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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 it is not soliciting an offer to buy these securities in any state where the offer or sale is not permitted.

SUBJECT TO COMPLETION,

DATED , 2021
Shares
Immuneering Corporation
Class A Common Stock
We are offering shares of our Class A common stock. This is our initial public offering and no public market currently
exists for our Class A common stock. We anticipate that the initial public offering price will be between $ and $ per

share. We intend to apply to list our Class A common stock on the Nasdaq Global Market under the symbol “IMRX.”

Following this offering, we will have two classes of common stock: Class A common stock and Class B common stock. The rights
of the holders of Class A common stock and Class B common stock will be identical, except with respect to voting and conversion
rights. Each share of Class A common stock will be entitled to one vote and will not be convertible into any other class of our
capital stock. The shares of Class B common stock do not have associated voting rights (except as may be required by law) and
each share of Class B common stock is convertible at any time at the election of the holder into one share of Class A common
stock, subject to certain limitations. See “Description of Capital Stock—Common Stock” for more information on the rights of the
holders of our Class A common stock and Class B common stock.

We are an “emerging growth company” as defined under the U.S. federal securities laws and, as such, may elect to comply with
reduced public company reporting requirements for this and future filings. See “Prospectus Summary—Implications of Being an
Emerging Growth Company and a Smaller Reporting Company.”

Investing in our Class A common stock involves a high degree of risk. See “Risk Factors” beginning on page
13 of this prospectus.

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

Per share Total
Initial public offering price $ $
Underwriting discounts and commissions™ $ $
Proceeds, before expenses, to us $ 3

(1)  See “Underwriting” for a description of all compensation payable to the underwriters. We have agreed to reimburse the underwriters for certain FINRA-related
expenses.

We have granted the underwriters an option for a period of 30 days to purchase up to additional shares of Class A common stock.

The underwriters expect to deliver the shares of Class A common stock against payment in New York, New York on or about ,2021.

MORGAN STANLEY JEFFERIES COWEN GUGGENHEIM SECURITIES
Prospectus dated ,2021.
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Neither we nor the underwriters have authorized anyone to provide any information or to make any
representations other than those contained in this prospectus or in any free writing prospectus prepared by
or on behalf of us or to which we have referred you. We take no responsibility for, and can provide no
assurance as to the reliability of, any other information that others may give you. This prospectus is an offer
to sell only the shares of Class A common stock offered hereby, but only under circumstances and in
jurisdictions where it is lawful to do so. The information contained in this prospectus or in any applicable
free writing prospectus is current only as of its date, regardless of its time of delivery or any sale of shares
of our Class A common stock. Our business, financial condition, results of operations and prospects may
have changed since that date.

For investors outside the United States: Neither we nor the underwriters have done anything that would
permit this offering or possession or distribution of this prospectus in any jurisdiction where action for that
purpose is required, other than in the United States. Persons outside the United States who come into
possession of this prospectus must inform themselves about, and observe any restrictions relating to, the
offering of the shares of Class A common stock and the distribution of this prospectus outside the United
States.
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BASIS OF PRESENTATION

»

Except where the context otherwise requires or where otherwise indicated, the terms “Immuneering,” “we,
“us our company,” “Company” and “our business” refer to Immuneering Corporation.

”» « ”» «
> >

our,
The consolidated financial statements include the accounts of Immuneering Corporation and its subsidiary.
Our financial statements have been prepared in accordance with generally accepted accounting principles in
the United States, or GAAP. Our fiscal year ends on December 31 of each year. References to 2020 refer to
the year ended December 31, 2020. Our most recent fiscal year ended on December 31, 2020.

Certain monetary amounts, percentages and other figures included in this prospectus have been subject to
rounding adjustments. Percentage amounts included in this prospectus have not in all cases been calculated
on the basis of such rounded figures, but on the basis of such amounts prior to rounding. For this reason,
percentage amounts in this prospectus may vary from those obtained by performing the same calculations
using the figures in our consolidated financial statements included elsewhere in this prospectus. Certain
other amounts that appear in this prospectus may not sum due to rounding.

TRADEMARKS AND TRADENAMES

Solely for convenience, trademarks, service marks and tradenames referred to in this prospectus may appear
without the ®, TM or SM symbols, but such references are not intended to indicate, in any way, that we will
not assert, to the fullest extent under applicable law, our rights or the right of the applicable licensor to these
trademarks, service marks and tradenames. This prospectus may also contain trademarks, service marks,
tradenames and copyrights of other companies, which are the property of their respective owners.

INDUSTRY AND OTHER DATA

This prospectus contains industry, market and competitive position data from our own internal estimates and
research as well as industry and general publications and research surveys and studies conducted by third
parties. Industry publications, studies and surveys generally state that they have been obtained from sources
believe to be reliable, although they do not guarantee the accuracy or completeness of such information. Our
internal data and estimates are based upon information obtained from trade and business organizations and
other contacts in the markets in which we operate and our management’s understanding of industry
conditions. While we believe that each of these studies and publications is reliable, we have not
independently verified market and industry data from third-party sources. While we believe our internal
company research is reliable and the market definitions are appropriate, neither such research nor
definitions have been verified by an independent source.
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PROSPECTUS SUMMARY

This summary highlights selected information contained elsewhere in this prospectus. This summary does
not contain all of the information that you should consider before deciding to invest in our Class A common
stock. You should read the entire prospectus carefully, including “Risk Factors,” “Management’s Discussion
and Analysis of Financial Condition and Results of Operations” and our consolidated financial statements
and the related notes included elsewhere in this prospectus, before making an investment decision. Some of
the statements in this prospectus constitute forward-looking statements. See “Cautionary Note Regarding
Forward-Looking Statements.”

Overview

We are a biopharmaceutical company with an emerging pipeline focused on improving patient outcomes
across a spectrum of debilitating oncologic and neurologic diseases by applying our deep knowledge of
translational bioinformatics to every stage of the drug development process. With more than a decade of
leadership in translational bioinformatics, we have established a track record of generating insights into
drug mechanisms of action and patient treatment responses. Building on these insights, we developed a
disease-agnostic platform that enables us to utilize human data, novel biology and chemistry, and
translational planning to create and advance our wholly owned pipeline. Our current development programs
in oncology are focused on providing treatments for patients with solid tumors caused by mutations of the
MAPK pathway and other oncologic signaling pathways. Our lead product candidate, IMM-1-104, is
designed to be a highly selective dual-MEK inhibitor that further disrupts KSR for the treatment of
advanced solid tumors in patients harboring RAS mutant tumors. We plan to submit an IND for IMM-1-104
to the FDA by . In addition, we anticipate filing at least two additional INDs for our other oncology
programs, one in each of and

Our platform is enabled by our ability to efficiently analyze high-throughput molecular-level biochemical
assays, including transcriptomics, genomics and/or proteomics, collectively referred to as Omics data. These
different types of biochemical assays each provide us with unique information about the molecular
mechanisms of disease biology and drug response. Since our inception, we have partnered with industry-
leading pharmaceutical and biotechnology companies to perform a variety of analyses that utilize our
expertise in translational bioinformatics. Examples publicly disclosed by our partners include our analyses
of ibrutinib, ipilimumab, daratumumab, glatiramer acetate and pridopidine.

In early 2018, we began applying our proprietary platform and approach to internally develop our wholly
owned pipeline of orally administered small molecule drug programs. Our approach played a critical role in
determining the most important characteristics for and creation of IMM-1-104. Specifically, our platform
enables us to:

« leverage insights from human data to identify disease transcriptional profiles we aim to counteract;

« identify novel biology, specifically evaluating new ways to drug an existing target by utilizing our
proprietary Disease Cancelling Technology, or DCT, and analyze mechanisms of existing drugs;

« generate novel chemistry that overcomes MAPK-feedback loops to achieve optimal signaling
dynamics; and

profile IMM-1-104 in a large number of 3D models using our own translational planning to identify
the types of cancer most likely to be sensitive to the product candidate.

Our current oncology programs target mutations of the RAS/RAF/MEK/ERK, or MAPK, and the
PI3BK/AKT/mTOR, or mTOR, pathways. The MAPK and mTOR signaling pathways run parallel to each
other, and in over half of all cancers, one or both of these pathways are inappropriately activated (as
depicted below). Existing drugs targeting these pathways are limited by toxicity, resistance and/or are
narrowly focused on subpopulations with specific mutations. The MAPK and mTOR pathways function to
drive cell proliferation, differentiation, survival and a variety of other cellular functions that are critical for
the formation of tumors.
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Fundamental Cancer Signaling Cellular Pathways: MAPK and mTOR
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Cancer Cell: Growth, Survival, Inflammation, Metabolism, Metastasis

Each of the programs in our oncology pipeline are designed to cause cyclical disruption of abnormal
activation of the MAPK and mTOR signaling pathways while limiting drug-related toxicity. Traditional
drug approaches have been designed to sustain pathway inhibition, which can cause on-target drug-related
toxicity and limit clinical durability as a result of drug holidays or treatment discontinuation. Based on
insights derived from our translational bioinformatics platform, our differentiated approach is to design
drugs with short half-lives that provide enhanced mechanistic control of the target of interest and break
tumor addiction, which is the tumor’s ability to indefinitely self-replicate, metastasize and evade the host’s
immune system, among others capabilities, through deep cyclic disruption of these pathways (i.e., signaling
dynamics). By cyclically disrupting these core oncogenic signaling pathways in cancer cells, we believe we
can create novel therapeutics that maximize therapeutic activity in broad patient populations while
providing an improved tolerability profile (as depicted below). We believe we are pioneers in this unique
approach of leveraging signaling dynamics against tumor addiction.

Signaling Dynamics: Traditional Sustained Inhibition Versus Our Cyclic Approach

Traditional Approach Signaling Dynamics
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Our Wholly Owned Pipeline

Our oncology programs target clinically validated pathways, but we seek to improve patient outcomes
across a wide range of addressable solid tumor types through our differentiated programs. In addition to our
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oncology pipeline, we are also leveraging our platform to build a neuroscience pipeline initially focusing on
Alzheimer’s disease, or AD. Our current pipeline of product candidates and discovery programs is depicted

below.
I S S S B S
Discovery Lead IND-Enabling Phase 1 Phase 2 Phase 3 Upcoming
Optimization Milestones
Oncology IND filing

anticipated
Dual-MEK: IMM-1-104 by
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filings — one in
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Neuroscience
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underway

Dual-MEK Program

Our dual mitogen-activated protein kinase kinase, or MEK, product candidate, IMM-1-104, is designed to
be a highly selective inhibitor of mitogen-activated protein kinase kinase kinase, or ERK, activation
(i.e., phosphorylation), prevent MAPK pathway reactivation and have a short plasma half-life that reduces
sustained pathway inhibition (as depicted below). Unlike MEK inhibitors approved by the U.S. Food and
Drug Administration, or the FDA, IMM-1-104 is designed to prevent RAF-mediated activation of MEK by
engagement of the RAF activation loop on MEK, such as CRAF-bypass, and further disrupt the kinase
suppressor of RAS 1 and 2, or KSR. Additionally, with a short plasma half-life, IMM-1-104 can achieve
deep cyclic inhibition of the MAPK pathway. We believe this innovative method of pathway inhibition
normalizes cancer cell signaling dynamics and prevents further damage to normal healthy cells.
Collectively, we believe these qualities differentiate IMM-1-104 from known MEK inhibitors by potentially
enabling IMM-1-104 to avoid drug resistance while improving tolerability.

