration of exposure, rare and severe side effects of our product
candidates may only be uncovered with a significantly larger number of patients exposed to the drug. Undesirable side effects could also result in an
expansion in the size of our clinical trials, increasing the expected costs and timeline of our clinical trials. Additionally, results of our clinical trials could
reveal a high and unacceptable severity and prevalence of side effects or unexpected characteristics.
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Licensed CAR T cell therapies and those under development have shown frequent rates of CRS and neurotoxicity, and adverse events have resulted
in the death of patients. Similar adverse events could occur during treatment with our CAAR T cell product candidates. For example, activation of CAAR
T cells by patient autoantibodies or alloantibodies could stimulate CRS. When CAAR T cells are infused and the CAAR binds to soluble antibodies in the
blood or tissues of treated patients, these soluble antibodies may trigger the CAAR, resulting in an activation of the immune system that is too high,
leading to CRS. Further, it is possible that patients will exhibit acute rejection of the CAAR T cells because of preexisting immunity to the antigen within
the CAAR. This could render our product candidates ineffective.

If unacceptable toxicities or health risks, including risks inferred from other unrelated immunotherapy trials, arise in the development of our product
candidates, we could suspend or terminate our trials or the FDA, the Data Safety Monitoring Board, or DSMB, or local regulatory authorities such as
institutional review board, or IRBs, could order us to cease clinical trials. Competent national health authorities, such as the FDA, could also deny approval
of our product candidates for any or all targeted indications. 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. In addition, these side effects may not be appropriately recognized or managed
by the treating medical staff, as toxicities resulting from T cell therapy are not normally encountered in the general patient population and by medical
personnel. We expect to have to train medical personnel using CAAR T cell product candidates to understand the side effect profile of our product
candidates for both our preclinical studies and clinical trials and upon any commercialization of any of our product candidates, if licensed. Inadequate
training in recognizing or managing the potential side effects of our product candidates could result in patient deaths. Any of these occurrences may harm
our business, financial condition and prospects significantly.

Our planned preclinical studies and clinical trials may fail to demonstrate the safety, potency and purity of any of our product candidates, which
would prevent or delay regulatory approval and commercialization.

Before obtaining regulatory approvals for the commercial sale of any of our product candidates, we must demonstrate through lengthy, complex and
expensive preclinical testing and clinical trials that our product candidates are safe, potent and pure for use in each target indication. Clinical trials are
expensive and can take many years to complete, and their outcomes are 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,
including in any post-approval studies of our product candidates. In addition, initial success in any 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 show the desired safety, potency and purity profile despite having progressed through
preclinical studies and initial clinical trials.

A number of companies in the biopharmaceutical industry have suffered significant setbacks in advanced clinical trials due to lack of potency or
efficacy, insufficient durability of potency or efficacy or unacceptable safety issues, notwithstanding promising results in earlier trials, and we cannot be
certain that we will not face similar setbacks. These setbacks have been caused by, among other things, preclinical and other nonclinical findings made
while clinical trials were underway, or safety or efficacy observations made in preclinical studies and clinical trials, including previously unreported
adverse events. Moreover, preclinical and clinical data are often susceptible to varying interpretations and analyses and many companies that believed their
product candidates performed satisfactorily in preclinical studies and clinical trials nonetheless failed to obtain FDA or EMA approval. Most product
candidates that commence clinical trials are never approved as products.

Any preclinical studies or clinical trials that we may conduct may not demonstrate the safety, potency and purity necessary to obtain regulatory
approval to market our product candidates. If the results of our ongoing or future preclinical studies and clinical trials are inconclusive with respect to the
safety, potency and purity of our product candidates, if we do not meet the clinical endpoints with statistical and clinically meaningful
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significance, or if there are safety concerns associated with our product candidates, we may be prevented or delayed in obtaining marketing approval for
such product candidates. In some instances, there can be significant variability in safety, potency or purity results between different preclinical studies and
clinical trials of the same product candidate due to numerous factors, including changes in trial procedures set forth in protocols, differences in the size and
type of the patient populations, changes in and adherence to the clinical trial protocols and the rate of dropout among clinical trial participants. For
example, because our CAAR T cell product candidates only target approximately 0.01% to 1% of the B cells in a patient, they may not engage enough of
the target to achieve adequate engraftment necessary for elimination of all pathogenic B cells. Insufficient safety or potency in clinical trials may delay
product development to enable time to modify the product candidate for next generation approaches or make manufacturing changes or may lead us to
discontinue development of the product candidate.