Dual-MEK Inhibition Prevents Activation of MEK and Downstream Activation of ERK
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In preclinical studies, we observed that IMM-1-104 inhibits MEK and ERK across a wide range of human
and murine solid tumor models, including those with activating mutations in KRAS, NRAS, HRAS and
BRAF. In addition, we evaluated IMM-1-104 in murine-based KRAS and BRAF mutant solid tumor models
representing lung, colon, pancreas and skin cancer, and observed therapeutic activity with improved
tolerability when compared to current FDA-approved MEK and BRAF inhibitors. We are also currently
evaluating IMM-1-104 in a murine-based NRAS melanoma tumor model. Given the activity and tolerability
observed in these preclinical studies, we believe that IMM-1-104 will deliver clinical benefit as
monotherapy and, in the future, may potentially be administered in select drug combinations for patients
with RAS and/or RAF mutant solid tumors who currently have limited treatment options.

IMM-1-104 is currently undergoing Investigational New Drug, or IND, enabling studies. We plan to submit
an IND for IMM-1-104 to the FDA by . We intend to initiate our first-in-human Phase 1 clinical
trial of IMM-1-104 for the treatment of advanced solid tumors in patients harboring RAS mutant tumors, if
our IND for IMM-1-104 is accepted.

MEK-Immuno-Oncology and Other Oncology Programs

Our MEK-immuno-oncology, or MEK-io, program is focused on developing innovative allosteric MEK
inhibitors to be administered in combination with select immune modulators (e.g., checkpoint inhibitors) for
the treatment of “cold” solid tumors, which are immunologically inaccessible. We believe our
investigational MEK-io program inhibitors target MEK in a way that disrupts the MAPK pathway at ERK
and also reduces baseline MEK activation. We are designing these inhibitors with unique pharmacokinetic,
or PK, and pharmacodynamic, or PD, profiles that enhance cycle inhibition time of MEK and ERK to
optimize the patient’s immune response and promote maximal antitumor responses when administered in
combination with select immune modulators.

We observed an initial in vivo proof-of-concept for our MEK-io program in a widely utilized syngeneic
murine model where we observed synergistic antitumor activity in combination with a checkpoint inhibitor.
Our MEK-io program is currently in the lead optimization stage of development and we are screening
multiple advanced drug analogues for optimal PK and PD profiles that maximally modulate antitumor
responses through cyclic inhibition of MEK and ERK. Top candidates will further be evaluated in vivo for
drug-like properties that demonstrate synergistic therapeutic activity when combined with select immune
modulators in preclinical immunologically cold solid tumor models.

We are leveraging our platform to continue expanding our oncology pipeline by targeting the MAPK and
mTOR pathways in novel ways. We have five additional programs in various stages of drug discovery
focused on targeting these pathways through novel pharmacological approaches.

In addition to the expected IND filing of IMM-1-104, we anticipate filing at least two additional INDs for
our other oncology programs, one in each of and

Neuroscience Programs

AD is the most common form of dementia and one in three adults over the age of 65 succumb to AD-related
dementia or another form of dementia. We believe there are specific subgroups of AD that can be stratified
through gene expression and brain pathology. To identify AD subgroups, we have leveraged our platform to
employ a patient-centric, data-driven approach. AD is a neurodegenerative disorder of uncertain cause and
pathogenesis characterized by memory impairment and further cognitive decline that can ultimately affect
the patient’s behavior, speech, visuospatial orientation and motor system. AD is a complex multifactorial
disease driven by genetic and environmental causes that affects older adults and is one of the leading
sources of morbidity and mortality in the aging population. The estimated total healthcare costs for the
treatment of AD was approximately $305 billion in 2020, with the cost expected to increase to more than $1
trillion by 2050.

Our neuroscience programs are in the early stages of drug discovery, and we are evaluating undisclosed
targets to pursue a unique approach to treating AD. We believe we can slow the progression of AD by
developing targeted therapies for distinct biological mechanisms that we have identified in specific AD
subgroups. Our platform and expertise in neurology and neuroscience have allowed us to determine
biological differences in




TABLE OF CONTENTS

AD patients to help develop novel therapies that may potentially address the significant unmet needs of this
underserved patient population.

Our Team

We were founded in 2008 by our Chief Executive Officer, Benjamin J. Zeskind, Ph.D., and a member of our
board of directors, Robert J. Carpenter, with the goal of leveraging translational bioinformatics to generate
insights into the mechanisms that cause certain patients to respond to specific medicines across multiple
therapeutic areas. Our multi-disciplinary team brings together experts across translational bioinformatics,
preclinical and clinical development in both oncology and neuroscience and includes individuals with
extensive experience at some of the leading pharmaceutical companies, including Johnson & Johnson,
AstraZeneca and Incyte. We are supported by a high-quality group of investors, including entities affiliated
with Cormorant Asset Management, Surveyor Capital (a Citadel company), Rock Springs Capital, T. Rowe
Price Associates, Inc., Perceptive Advisors and LYFE Capital.

Our History

Our company is built on more than a decade of leadership in translational bioinformatics. Since our
founding in 2008, we have established a track record of generating insights into the mechanisms that cause
certain patients to respond to specific medicines across therapeutic areas by analyzing Omics data. Our
computational biology services business has helped us to better understand how translational bioinformatics
can contribute to each stage of drug development, from early drug discovery to clinical development and
through commercialization. However, we recognized the limitations of applying translational bioinformatics
in isolation to specific stages of the drug development process and realized that bioinformatics could be
even more helpful if applied continuously throughout the drug development process. Over time, we have
developed a proprietary technology platform to facilitate that process and, in early 2018, we began applying
the extensive insights from and capabilities of our platform and approach to create a wholly owned pipeline
of drug programs, initially focusing on oncology.

Our Strategy

Our mission is to develop novel therapies by utilizing our disease-agnostic platform to address areas of high
unmet medical need, initially in cancer and neurologic diseases. Our platform allows us to leverage human
biological data in new and creative ways, which provides counterintuitive insights that are not constrained
by the inherent limitations of conventional approaches or prevailing scientific views. We are developing
novel therapies that aim to optimize both safety and efficacy for diseases with suboptimal treatment options.
To achieve our mission, we are executing a near-term strategy with the following key elements:

* Rapidly Advance IMM-1-104 into Clinical Development.
* Progress Our Pipeline of Additional MAPK and mTOR Pathway Programs to IND-Enabling Studies.
« Utilize Our Platform to Advance Our Neuroscience Programs.

* Continue to Grow and Advance Our Platform.

Summary Risk Factors

Investing in our Class A common stock involves substantial risk. Our ability to execute our strategy is also
subject to certain risks. The risks described under the heading “Risk Factors” included elsewhere in this
prospectus may cause us not to realize the full benefits of our strengths or may cause us to be unable to
successfully execute all or part of our strategy. Some of the most significant challenges and risks include the
following:

* We have a limited operating history, have not completed any clinical trials and have no products
approved for commercial sale, which may make it difficult for you to evaluate our current business
and predict our future success and viability.

* We have incurred significant net losses for the past several years and we expect to continue to incur
significant net losses for the foreseeable future and may never maintain profitability.
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Even if this offering is successful, we will require substantial additional capital to finance our
operations. If we are unable to raise such capital when needed, or on acceptable terms, we may be
forced to delay, reduce and/or eliminate one or more of our research and drug development programs
or future commercialization efforts.

The regulatory approval processes of the FDA and other comparable foreign regulatory authorities
are lengthy, time consuming and inherently unpredictable. If we are ultimately unable to obtain
regulatory approval for our product candidates, or to obtain regulatory approval to treat the
indications we seek to treat with our product candidates, we will be unable to generate product
revenue or the level of planned product revenue and our business will be substantially harmed.

We may encounter substantial delays in completing, or ultimately be unable to complete, the
development and commercialization of our product candidates.

The outcome of preclinical studies and early clinical trials may not be predictive of the success of
later clinical trials, and the results of our clinical trials may not satisfy the requirements of the FDA
or other comparable foreign regulatory authorities.

Our current or future product candidates may cause adverse events, toxicities or other undesirable
side effects when used alone or in combination with other approved products or investigational new
drugs that may result in a safety profile that could inhibit regulatory approval, prevent market
acceptance, limit their commercial potential or result in significant negative consequences.

We are early in our development efforts. Our business is substantially dependent on the successful
development of our current and future product candidates. If we are unable to advance our current or
future product candidates through clinical trials, obtain marketing approval to treat the indications
we seek to treat with our product candidates, and ultimately commercialize any product candidates
we develop, or experience significant delays in doing so, our business will be materially harmed.

We are substantially dependent on our platform, including our proprietary technologies such as DCT
and Fluency, which are supported by our information technology systems. Any failure of these or
other elements of our platform will materially harm our business.

Our long-term prospects depend in part upon discovering, developing and commercializing product
candidates, which may fail in development or suffer delays that adversely affect their commercial
viability.

We have never commercialized a product candidate before and may lack the necessary expertise,
personnel and resources to successfully commercialize any products on our own or together with
suitable collaborators.

We face significant competition, and if our competitors develop and market technologies or products
more rapidly than we do or that are more effective, safer or less expensive than the product
candidates we develop, our commercial opportunities will be negatively impacted.

The COVID-19 pandemic and potential future pandemics could continue to adversely impact our
business, including our anticipated clinical trials, supply chain and business development activities.

We substantially rely, and expect to continue to rely, on third parties, including independent clinical
investigators and contract research organizations, or CROs, to conduct certain aspects of our
preclinical studies, and in the future, our clinical trials. If these third parties do not successfully carry
out their contractual duties, comply with applicable regulatory requirements or meet expected
deadlines, we may not be able to obtain regulatory approval for or commercialize our product
candidates and our business could be substantially harmed.

We contract with third parties for the manufacture of our product candidates for preclinical studies,
and expect to continue to do so for clinical trials and ultimately, for commercialization of any
approved product candidate. This reliance on third parties increases the risk that we will not have
sufficient quantities of our product candidates or drugs or such quantities at an acceptable cost,
which could delay, prevent or impair our development or commercialization efforts.

The manufacture of drugs is complex and our third-party manufacturers may encounter difficulties in
production. If any of our third-party manufacturers encounter such difficulties, our ability to provide
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adequate supply of our product candidates for clinical trials or our products for patients, if approved,
could be delayed or prevented.

« If we are unable to obtain and maintain patent and other intellectual property protection for our
product candidates and technologies or if the scope of the intellectual property protection obtained is
not sufficiently broad, our competitors could develop and commercialize products and technology
similar or identical to ours, and our ability to successfully commercialize our products and
technology may be impaired, and we may not be able to compete effectively in our market.

Corporate Information

Our corporate headquarters are located at 245 Main Street, Second Floor, Cambridge, Massachusetts 02142.
Our telephone number is (617) 500-8080. Our principal website address is www.immuneering.com. The
information on or accessed through our website is not incorporated in this prospectus or the registration
statement of which this prospectus forms a part.

Implications of Being an Emerging Growth Company and a Smaller Reporting Company

We qualify as an “emerging growth company,” as defined in the Jumpstart Our Business Startups Act of
2012, as amended, or JOBS Act. As an “emerging growth company” we may take advantage of reduced
reporting requirements that are otherwise applicable to public companies. These provisions include, but are
not limited to:

« the option to present only two years of audited financial statements and only two years of related
“Management’s Discussion and Analysis of Financial Condition and Results of Operations” in this
prospectus;

* not being required to comply with the auditor attestation requirements of Section 404 of the
Sarbanes-Oxley Act of 2002, as amended, or the Sarbanes-Oxley Act;

* not being required to comply with any requirements that may be adopted by the Public Company
Accounting Oversight Board regarding the communication of critical audit matters in the auditor’s
report on financial statements;

« reduced disclosure obligations regarding executive compensation in our periodic reports, proxy
statements and registration statements; and

« exemptions from the requirements of holding a nonbinding advisory vote on executive compensation
and stockholder approval of any golden parachute payments not previously approved.

We may take advantage of these provisions until the last day of our fiscal year following the fifth
anniversary of the completion of this offering. However, if any of the following events occur prior to the
end of such five-year period, (i) our annual gross revenue exceeds $1.07 billion, (ii) we issue more than
$1.0 billion of non-convertible debt in any three-year period, or (iii) we become a “large accelerated filer,”
(as defined in Rule 12b-2 under the Securities Exchange Act of 1934, as amended, or the Exchange Act), we
will cease to be an emerging growth company prior to the end of such five-year period. We will be deemed
to be a “large accelerated filer” at such time that we (a) have an aggregate worldwide market value of
common equity securities held by non-affiliates of $700.0 million or more as of the last business day of our
most recently completed second fiscal quarter, (b) have been required to file annual and quarterly reports
under the Exchange Act, for a period of at least 12 months, and (c) have filed at least one annual report
pursuant to the Exchange Act. Even after we no longer qualify as an emerging growth company, we may
still qualify as a “smaller reporting company,” which would allow us to take advantage of many of the same
exemptions from disclosure requirements including reduced disclosure obligations regarding executive
compensation in this prospectus and our periodic reports and proxy statements.

We have elected to take advantage of certain of the reduced disclosure obligations in the registration
statement of which this prospectus is a part and may elect to take advantage of other reduced reporting
requirements in future filings. As a result, the information that we provide to our stockholders may be
different than you might receive from other public reporting companies. In particular, we have elected to use
the extended transition period for complying with new or revised accounting standards that have different
effective dates for public
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and private companies until the earlier of the date we (i) are no longer an emerging growth company, or
(ii) affirmatively and irrevocably opt out of the extended transition period provided in the JOBS Act. As a
result, our financial statements may not be comparable to companies that comply with new or revised
accounting pronouncements as of public company effective dates. If we were to subsequently elect instead
to comply with these public company effective dates, such election would be irrevocable pursuant to the
JOBS Act.

We are also a “smaller reporting company,” meaning that the market value of our shares held by non-
affiliates plus the proposed aggregate amount of gross proceeds to us as a result of this offering is less than
$700 million and our annual revenue was less than $100 million during the most recently completed fiscal
year. We may continue to be a smaller reporting company after this offering if either (i) the market value of
our shares held by non-affiliates is less than $250 million or (ii) our annual revenue was less than
$100 million during the most recently completed fiscal year and the market value of our shares held by non-
affiliates is less than $700 million. If we are a smaller reporting company at the time we cease to be an
emerging growth company, we may continue to rely on exemptions from certain disclosure requirements
that are available to smaller reporting companies. Specifically, as a smaller reporting company, we may
choose to present only the two most recent fiscal years of audited financial statements in our Annual Report
on Form 10-K and, similar to emerging growth companies, smaller reporting companies have reduced
disclosure obligations regarding executive compensation.
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Class A common stock offered by us

Option to purchase additional shares
Class A common stock to be outstanding

immediately after this offering

Class B common stock to be outstanding
immediately after this offering

Use of proceeds

Voting rights

Risk factors

Dividend policy

Proposed Nasdaq Global Market
symbol

The Offering

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

We have granted the underwriters an option for a period of
30 days to purchase up to additional shares of
Class A common stock.

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

shares of Class B common stock outstanding.

We estimate that the net proceeds from this offering will be
approximately $ million (or approximately $
million if the underwriters exercise their option to purchase
additional shares in full), 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.

We anticipate that we will use the net proceeds of this
offering to advance and expand our clinical and preclinical
development programs and for 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.”

Following the closing of this offering, we will have two
classes of common stock, Class A common stock and
Class B common stock. Holders of our Class A common
stock will be entitled to one vote per share and the Class A
common stock will not be convertible into any other class
of our capital stock. The Class B common stock will not
confer upon their holders any voting rights (except as may
be required by law) and each Class B common stock will be
convertible at any time following the closing of this
offering, at the election of the holder, into one Class A
common stock, subject to certain beneficial ownership
limitations. The Class B common stock, once converted to
Class A common stock, may not be converted back to
Class B common stock. See “Description of Capital Stock
—Common Stock” for more information on the rights of
the holders of our Class A common stock and Class B
common stock.

You should read the section titled “Risk Factors” beginning
on page 13 and the other information included in this
prospectus for a discussion of factors you should consider
carefully before deciding to invest in our Class A common
stock.

We do not currently pay dividends and we do not anticipate
declaring or paying any dividends for the foreseeable
future.

“IMRX.”
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The number of shares of Class A common stock to be outstanding after this offering is based on

shares of our Class A common stock outstanding as of December 31, 2020, and includes an
additional shares of our Class A common stock issuable upon the conversion of all outstanding
shares of our preferred stock on a one-for-one basis immediately prior to the closing of this offering into

shares of Class A common stock, subject to certain beneficial ownership limitations, and

excludes:

shares of Class A common stock issuable upon exercise of outstanding stock options
granted under the Immuneering Corporation Long Term Incentive Plan, or the 2015 Plan, as of
December 31, 2020, at a weighted average exercise price of $ per share;

shares of Class A common stock available for future issuance under the 2015 Plan, as of
December 31, 2020, which such shares will cease to be available for issuance at the time our 2021
Plan (as defined below) becomes effective;

shares of our Class A common stock that will become available for future issuance under
the 2021 Incentive Award Plan, or the 2021 Plan, which will become effective in connection with the
completion of this offering;

shares of Class A common stock that will become available for future issuance under the
employee stock purchase plan, or the ESPP, which will become effective in connection with this
offering, and shares of our Class A common stock that become available pursuant to provisions in the
ESPP that automatically increase the share reserve under the ESPP; and

shares of our Class A common stock issuable upon the exercise of outstanding warrants as
of December 31, 2020 at a weighted average exercise price of $ per share.

Unless we indicate otherwise or the context otherwise requires, all information in this prospectus assumes or
gives effect to:

the filing and effectiveness of our amended and restated certificate of incorporation and the adoption
of our amended and restated bylaws, each of which will occur immediately prior to the closing of
this offering;

the conversion of all outstanding shares of our Series A convertible preferred stock, or Series A
Preferred Stock, and Series B convertible preferred stock, or Series B Preferred Stock, into shares of
our Class A common stock immediately prior to the closing of this offering;

a for split of our common stock, effected on ,2021;

no exercise of the outstanding stock options, restricted stock units, or RSUs, or warrants described
above after December 31, 2020;

no issuances of Class B common stock upon the closing of this offering;

no exercise by the underwriters of their option to purchase up to additional shares of
Class A common stock; and

an assumed initial public offering price of $ per share of Class A common stock, which is the
midpoint of the price range set forth on the cover page of this prospectus.
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1

2

SUMMARY CONSOLIDATED FINANCIAL DATA

Consolidated Statements of Operations Data:
Revenue
Cost of revenue
Gross profit
Operating expenses
Research and development
General and administrative

Total operating expenses

Loss from operations
Other income (expense), net
Interest income (expense), net
Loss on conversion of convertible notes

Net loss

Net loss per share attributable to common stockholders, basic and diluted

Weighted-average common shares outstanding used to compute net loss per
share, basic and diluted®

Pro Forma net loss per share attributable to common shareholders, basic and
diluted®

Pro Forma weighted average shares outstanding used to compute net loss per
share, basic and diluted®

The following tables set forth our summary consolidated financial data for the periods indicated. We have
derived the consolidated statements of operations data for the years ended December 31, 2020 and 2019,
and the consolidated balance sheet data as of December 31, 2020, from our audited consolidated financial
statements included elsewhere in this prospectus. Our historical results are not necessarily indicative of the
results that should be expected for any future period. You should read the following summary consolidated
financial data together with the more detailed information contained in “Selected Consolidated Financial
Data,” “Management’s Discussion and Analysis of Financial Condition and Results of Operations” and our
consolidated financial statements and the related notes included elsewhere in this prospectus.

Year Ended
December 31,

2020 2019

(in thousands, except
share and per share
amounts)

$ 2311 § 1,920

1,280 1,223
1,031 697
15,004 4,279
3,110 2,709
18,114 6,988
(17,083) (6,291)
43 (293)

— (1,125)

$ (17,040) $ (7,709)
$ (482 $ (218)

3,535,811 3,535,811

$  (2.78)

6,127,858

See Note 8 to our consolidated financial statements for the years ended December 31, 2020 and 2019 appearing at the end of this
prospectus for further details on the calculation of basic and diluted net loss per share attributable to common stockholders.

The unaudited pro forma net loss per share for the year ended December 31, 2020 was computed using the weighted-average
number of shares of common stock outstanding, including the pro forma effect of the conversion of all outstanding shares of
Series A Preferred Stock and Series B Preferred Stock into shares of common stock, as if such conversion had occurred at the
beginning of the period, or their issuance dates, if later. The information presented in this table does not give effect to the sale

and issuance of our Series B Preferred Stock that occurred in April and May 2021.

11
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As of December 31, 2020
Pro Pro Forma As
Actual Forma® Adjusted(z)

(in thousands)

Consolidated Balance Sheet Data:

Cash and cash equivalents $37090 $ $
Working capital® 35,475
Total assets 38,423
Total liabilities 2,801
Convertible preferred stock 58,104
Accumulated deficit (25,738)
Total stockholders’ equity (deficit) (22,481)

(1) Gives effect to (i) the receipt of approximately $24.8 million in aggregate net proceeds from the issuance and sale of our Series B
Preferred Stock that occurred in April and May 2021, and (ii) the conversion of all of the outstanding shares of our Series A
Preferred Stock and Series B Preferred Stock into an aggregate of shares of our Class A common stock (and no shares of
Class B common stock) upon the closing of this offering, as if such conversion had occurred on December 31, 2020.