In addition, for DSG3-CAART, MuSK-CAART and any future trials that may be completed, we cannot guarantee that the FDA will interpret the
results as we do, and more trials could be required before we submit our product candidates for approval. To the extent that the results of the trials are not
satisfactory to the FDA to support a marketing application, approval of our product candidates may be significantly delayed, or we may be required to
expend significant additional resources, which may not be available to us, to conduct additional trials in support of potential approval of our product
candidates.

Interim, topline or preliminary data from any preclinical studies or clinical trials that we conduct may change as more data become available and
are subject to audit and verification procedures that could result in material changes in the final data.

Based on a pre-IND interaction with the FDA, we expect our initial clinical trial for our lead product candidate will be open-label. From time to
time, we may publicly disclose preliminary or topline or data from our preclinical studies and clinical trials, which will be 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. Additionally, we expect that in our planned Phase 1 clinical trial of DSG3-
CAART, the product candidate will be administered by intravenous infusion, using a fractionated-dose infusion scheme of escalating numbers of DSG3-
CAART cells. Because of the fractionated-dose infusion scheme, if we release topline results from our planned Phase 1 clinical trial, they may differ from
the final data we observe once all dose levels have been administered within the initial cohort.

As aresult, the topline results that we report may differ from future results of the same studies, or different conclusions or considerations may
qualify such results, once additional data have been received and fully evaluated. Topline data also remain subject to audit and verification procedures that
may result in the final data being materially different from the preliminary data we previously published. As a result, topline data should be viewed with
caution until the final data are available. From time to time, we may also disclose interim data from planned interim analyses in our clinical trials. Interim
data from clinical trials that we may complete are subject to the risk that one or more of the clinical outcomes may materially change as patient enrollment
continues and more patient data become available. Adverse differences between preliminary or interim data and final data could significantly harm our
business prospects. Further, disclosure of interim data by us or by our competitors could result in volatility in the price of our common stock after this
offering.

Regulatory agencies, including the FDA, 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.

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
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commercialize, our product candidates may be harmed, which could harm our business, operating results, prospects or financial condition.

We have no experience as a company in conducting clinical trials.

Although our key employees have significant experience in leading clinical development programs, we have no experience as a company in
conducting clinical trials. In part because of this lack of experience, we cannot be certain that our ongoing preclinical studies will be completed on time or
that our planned preclinical studies and clinical trials will begin or be completed on time, if at all. Any clinical trial that we conduct, including our planned
Phase 1 clinical trial of DSG3-CAART, will require significant financial and management resources and reliance on third-party clinical investigators,
contract research organizations, or CROs, and consultants. For example, the coordination of the clinical trial sites for our Phase 1 clinical trial of DSG3-
CAART will be conducted by a CRO. Relying on third-party clinical investigators, CROs and consultants may force us to encounter delays and expenses
that are outside of our control.

We may not be able to file INDs to commence clinical trials on the timelines we expect, and even if we are able to, the FDA may not permit us to
proceed.

We submitted an IND to the FDA to initiate a clinical trial of DSG3-CAART targeting mPV in August 2019. The timing of submissions on future
product candidates will be dependent on further preclinical and manufacturing success. We cannot be sure that submission of an IND or IND amendment
will result in the FDA allowing testing and clinical trials to begin, or that, once begun, issues will not arise that would cause us or the FDA to suspend or
terminate such clinical trials. Additionally, even if such regulatory authorities agree 