(2)  Gives further effect to the sale of shares of Class A common stock in this offering at 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 underwriting fees and commissions and estimated offering expenses payable by us.

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

The pro forma as adjusted balance sheet data give further effect to our issuance and sale of

shares of our Class A common stock in this offering at 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. Each $1.00 increase (decrease) in the 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) would increase
(decrease) the pro forma as adjusted amount of each of cash and cash equivalents, working capital, total
assets and total stockholders’ equity by $ million, assuming that the number of shares offered by us,
as set forth on the cover page of this prospectus, remains the same and after deducting estimated
underwriting discounts and commissions and estimated offering expenses payable by us. 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’ equity by $ million, assuming no
change in the assumed initial public offering price per share and after deducting estimated underwriting
discounts and commissions and estimated offering expenses payable by us.

12
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RISK FACTORS

You should carefully consider the risks and uncertainties described below and the other information in this
prospectus, including our consolidated financial statements and related notes appearing elsewhere in this
prospectus and in the section titled “Management’s Discussion and Analysis of Financial Condition and
Results of Operations,” before deciding whether to invest in our Class A common stock. Our business,
financial condition, results of operations or prospects could be materially and adversely affected if any of
these risks occurs, and as a result, the market price of our Class A common stock could decline and you
could lose all or part of your investment. This prospectus also contains forward-looking statements that
involve risks and uncertainties. See “Cautionary Note Regarding Forward-Looking Statements.” Our actual
results could differ materially and adversely from those anticipated in these forward-looking statements as a
result of certain factors, including those set forth below.

Risks Related to Our Financial Condition and Capital Requirements

We have a limited operating history in developing pharmaceutical products, have not completed any clinical trials
and have no products approved for commercial sale, which may make it difficult for you to evaluate our current
business and predict our future success and viability.

Pharmaceutical product development is a highly speculative undertaking and involves a substantial degree
of risk. We are a biopharmaceutical company with a limited operating history in developing pharmaceutical
products which makes it difficult to evaluate our business and prospects in future product development. We
have no products approved for commercial sale and have not generated any revenue from product sales. To
date, we have devoted substantially all of our resources and efforts to providing computational biology
services to pharmaceutical and biotechnology companies, organizing and staffing our company, business
planning, executing partnerships, raising capital, discovering, identifying and developing potential product
candidates, securing related intellectual property rights and undertaking research and preclinical studies of
our product candidates, including the anticipated Phase 1 clinical trial of IMM-1-104 for the treatment of
advanced solid tumors in patients harboring RAS mutant tumors. We have not yet demonstrated our ability
to successfully initiate any clinical trials, obtain marketing approvals, manufacture a commercial-scale
product or arrange for a third party to do so on our behalf, or conduct sales and marketing activities
necessary for successful product commercialization. As a result, it may be more difficult for you to
accurately predict our future success or viability to develop new pharmaceutical products than it could be if
we had a longer operating history.

In addition, we may encounter unforeseen expenses, difficulties, complications, delays and other known and
unknown factors and risks frequently experienced by biopharmaceutical companies developing products in
rapidly evolving fields. We also may need to transition from a company with a research focus to a company
capable of supporting commercial activities. If we do not adequately address these risks and difficulties or
successfully make such a transition, our business will suffer.

We have incurred significant net losses for the past several years and we expect to continue to incur significant net
losses for the foreseeable future and may never maintain profitability.

We have incurred net losses in each reporting period for the past several years, have not generated any
revenue from product sales to date and have financed our operations principally through our computational
biology services to pharmaceutical and biotechnology companies, the issuance of convertible debt and the
sale of our convertible preferred stock and Class A common stock. We have incurred net losses of
approximately $17.0 million and $7.7 million for the years ended December 31, 2020 and 2019,
respectively. As of December 31, 2020, we had an accumulated deficit of approximately $25.7 million. Our
losses have resulted principally from expenses incurred in research and development of our product
candidates, from management and administrative costs and other expenses that we have incurred while
building our business infrastructure. Our lead product candidate, IMM-1-104, is undergoing IND-enabling
studies and we expect to submit an IND to the FDA by . We intend to initiate a Phase 1 clinical
trial of IMM-1-104 for the treatment of advanced solid tumors in patients harboring RAS mutant tumors if
our IND for IMM-1-104 is accepted. Our other product candidates are in much earlier stages of drug
development. As a result, we expect that it will be several years, if ever, before we have a commercialized
product and generate revenue from product sales. Even if we succeed in receiving marketing approval for
and commercializing one or more of our product
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candidates, we expect that we will continue to incur substantial research and development and other
expenses as we discover, develop and market additional potential product candidates.

We expect to continue to incur significant losses for the foreseeable future, and we expect these losses to
increase substantially if and as we:

 advance the development of our lead product candidate, IMM-1-04, and our other product candidates
through preclinical and clinical development, and, if approved by the FDA or other comparable
foreign regulatory authorities, commercialization;

« incur manufacturing costs for our product candidates;

« seek regulatory approvals for any of our product candidates that successfully complete clinical trials;
« increase our research and development activities to identify and develop new product candidates;

« hire additional personnel;

« expand our operational, financial and management systems;

 invest in measures to protect and expand our intellectual property;

« establish a sales, marketing, medical affairs and distribution infrastructure to commercialize any
product candidates for which we may obtain marketing approval and intend to commercialize;

« expand our manufacturing and develop our commercialization efforts; and
« operate as a public company.

The net losses we incur may fluctuate significantly from quarter to quarter such that a period-to-period
comparison of our results of operations may not be a good indication of our future performance. 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 working capital and our ability to achieve and maintain profitability.

Even if this offering is successful, we will require substantial additional capital to finance our operations. If we are
unable to raise such capital when needed, or on acceptable terms, we may be forced to delay, reduce and/or
eliminate one or more of our research and drug development programs or future commercialization efforts.

Developing pharmaceutical products, including conducting preclinical studies and clinical trials, is a very
time-consuming, expensive and uncertain process that takes years to complete. Our operations have
consumed substantial amounts of cash since inception, and we expect our expenses to increase in connection
with our ongoing activities, particularly as we initiate and conduct clinical trials of, and seek marketing
approval for our current and any future product candidates. Even if one or more of the product candidates
that we develop is approved for commercial sale, we anticipate incurring significant costs associated with
commercializing any approved product candidate. Our expenses could increase beyond expectations if we
are required by the FDA or other comparable foreign regulatory authorities to perform clinical trials or
preclinical studies in addition to those that we currently anticipate. Other unanticipated costs may also arise.
In addition, if we obtain marketing approval for any of our product candidates, we expect to incur
significant commercialization expenses related to drug sales, marketing, manufacturing and distribution.
Because the design and outcome of our anticipated clinical trials are highly uncertain, we cannot reasonably
estimate the actual amounts necessary to successfully complete the development and commercialization of
any product candidate we develop. Following this offering, we also expect to incur additional costs
associated with operating as a public company. Accordingly, it is likely that we will need to obtain
substantial additional funding in order to maintain our continuing operations in the future.

As of December 31, 2020, we had approximately $37.1 million in cash and cash equivalents. Based on our
current business plans, we believe that the net proceeds from this offering, together with our existing cash
and cash equivalents, will be sufficient to fund our operating expenses and capital expenditures
requirements through . Our estimate as to how long we expect the net proceeds from this
offering, together with our existing cash and cash equivalents, to be able to continue to fund our operating
expenses and capital expenditures requirements is based on assumptions that may prove to be wrong, and
we could use our available
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capital resources sooner than we currently expect. Changing circumstances, some of which may be beyond
our control, could cause us to consume capital significantly faster than we currently anticipate, and we may
need to seek additional funds sooner than planned.

Our future funding requirements will depend on many factors, including, but not limited to:

« the initiation, progress, timeline, cost and results of our clinical trials for our product candidates;

the initiation, progress, timeline, cost and results of additional research and preclinical studies
related to pipeline development and other research programs we initiate in the future;

» the cost and timing of manufacturing activities as we advance our product candidates through
preclinical and clinical development, and commercialization;

« the potential expansion of our current development programs to seek new indications;
« the continued negative impact of the COVID-19 pandemic or future pandemics on our business;

« the outcome, timing and cost of meeting regulatory requirements established by the FDA and other
comparable foreign regulatory authorities;

« the cost of filing, prosecuting, defending and enforcing patent claims and other intellectual property
rights, in-licensed or otherwise;

.

the effect of competing technological and market developments;

« the payment of licensing fees, potential royalty payments and potential milestone payments;
« the cost of general operating expenses;

« the cost and timing of completion of commercial-scale manufacturing activities;

« 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; and

« the cost of operating as a public company.

We plan to use the net proceeds from this offering to advance IMM-1-104 into clinical development,
including to fund our anticipated Phase 1 clinical trial of IMM-1-104 for the treatment of advanced solid
tumors in patients harboring RAS mutant tumors, and additional clinical trials; advance our other preclinical
drug programs and the design and development of new product candidates, in oncology and neuroscience,
and to advance these programs into IND-enabling studies that would support an IND filing for one or more
product candidates; and for working capital and other general corporate purposes, including the continued
advancement of our platform and hiring of additional staff as we expand our operations. Advancing the
development of our product candidates will require a significant amount of capital. The net proceeds from
this offering and our existing cash and cash equivalents will not be sufficient to fund all of the activities that
are necessary to complete the development of our product candidates.

We will be required to obtain further funding through public or private equity offerings, debt financings,
collaborations and licensing arrangements or other sources, which may dilute our stockholders or restrict
our operating activities. We do not have any committed external source of funds. Adequate additional
financing may not be available to us on acceptable terms, or at all. Additionally, the impact of the COVID-
19 pandemic on the capital markets may affect the availability, amount and type of financing available to us
in the future. Our failure to raise capital as and when needed or on acceptable terms would have a negative
impact on our financial condition and our ability to pursue our business strategy, and we may have to delay,
reduce the scope of, suspend or eliminate one or more of our research-stage programs, clinical trials or
future commercialization efforts.

Raising additional capital may cause dilution to our existing stockholders, restrict our operations or require us to
relinquish rights to our product candidates on unfavorable terms to us.

We may seek additional capital through a variety of means, including through public or private equity
offering, debt financings or other sources, including up-front payments and milestone payments from
strategic
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collaborations. To the extent that we raise additional capital through the sale of equity or convertible debt or
equity securities, your ownership interest will be diluted, and the terms may include liquidation or other
preferences that adversely affect your rights as a stockholder. Such financing may result in dilution to
stockholders, imposition of debt covenants, increased fixed payment obligations or other restrictions that
may affect our business. If we raise additional funds through up-front payments or milestone payments
pursuant to strategic collaborations with third parties, we may have to relinquish valuable rights to our
product candidates, or grant licenses on terms that are not favorable to us. In addition, we may seek
additional capital due to favorable market conditions or strategic considerations even if we believe we have
sufficient funds for our current or future operating plans.

Our ability to use our net operating losses and other tax attributes may be limited.

As of December 31, 2020, we had approximately $22.0 million of federal and $14.3 million of state net
operating loss carryforwards, or NOLs, available to offset future taxable income. Under Sections 382 and
383 of the U.S. Internal Revenue Code of 1986, as amended, or the Code, a corporation that undergoes an
“ownership change,” generally defined as a greater than 50% change by value in its equity ownership over a
three-year period is subject to limitations on its ability to utilize its pre-change NOLs and other tax
attributes such as research tax credits to offset future taxable income. We have not performed an analysis to
determine whether our past issuances of stock and other changes in our stock ownership may have resulted
other ownership changes. If it is determined that we have in the past experienced other ownership changes,
or if we undergo one or more ownership changes as a result of this offering or future transactions in our
stock, which may be outside our control, then our ability to utilize NOLs and other pre-change tax attributes
could be further limited by Sections 382 and 383 of the Code, and certain of our NOLs and other pre-change
tax attributes may expire unused. As a result, if or when we earn net taxable income, our ability to use our
pre-change NOLs or other tax attributes to offset such taxable income or otherwise reduce any liability for
income taxes may be subject to limitations, which could adversely affect our future cash flows.

Risks Related to Development, Regulatory Approval and Commercialization

The regulatory approval processes of the FDA and other comparable foreign regulatory authorities are lengthy,
time consuming and inherently unpredictable. If we are ultimately unable to obtain regulatory approval for our
product candidates, or to obtain regulatory approval to treat the indications we seek to treat with our product
candidates, we will be unable to generate product revenue or the level of planned product revenue and our business
will be substantially harmed.

We are not permitted to commercialize, market, promote or sell any product candidate in the United States
without obtaining marketing approval from the FDA. Foreign regulatory authorities impose similar
requirements. The time required to obtain approval by the FDA and other comparable foreign regulatory
authorities is unpredictable, typically takes many years following the commencement of clinical trials and
depends upon numerous factors, including the type, complexity and novelty of the product candidates
involved. In addition, approval policies, regulations or the type and amount of clinical data necessary to
gain approval may change during the course of a product candidate’s clinical development and may vary
among jurisdictions, which may cause delays in the approval or the decision not to approve an application.
Regulatory authorities have substantial discretion in the approval process and may refuse to accept any
application or may decide that our data are insufficient for approval and require additional preclinical,
clinical or other data. Even if we eventually complete clinical testing and receive approval of any regulatory
filing for our product candidates, the FDA and other comparable foreign regulatory authorities may approve
our product candidates for a more limited indication or a narrower patient population than we originally
requested. We have not submitted for, or obtained, regulatory approval for any product candidate, and it is
possible that none of our existing product candidates or any product candidates we may seek to develop in
the future will ever obtain regulatory approval.

Further, development of our product candidates and/or regulatory approval may be delayed for reasons
beyond our control. For example, a U.S. federal government shutdown or budget sequestration, such as ones
that occurred during 2013, 2018 and 2019, may result in significant reductions to the FDA’s budget,
employees and operations, which may lead to slower response times and longer review periods, potentially
affecting our ability to progress development of our product candidates or obtain regulatory approval for our
product candidates.

16



TABLE OF CONTENTS

Applications for our product candidates could fail to receive regulatory approval for many reasons,
including the following:

« the FDA or other comparable foreign regulatory authorities may disagree with the design,
implementation or results of our clinical trials;

« the FDA or other comparable foreign regulatory authorities may determine that our product
candidates are not safe and effective, only moderately effective or have undesirable or unintended
side effects, toxicities or other characteristics that preclude our obtaining marketing approval or
prevent or limit commercial use;

« the population studied in the clinical trial may not be sufficiently broad or representative to assure
efficacy and safety in the full population for which we seek approval;

« the FDA or other comparable foreign regulatory authorities may disagree with our interpretation of
data from preclinical studies or clinical trials;

« the data collected from clinical trials of our product candidates may not be sufficient to support the
submission of a New Drug Application, or NDA, or other submission or to obtain regulatory
approval in the United States or elsewhere;

« we may be unable to demonstrate to the FDA or other comparable foreign regulatory authorities that
a product candidate’s risk-benefit ratio for its proposed indication is acceptable;

 the FDA or other comparable foreign regulatory authorities may fail to approve the manufacturing
processes, test procedures and specifications or facilities of third-party manufacturers with which we
contract for clinical and commercial supplies; and

« the approval policies or regulations of the FDA or other comparable foreign regulatory authorities
may significantly change in a manner rendering our clinical data insufficient for approval.

This lengthy approval process, as well as the unpredictability of the results of clinical trials, may result in
our failing to obtain regulatory approval to market any of our product candidates, which would significantly
harm our business, results of operations and prospects. In addition, the FDA or comparable foreign
regulatory authorities may change their policies, adopt additional regulations or revise existing regulations
or take other actions, which may prevent or delay approval of our future product candidates under
development on a timely basis. Such policy or regulatory changes could impose additional requirements
upon us that could delay our ability to obtain approvals, increase the costs of compliance or restrict our
ability to maintain any marketing authorizations we may have obtained.

In addition, even if we obtain approval of our product candidates, regulatory authorities may approve any of
our product candidates for fewer or more limited indications than we request, may impose significant
limitations in the form of narrow indications, warnings, or a Risk Evaluation and Mitigation Strategy, or
REMS. Regulatory authorities may not approve the price we intend to charge for products we may develop,
may grant approval contingent on the performance of costly post-marketing clinical trials, or may approve a
product candidate with a label that does not include the labeling claims necessary or desirable for the
successful commercialization of that product candidate. Any of the foregoing scenarios could seriously
harm our business.

We may not be able to file INDs or IND amendments or comparable documents in foreign jurisdictions to
commence additional clinical trials on the timelines we expect, and even if we are able to, the FDA may not permit
us to proceed.

While we plan to submit INDs or comparable documents for our potential product candidates, we may not
be able to file such INDs or comparable documents on the timeline we expect. For example, we may
experience manufacturing delays or other delays with IND-enabling studies. Moreover, we cannot be sure
that submission of an IND or comparable document will result in the FDA or other comparable foreign
regulatory authorities allowing further clinical trials to begin, or that, once begun, issues will not arise that
suspend or terminate clinical trials. Additionally, even if such regulatory authorities agree with the design
and implementation of the clinical trials set forth in an IND, we cannot guarantee that such regulatory
authorities will not change their requirements in the future. These considerations also apply to new clinical
trials we may submit as
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amendments to existing INDs or to a new IND. Any failure to file INDs on the timelines we expect or to
obtain regulatory approvals for our trials may prevent us from completing our clinical trials or
commercializing our products on a timely basis, if at all.

Our company has limited experience in designing clinical trials and may experience delays or unexpected
difficulties in obtaining regulatory approval for our current and future product candidates.

We have limited experience in designing clinical trials and may be unable to design and execute a clinical
trial to support marketing approval. We cannot be certain that our planned clinical trials or any future
clinical trials will be successful. It is possible that the FDA may refuse to accept any or all of our planned
NDAs for substantive review or may conclude after review of our data that our application is insufficient to
obtain regulatory approval for any product candidates. If the FDA does not approve any of our planned
NDAs, it may require that we conduct additional costly clinical trials, preclinical studies or manufacturing
validation studies before it will reconsider our applications. Depending on the extent of these or any other
FDA-required studies, approval of any NDA or other application that we submit may be significantly
delayed, possibly for several years, or may require us to expend more resources than we have available. Any
failure or delay in obtaining regulatory approvals would prevent us from commercializing our product
candidates, generating revenues and achieving and sustaining profitability. It is also possible that additional
studies, if performed and completed, may not be considered sufficient by the FDA to approve any NDA or
other application that we submit. If any of these outcomes occur, we may be forced to abandon the
development of our product candidates, which would materially adversely affect our business and could
potentially cause us to cease operations. We face similar risks for our applications in foreign jurisdictions.

We may encounter substantial delays in completing, or ultimately be unable to complete, the development and
commercialization of our product candidates.

Before obtaining marketing approval from the FDA or other comparable foreign regulatory authorities for
the sale of our product candidates, we must complete preclinical development and extensive clinical trials to
demonstrate the safety and efficacy of our product candidates. Clinical testing is expensive, difficult to
design and implement, can take many years to complete and its ultimate outcome is uncertain. A failure of
one or more clinical trials can occur at any stage of the process. The outcome of preclinical studies and
early-stage clinical trials may not be predictive of the success of later clinical trials. Moreover, preclinical
and clinical data are often susceptible to varying interpretations and analyses, and many companies that
have believed their product candidates performed satisfactorily in preclinical studies and clinical trials have
nonetheless failed to obtain marketing approval of their drugs. The outcome of preclinical studies and early-
stage clinical trials may not be predictive of the success of later clinical trials.

In addition, we are substantially dependent on preclinical, clinical and quality data generated by CROs and
other third parties for regulatory submissions for our product candidates. While we have or will have
agreements governing these third parties’ services, we have limited influence over their actual performance.
If these third parties do not make data available to us, or, if applicable, make regulatory submissions in a
timely manner, in each case pursuant to our agreements with them, our development programs may be
significantly delayed, and we may need to conduct additional studies or collect additional data
independently. In either case, our development costs would increase, perhaps substantially.

We do not know whether our future clinical trials will begin on time or enroll patients on time, or whether
our future clinical trials will be completed on schedule or at all. Clinical trials can be delayed for a variety
of reasons, including delays related to:

« the FDA or comparable foreign regulatory authorities disagreeing as to the design or implementation
of our clinical studies;

« obtaining regulatory authorizations to commence a trial or reaching a consensus with regulatory
authorities on trial design;

« any failure or delay in reaching an agreement with CROs and clinical trial sites, the terms of which
can be subject to extensive negotiation and may vary significantly among different CROs and trial
sites;

obtaining approval from one or more institutional review boards, or IRBs;
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« IRBs refusing to approve, suspending or terminating the trial at an investigational site, precluding
enrollment of additional subjects, or withdrawing their approval of the trial;

« delays in enrollment due to travel or quarantine policies, or other factors related to COVID-19, other
pandemics or other events outside our control;

« changes to clinical trial protocol;

clinical sites deviating from trial protocol or dropping out of a trial;

« manufacturing sufficient quantities of product candidates or obtaining sufficient quantities of
combination therapies for use in clinical trials;

subjects failing to enroll or remain in our trial at the rate we expect, or failing to return for post-
treatment follow-up;

« subjects choosing an alternative treatment for the indication for which we are developing our product
candidates, or participating in competing clinical trials;

« lack of adequate funding to continue the clinical trial;
 subjects experiencing severe or unexpected drug-related adverse effects;

* occurrence of serious adverse events in trials of the same class of agents conducted by other
companies;

.

selection of clinical end points that require prolonged periods of clinical observation or analysis of
the resulting data;

« a facility manufacturing our product candidates or any of their components being ordered by the
FDA or comparable foreign regulatory authorities to temporarily or permanently shut down due to
violations of current good manufacturing practice, or cGMP, regulations or other applicable
requirements, or infections or cross-contaminations of product candidates in the manufacturing
process;

+ any changes to our manufacturing process that may be necessary or desired;

.

third-party clinical investigators losing the licenses or permits necessary to perform our clinical
trials, not performing our clinical trials on our anticipated schedule or consistent with the clinical
trial protocol, good clinical practices, or GCP, or other regulatory requirements;

third-party contractors not performing data collection or analysis in a timely or accurate manner; or

« third-party contractors becoming debarred or suspended or otherwise penalized by the FDA or other
government or regulatory authorities for violations of regulatory requirements, in which case we may
need to find a substitute contractor, and we may not be able to use some or all of the data produced
by such contractors in support of our marketing applications.

For instance, the ongoing COVID-19 pandemic and the measures taken by the governmental authorities
could disrupt the supply chain and the manufacture or shipment of drug substances and finished drug
products for our product candidates for use in our research and clinical trials, delay, limit or prevent our
employees and CROs from continuing research and development activities, impede the ability of patients to
enroll or continue in clinical trials, or impede testing, monitoring, data collection and analysis or other
related activities, any of which could delay our clinical trials and increase our development costs, and have
a material adverse effect on our business, financial condition and results of operations.

We could also encounter delays if a clinical trial is suspended or terminated by us, by the IRBs of the
institutions in which such trials are being conducted, by a Data Safety Monitoring Board for such trial or by
the FDA or comparable foreign regulatory authorities. Such authorities may impose such a suspension or
termination due to a number of factors, including failure to conduct the clinical trial in accordance with
regulatory requirements or our clinical protocols, inspection of the clinical trial operations or trial site by
the FDA or comparable foreign regulatory authorities resulting in the imposition of a clinical hold,
unforeseen safety issues or adverse side effects, failure to demonstrate a benefit from using a drug, changes
in governmental regulations or administrative actions or lack of adequate funding to continue the clinical
trial. In addition, changes in regulatory requirements and policies may occur, and we may need to amend
clinical trial protocols
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to comply with these changes. Amendments may require us to resubmit our clinical trial protocols to IRBs
for reexamination, which may impact the costs, timing or successful completion of a clinical trial.

Further, conducting clinical trials in foreign countries, as we may do for our product candidates, presents
additional risks that may delay completion of our clinical trials. These risks include the failure of enrolled
patients in foreign countries to adhere to clinical protocol as a result of differences in healthcare services or
cultural customs, managing additional administrative burdens associated with foreign regulatory schemes,
as well as political and economic risks relevant to such foreign countries.

Additionally, if the results of our clinical trials are inconclusive or if there are safety concerns or serious
adverse events associated with our product candidates, we may:

 be delayed in obtaining marketing approval, if at all;

.

obtain approval for indications or patient populations that are not as broad as intended or desired;

+ obtain approval with labeling that includes significant use or distribution restrictions or safety
warnings

+ be subject to additional post-marketing testing requirements;

 be required to perform additional clinical trials to support approval or be subject to additional post-
marketing testing requirements;

« have regulatory authorities withdraw, or suspend, their approval of the drug or impose restrictions on
its distribution in the form of a modified REMS;

» be subject to the addition of labeling statements, such as warnings or contraindications;
« be sued; or
« experience damage to our reputation.

Our development costs will also increase if we experience delays in testing or obtaining marketing
approvals. We do not know whether any of our preclinical studies or clinical trials will begin as planned,
need to be restructured or be completed on schedule, if at all. Any delay in, or termination of, our clinical
trials will delay the submission of an NDA to the FDA or similar applications with comparable foreign
regulatory authorities and, ultimately, our ability to commercialize our product candidates, if approved, and
generate product revenue. Even if our clinical trials are completed as planned, we cannot be certain that
their results will support our claims for differentiation or the effectiveness or safety of our product
candidate. The FDA has substantial discretion in the review and approval process and may disagree that our
data support the claims we propose.

Moreover, principal investigators for our clinical trials may serve as scientific advisors or consultants to us
from time to time and receive compensation in connection with such services. Under certain circumstances,
we may be required to report some of these relationships to the FDA or comparable foreign regulatory
authorities. The FDA or comparable foreign regulatory authorities may conclude that a financial
relationship between us and a principal investigator has created a conflict of interest or otherwise affected
interpretation of the study. The FDA or comparable foreign regulatory authorities may therefore question
the integrity of the data generated at the applicable clinical trial site and the utility of the clinical trial itself
may be jeopardized. This could result in a delay in approval, or rejection, of our marketing applications by
the FDA or comparable foreign regulatory authorities, as the case may be, and may ultimately lead to the
denial of marketing approval of one or more of our product candidates.

If we experience delays in the completion of, or termination of, any clinical trial of our product candidates,
the commercial prospects of our product candidates will be harmed, and our ability to generate product
revenues from any of these product candidates will be delayed. Moreover, any delays in completing our
clinical trials will increase our costs, slow down our product candidate development and approval process
and jeopardize our ability to commence product sales and generate revenues.

In addition, many of the factors that cause, or lead to, termination or suspension of, or a delay in the
commencement or completion of, clinical trials may also ultimately lead to the denial of regulatory approval
of a product candidate. Any delays to our clinical trials that occur as a result could shorten any period
during which we may have the exclusive right to commercialize our product candidates and our competitors
may be
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able to bring products to market before we do, and the commercial viability of our product candidates could
be significantly reduced. Any of these occurrences may harm our business, financial condition and
prospects significantly.

The outcome of preclinical studies and early clinical trials may not be predictive of the success of later clinical trials,
and the results of our clinical trials may not satisfy the requirements of the FDA or other comparable foreign
regulatory authorities.

Before obtaining regulatory approvals for the commercial sale of any of our product candidates, we will be
required to demonstrate with substantial evidence through well-controlled clinical trials that our product
candidates are safe and effective for their intended uses. Clinical testing is expensive and can take
many years to complete, and its outcome is inherently uncertain. Failure can occur at any time during the
clinical trial process. Success in preclinical studies and early-stage clinical trials does not mean that future
clinical trials will be successful. We do not know whether any of our product candidates will perform in
current or future clinical trials as they have performed in preclinical studies. Product candidates in later-
stage clinical trials may fail to demonstrate sufficient safety and efficacy to the satisfaction of the FDA or
other comparable foreign regulatory authorities despite having progressed through preclinical studies and
early-stage clinical trials.

In some instances, there can be significant variability in safety and efficacy results between different
clinical trials of the same product candidate due to numerous factors, including changes in trial protocols,
differences in size and type of the patient populations, differences in and adherence to the dosing regimen
and other trial protocols and the rate of dropout among clinical trial participants. Patients treated with our
product candidates may also be undergoing surgical, radiation and chemotherapy treatments and may be
using other approved products or investigational new drugs, which can cause side effects or adverse events
that are unrelated to our product candidate. As a result, assessments of efficacy can vary widely for a
particular patient, and from patient to patient and site to site within a clinical trial. This subjectivity can
increase the uncertainty of, and adversely impact, our clinical trial outcomes. We do not know whether any
clinical trials we may conduct will demonstrate consistent or adequate efficacy and safety sufficient to
obtain marketing approval to market our product candidates. Most product candidates that begin clinical
trials are never approved by regulatory authorities for commercialization.

We have limited experience in designing clinical trials and may be unable to design and execute a clinical
trial to support marketing approval. We cannot be certain that our planned clinical trials or any other future
clinical trials will be successful. Additionally, any safety concerns observed in any one of our clinical trials
in our targeted indications could limit the prospects for regulatory approval of our product candidates in
those and other indications, which could seriously harm our business.

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 comparable foreign regulatory authority approval. We
cannot guarantee that the FDA or comparable foreign regulatory authorities will interpret trial results as we
do, and more trials could be required before we are able to submit applications seeking approval of our
product candidates. To the extent that the results of the trials are not satisfactory to the FDA or comparable
foreign regulatory authorities for support of a marketing application, we may be required to expend
significant resources, which may not be available to us, to conduct additional trials in support of potential
approval of our product candidates. Even if regulatory approval is secured for any of our product
candidates, the terms of such approval may limit the scope and use of our product candidate, which may
also limit its commercial potential. Furthermore, the approval policies or regulations of the FDA or
comparable foreign regulatory authorities may significantly change in a manner rendering our clinical data
insufficient for approval, which may lead to the FDA or comparable foreign regulatory authorities delaying,
limiting or denying approval of our product candidates.

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

From time to time, we may publicly disclose preliminary or top-line data from our preclinical studies and
clinical trials, which is based on a preliminary analysis of then-available data, and the results and related
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findings and conclusions are subject to change following a more comprehensive review of the data related
to the particular study or trial. We also make assumptions, estimations, calculations and conclusions as part
of our analyses of data, and we may not have received or had the opportunity to fully and carefully evaluate
all data. As a result, the top-line or preliminary results that we report may differ from future results of the
same studies, or different conclusions or considerations may qualify such results, once additional data have
been received and fully evaluated. Top-line and preliminary data also remain subject to audit and
verification procedures that may result in the final data being materially different from the top-line or
preliminary data we previously published. As a result, top-line and preliminary data should be viewed with
caution until the final data are available.

From time to time, we may also disclose interim data from our preclinical studies and 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 or
as patients from our clinical trials continue other treatments for their disease. Adverse differences between
preliminary or interim data and final data could significantly harm our business prospects. Further,
disclosure of interim data by us or by our competitors could result in volatility in the trading price of our
Class A common stock.

Further, others, including regulatory agencies, may not accept or agree with our assumptions, estimates,
calculations, conclusions or analyses or may interpret or weigh the importance of data differently, which
could impact the value of the particular program, the approvability or commercialization of the particular
product candidate or product and our company in general. In addition, the information we choose to
publicly disclose regarding a particular study or clinical trial is based on what is typically extensive
information, and you or others may not agree with what we determine is material or otherwise appropriate
information to include in our disclosure. If the interim, top-line, or preliminary data that we report differ
from actual results, or if others, including regulatory authorities, disagree with the conclusions reached, our
ability to obtain approval for, and commercialize, our product candidates may be harmed, which could harm
our business, results of operations, prospects or financial condition. Moreover, such disclosure could
adversely affect the trading price of our Class A common stock.

Our current or future product candidates may cause adverse events, toxicities or other undesirable side effects when
used alone or in combination with other approved products or investigational new drugs that may result in a safety
profile that could inhibit regulatory approval, prevent market acceptance, limit their commercial potential or result
in significant negative consequences.

As is the case with pharmaceuticals generally, it is likely that there may be side effects and adverse events
associated with the use of our product candidates. Results of our preclinical studies and clinical trials could
reveal a high and unacceptable severity and prevalence of side effects or unexpected characteristics.
Undesirable side effects caused by our product candidates could cause us or regulatory authorities to
interrupt, delay or halt clinical trials and could result in a more restrictive label or the delay or denial of
regulatory approval by the FDA or comparable foreign regulatory authorities. The drug-related side effects
could affect patient recruitment or the ability of enrolled patients to complete the trial or result in potential
product liability claims. Any of these occurrences may harm our business, financial condition and prospects
significantly.

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

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

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

Additionally, if any of our product candidates receives regulatory approval, and we or others later identify
undesirable side effects caused by such product, a number of potentially significant negative consequences
could result. For example, the FDA could require us to adopt a REMS to ensure that the benefits of
treatment with such product candidate outweigh the risks for each potential patient, which may include,
among other things, a communication plan to health care practitioners, patient education, extensive patient
monitoring or distribution systems and processes that are highly controlled, restrictive and costlier than
what is typical for the industry. We or our collaborators may also be required to adopt a REMS or engage in
similar actions, such as patient education, certification of health care professionals or specific monitoring, if
we or others later identify undesirable side effects caused by any product that we develop alone or with
collaborators. Other potentially significant negative consequences include that:

* we may be forced to suspend marketing of that product, or be forced to or decide to remove the
product form the marketplace;

« regulatory authorities may withdraw or change their approvals of that product in one or more
countries;

.

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

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

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

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

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

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

If we experience delays or difficulties in the enrollment and/or maintenance of patients in clinical trials, our clinical
development activities could be delayed or otherwise adversely affected.

Patient enrollment is a significant factor in the timing of clinical trials, and the timing of our clinical trials
depends, in part, on the speed at which we can recruit patients to participate in our trials, as well as
completion of required follow-up periods. We may not be able to initiate or continue clinical trials for our
product candidates if we are unable to locate and enroll a sufficient number of eligible patients to participate
in these trials to such trial’s conclusion as required by the FDA or other comparable foreign regulatory
authorities. Additionally, our clinical trials will compete with other clinical trials for product candidates that
focusing on the same therapeutic targets (e.g., evaluating patients harboring RAS mutant tumors) as our
current and
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potential future product candidates, which may further limit enrollment of eligible patients or may result in
slower enrollment than we anticipate. The eligibility criteria of our clinical trials, once established, may
further limit the pool of available trial participants.

Patient enrollment may also be affected if our competitors have ongoing clinical trials for product
candidates that are under development for the same indications as our product candidates, and patients who
would otherwise be eligible for our clinical trials instead enroll in clinical trials of our competitors’ product
candidates. Patient enrollment for any of our clinical trials may be affected by other factors, including:

« size and nature of the patient population;

« severity of the disease under investigation;

.

availability and efficacy of approved drugs for the disease under investigation;

.

patient eligibility criteria for the trial in question as defined in the protocol;
« perceived risks and benefits of the product candidate under study;

« clinicians’ and patients’ perceptions as to the potential advantages of the product candidate being
studied in relation to other available therapies, including any new products that may be approved for
the indications we are investigating;

« efforts to facilitate timely enrollment in clinical trials;

« patient referral practices of physicians;

the ability to monitor patients adequately during and after treatment;
 proximity and availability of clinical trial sites for prospective patients;

+ continued enrollment of prospective patients by clinical trial sites;

the risk that patients enrolled in clinical trials will drop out of the trials before completion or,
because they may be late-stage cancer patients, will not survive the full terms of the clinical trials;
and

.

delays or difficulties in enrollment and completion of studies due to the COVID-19 pandemic or any
future pandemic.

Our inability to enroll a sufficient number of patients for our clinical trials would result in significant delays
or may require us to abandon one or more clinical trials altogether. Enrollment delays in our clinical trials
may result in increased development costs for our product candidates and jeopardize our ability to obtain
marketing approval for the sale of our product candidates. Furthermore, even if we are able to enroll a
sufficient number of patients for our clinical trials, we may have difficulty maintaining enrollment of such
patients in our clinical trials.

Even if approved, our product candidates may not achieve adequate market acceptance among physicians, patients,
healthcare payors and others in the medical community necessary for commercial success.

Even if our product candidates receive regulatory approval, they may not gain adequate market acceptance
among physicians, patients, healthcare payors and others in the medical community. The degree of market
acceptance of any of our approved product candidates will depend on a number of factors, including:

« the efficacy and safety profile as demonstrated in clinical trials compared to alternative treatments;

.

the timing of market introduction of the product candidate as well as competitive products;

« the clinical indications for which the product candidate is approved;

restrictions on the use of our product candidates, such as boxed warnings or contraindications in
labeling, or a REMS, if any, which may not be required of alternative treatments and competitor
products;

« the potential and perceived advantages of product candidates over alternative treatments;

« the cost of treatment in relation to alternative treatments;
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the availability of coverage and adequate reimbursement, as well as pricing, by third-party payors,
including government authorities;

.

the availability of the approved product candidate for use as a combination therapy;
« relative convenience and ease of administration;

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

« the effectiveness of sales and marketing efforts;

.

unfavorable publicity relating to our products or product candidates or similar approved products or
product candidates in development by third parties; and

« the approval of other new therapies for the same indications.

If any of our product candidates is approved but does not achieve an adequate level of acceptance by
physicians, hospitals, healthcare payors and patients, we may not generate or derive sufficient revenue from
that product candidate and our financial results could be negatively impacted.

We may be unable to obtain U.S. or foreign regulatory approvals and, as a result, may be unable to commercialize
our product candidates.

Our product candidates are subject to extensive governmental regulations relating to, among other things,
research, testing, development, manufacturing, safety, efficacy, approval, recordkeeping, reporting, labeling,
storage, packaging, advertising and promotion, pricing, marketing and distribution of drugs. Rigorous
preclinical testing and clinical trials and an extensive regulatory approval process must be successfully
completed in the United States and in many foreign jurisdictions before a new drug can be marketed.
Satisfaction of these and other regulatory requirements is costly, time consuming, uncertain and subject to
unanticipated delays. We cannot provide any assurance that any product candidate we may develop will
progress through required clinical testing and obtain the regulatory approvals necessary for us to begin
selling them.

We have not conducted, managed or completed large-scale or pivotal clinical trials nor managed the
regulatory approval process with the FDA or any other regulatory authority. The time required to obtain
approvals from the FDA and other regulatory authorities is unpredictable, and requires successful
completion of extensive clinical trials which typically takes many years, depending upon the type,
complexity and novelty of the product candidate. The standards that the FDA and its foreign counterparts
use when evaluating clinical trial data can and often changes during drug development, which makes it
difficult to predict with any certainty how they will be applied. We may also encounter unexpected delays or
increased costs due to new government regulations, including future legislation or administrative action, or
changes in FDA policy during the period of drug development, clinical trials and FDA regulatory review.

Any delay or failure in seeking or obtaining required approvals would have a material and adverse effect on
our ability to generate revenue from the particular product candidate for which we are developing and
seeking approval. Furthermore, any regulatory approval to market a drug may be subject to significant
limitations on the approved uses or indications for which we may market the drug or the labeling or other
restrictions. In addition, the FDA has the authority to require a REMS as part of approving a NDA, or after
approval, which may impose further requirements or restrictions on the distribution or use of an approved
drug. These requirements or restrictions might include limiting prescribing to certain physicians or medical
centers that have undergone specialized training, limiting treatment to patients who meet certain safe-use
criteria and requiring treated patients to enroll in a registry. These limitations and restrictions may
significantly limit the size of the market for the drug and affect reimbursement by third-party payors.

We are also subject to numerous foreign regulatory requirements governing, among other things, the
conduct of clinical trials, manufacturing and marketing authorization, pricing and third-party
reimbursement. The foreign regulatory approval process varies among countries, and generally includes all
of the risks associated with FDA approval described above as well as risks attributable to the satisfaction of
local regulations in foreign jurisdictions. Moreover, the time required to obtain approval may differ from
that required to obtain FDA approval.
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Our approach to the discovery and development of product candidates is unproven, and we may not be successful in
our efforts to use and expand our DCT platform to build a pipeline of product candidates with commercial value.

A key element of our strategy is to use and expand our DCT platform to build a pipeline of product
candidates and progress these product candidates through clinical development for the treatment of various
cancers. Although our research and development efforts to date have resulted in our discovery and
preclinical development of IMM-1-104, it and other product candidates may not be safe or effective for the
indications for which we study them in clinical trials, and we may not be able to develop any other product
candidates. Our DCT platform is evolving and may not reach a state at which building a pipeline of product
candidates is possible.

We have not commenced clinical trials for any product candidates developed with our DCT platform. The
scientific research that forms the basis of our efforts to develop product candidates with our platforms is
still ongoing. Further, the scientific evidence to support the feasibility of developing therapeutic treatments
based on our DCT platform is both preliminary and limited. As a result, we are exposed to a number of
unforeseen risks and it is difficult to predict the types of challenges and risks that we may encounter during
development of our product candidates. For example, we have not tested any of the product candidates
being developed using our DCT platform in humans, and our current data is limited to animal models and
preclinical cell lines, the results of which may not translate into humans. As a result, it is possible that
safety events or concerns could negatively affect the development of our product candidates, including
adversely affecting patient enrollment among the patient populations that we intend to treat.

Given the novelty of our technologies, we intend to work closely with the FDA and comparable foreign
regulatory authorities to perform the requisite scientific analyses and evaluation of our methods to obtain
regulatory approval for our product candidates; however, due to a lack of comparable experiences, the
regulatory pathway with the FDA and comparable regulatory authorities may be more complex and time-
consuming relative to other more well-known therapeutics. Even if we obtain human data to support our
product candidates, the FDA or comparable foreign regulatory agencies may lack experience in evaluating
the safety and efficacy of our product candidates developed using our platforms, which could result in a
longer than expected regulatory review process, increase our expected development costs, and delay or
prevent commercialization of our product candidates. The validation process takes time and resources, may
require independent third-party analyses, and may not be accepted or approved by the FDA and comparable
foreign regulatory authorities. We cannot be certain that our approach will lead to the development of
approvable or marketable products, alone or in combination with other therapies.

Additionally, a key element of our strategy is to use and expand our platforms to build a pipeline of product
candidates and progress those product candidates through clinical development for the treatment of a variety
of different types of diseases. Although our research and development efforts to date have been focused on
identifying a pipeline of product candidates directed at various disease types, we may not be able to develop
product candidates that are safe and effective. Even if we are successful in building our pipeline, the
potential product candidates that we identify may not be suitable for clinical development, including as a
result of being shown to have harmful side effects or other characteristics that indicate that they are unlikely
to be approvable or marketable products that will receive marketing approval and achieve market
acceptance. If we do not continue to successfully develop, get approval for and begin to commercialize any
product candidates, we will face difficulty in obtaining product revenue in future periods, which could result
in significant harm to our financial position and adversely affect our share price.

Even if we are successful in building our pipeline of product candidates, the potential product candidates
that we identify may not be suitable for clinical development or generate acceptable clinical data, including
as a result of being shown to have unacceptable toxicity or other characteristics that indicate that they are
unlikely to be products that will receive marketing approval from the FDA or other regulatory authorities or
achieve market acceptance. If we do not successfully develop and commercialize product candidates, we
will not be able to generate product revenue in the future, which likely would result in significant harm to
our financial position and adversely affect our stock price.
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We may develop our current and future product candidates in combination with other therapies, which exposes us to
additional risks.

We may also develop certain product candidates as biologic/drug combination products. Additional time
may be required to obtain regulatory approval for our product candidates if they are combination products.
Our product candidates that may be biologic/drug combination products will require coordination within the
FDA and other comparable foreign regulatory authorities for review of their biologic and drug components.
Although the FDA and other comparable foreign regulatory authorities have systems in place for the review
and approval of combination products, we may experience delays in the development and commercialization
of our product candidates that may be combination products due to regulatory timing constraints and
uncertainties in the product development and approval process.

In addition, even if any product candidate we develop were to receive marketing approval or be
commercialized for use in combination with other existing therapies, we would continue to be subject to the
risks that the FDA or comparable foreign regulatory authorities outside of the United States could revoke
approval of the therapy used in combination with our product or that safety, efficacy, manufacturing or
supply issues could arise with any of those existing therapies. If the therapies we use in combination with
our product candidates are replaced as the standard of care for the indications we choose for any of our
product candidates, the FDA or comparable foreign regulatory authorities may require us to conduct
additional clinical trials. The occurrence of any of these risks could result in our own products, if approved,
being removed from the market or being less successful commercially.

We also may choose to evaluate our current product candidates or any other future product candidates in
combination with one or more cancer therapies that have not yet been approved for marketing by the FDA
or comparable foreign regulatory authorities. We will not be able to market and sell our product candidates
we develop in combination with an unapproved cancer therapy for a combination indication if that
unapproved therapy does not ultimately obtain marketing approval either alone or in combination with our
product. In addition, unapproved cancer therapies face the same risks described with respect to our product
candidates currently in development and clinical trials, including the potential for serious adverse effects,
delay in their clinical trials and lack of FDA approval.

If the FDA or comparable foreign regulatory authorities do not approve these other drugs or revoke their
approval of, or if safety, efficacy, quality, manufacturing or supply issues arise with, the drugs we choose to
evaluate in combination with our product candidate we develop, we may be unable to obtain approval of or
market such combination therapy.

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

We may in the future seek an accelerated approval for one or more of our product candidates. Under the
accelerated approval program, the FDA may grant accelerated approval to a product candidate designed to
treat a serious or life-threatening condition that provides meaningful therapeutic benefit over available
therapies upon a determination that the product candidate has an effect on a surrogate endpoint or
intermediate clinical endpoint that is reasonably likely to predict clinical benefit. The FDA considers a
clinical benefit to be a positive therapeutic effect that is clinically meaningful in the context of a given
disease, such as irreversible morbidity or mortality. For the purposes of accelerated approval, a surrogate
endpoint is a marker, such as a laboratory measurement, radiographic image, physical sign, or other measure
that is thought to predict clinical benefit, but is not itself a measure of clinical benefit. An intermediate
clinical endpoint is a clinical endpoint that can be measured earlier than an effect on irreversible morbidity
or mortality that is reasonably likely to predict an effect on irreversible morbidity or mortality or other
clinical benefit. The accelerated approval pathway may be used in cases in which the advantage of a new
drug over available therapy may not be a direct therapeutic advantage, but is a clinically important
improvement from a patient and public health perspective. If granted, accelerated approval is usually
contingent on the sponsor’s agreement to

27



TABLE OF CONTENTS

conduct, in a diligent manner, additional post-approval confirmatory studies to verify and describe the
drug’s clinical benefit. If such post-approval studies fail to confirm the drug’s clinical benefit, the FDA may
withdraw its approval of the drug.

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

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

Because we have limited financial and managerial resources, we focus on research programs, therapeutic
platforms and product candidates that we identify for specific indications. As a result, we may forego or
delay pursuit of opportunities with other therapeutic platforms or product candidates or for other indications
that later prove to have greater commercial potential or a greater likelihood of success than our product
candidates. Our resource allocation decisions may cause us to fail to capitalize on viable commercial
products or profitable market opportunities. Our spending on current and future research and development
programs, therapeutic platforms and product candidates for specific indications may not yield any
commercially viable products.

Risks Related to Our Business

We are early in our development efforts. Our busi is sub ially dep 1t on the successful development of
our current and future product candidates. If we are unable to advance our current or future product candidates
through clinical trials, obtain marketing approval to treat the indications we seek to treat with our product
candidates, and ultimately commercialize any product candidates we develop, or experience significant delays in
doing so, our business will be materially harmed.

7,

We are early in our development efforts and we have not yet completed our IND-enabling studies for our
lead product candidate, IMM-1-104. Our other product candidates are in much earlier stages of drug
development. We have invested substantially all of our efforts and financial resources in the identification of
targets and preclinical development of small molecules targeting the MAPK and mTOR pathways in cancer
therapy and small molecules targeting central nervous system disorders, including AD.

The success of our business, including our ability to finance our company and generate revenue from
products in the future, which we do not expect will occur for several years, if ever, will depend heavily on
the successful development and eventual commercialization of the product candidates we develop, which
may never occur. Our current product candidates, and any future product candidates we develop, will
require additional preclinical and clinical development, management of clinical, preclinical and
manufacturing activities, marketing approval in the United States and other markets, demonstrating
effectiveness to pricing and reimbursement authorities, obtaining sufficient manufacturing supply for both
clinical development and commercial production, building of a commercial organization, and substantial
investment and significant marketing efforts before we generate any revenues from product sales.
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The success of our current and future product candidates will depend on several factors, including the
following:

« the successful and timely completion of additional preclinical studies;

« the successful initiation, patient enrollment and completion of our anticipated clinical trials on a
timely basis, including any delays arising out of the COVID-19 pandemic or any future pandemic;

* maintaining and establishing relationships with CROs and clinical sites for clinical development,
both in the United States and internationally;

« the frequency and severity of adverse events in the clinical trials;

« the efficacy, safety and tolerability profiles that are satisfactory to the FDA or any comparable
foreign regulatory authority for marketing approval;

the timely receipt of marketing approvals from applicable regulatory authorities;

the extent of any required post-marketing approval commitments to applicable regulatory authorities;

 the maintenance of existing or the establishment of new supply arrangements with third-party drug
product suppliers and manufacturers for clinical development;

« the maintenance of existing, or the establishment of new, scaled production arrangements with third-
party manufacturers to obtain finished products that are appropriate for commercial sale of our
product candidates, if approved;

.

obtaining and maintaining patent protection, trade secret protection and regulatory exclusivity, both
in the United States and internationally;

« the protection of our rights in our intellectual property portfolio;
« the successful launch of commercial sales following any marketing approval;
« a continued acceptable safety profile following any marketing approval;

» commercial acceptance by patients, the medical community and third-party payors; and

.

our ability to compete with other therapies.

We do not have complete control over many of these factors, including certain aspects of clinical
development and the regulatory submission process, potential threats to our intellectual property rights and
the manufacturing, marketing, distribution and sales efforts of any future collaborator. If we are not
successful with respect to one or more of these factors in a timely manner or at all, we could experience
significant delays or an inability to successfully commercialize the product candidates we develop, which
would materially harm our business. If we do not receive marketing approvals for IMM-1-104, or any other
product candidate we develop, we may not be able to continue our operations.

We are substantially dependent on our platform, including our proprietary technologies such as DCT and Fluency,
which are supported by our information technology systems. Any failure of these or other elements of our platform
will materially harm our business.

We are substantially dependent on our platform, including our proprietary technologies such as DCT and
Fluency, which are supported by our information technology systems, for significant elements of our drug
discovery process, bioinformatics and computational biology software systems, database of information
relating to our product candidates and their role in the targeted disease process, amongst others. Although
we invest substantially in the backup/restore, high-availability architecture, monitoring and reporting,
documentation and preventive security controls of our systems and proprietary technologies, these elements
of our platform are still vulnerable to damage from a variety of sources, including telecommunications or
network failures, malicious or inadvertent human acts, and natural disasters. Our information technology
systems and proprietary technologies are potentially also vulnerable to physical or electronic break-ins,
employee errors, computer viruses and similar disruptive problems. Despite the precautionary measures we
have taken to prevent unanticipated problems that could affect our information technology systems and
proprietary technologies, failures or significant downtime of these systems could prevent us from
conducting
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research and development activities for our current and future product candidates, and ultimately delay our
drug discovery process. Any failure of our information technology systems and proprietary technologies
will materially harm our business.

Our long-term prospects depend in part upon discovering, developing and commercializing product candidates,
which may fail in development or suffer delays that adversely affect their commercial viability.

Our future results of operations are dependent on our ability to successfully discover, develop, obtain
regulatory approval for and commercialize product candidates beyond those we currently have in preclinical
studies and early stage development. A product candidate can unexpectedly fail at any stage of preclinical
and clinical development. The historical failure rate for product candidates is high due to risks relating to
safety, efficacy, clinical execution, changing standards of medical care and other unpredictable variables.
The results from preclinical studies or early clinical trials of a product candidate may not be predictive of
the results that will be obtained in later stage clinical trials of the product candidate.

The success of the product candidates we have or may develop will depend on many factors, including the
following:

« the success of our research methodology in identifying potential indications or product candidates;

« generating sufficient data to support the initiation or continuation of clinical trials;

.

obtaining regulatory permission to initiate clinical trials;

contracting with the necessary parties to conduct clinical trials;

.

successful enrollment of patients in, and the completion of, clinical trials on a timely basis;

« the timely manufacture of sufficient quantities of the product candidate for use in clinical trials;

« adverse events in the clinical trials; and

+ any potential interruptions or delays resulting from factors related to the COVID-19 pandemic or any

future pandemic.

Even if we successfully advance any other product candidates into clinical development, their success will
be subject to all of the clinical, regulatory and commercial risks described elsewhere in this “Risk Factors”
section. Accordingly, we cannot assure you that we will ever be able to discover, develop, obtain regulatory
approval of, commercialize or generate significant revenue from our other product candidates.

We have never commercialized a product candidate before and may lack the necessary expertise, personnel and
resources to successfully commercialize any products on our own or together with suitable collaborators.

We have never commercialized a product candidate, and we currently have no sales force, marketing or
distribution capabilities. We will have to develop our own sales, marketing and supply organization or
outsource these activities to a third party to commercialize our products. If we decide to license our product
candidate to others, we may need to rely on the marketing assistance and guidance of those collaborators.

Factors that may affect our ability to commercialize our product candidates on our own include recruiting
and retaining adequate numbers of effective sales and marketing personnel, obtaining access to or
persuading adequate numbers of physicians to prescribe our product candidates and other unforeseen costs
associated with creating an independent sales and marketing organization. Developing a sales and marketing
organization will be expensive and time-consuming and could delay the launch of our product candidates.
We may not be able to build an effective sales and marketing organization. If we are unable to build our own
distribution and marketing capabilities or to find suitable partners for the commercialization of our product
candidates, we may not generate revenues from them or be able to reach or sustain profitability.

We face significant competition, and if our competitors develop and market technologies or products more rapidly
than we do or that are more effective, safer or less expensive than the product candidates we develop, our
commercial opportunities will be negatively impacted.

The pharmaceutical and biotechnology industries are characterized by rapidly advancing technologies,
intense competition and a strong emphasis on proprietary and novel products and product candidates. Our
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competitors have developed, are developing or may develop products, product candidates and processes
competitive with our product candidates. Any product candidates that we successfully develop and
commercialize will compete with existing therapies and new therapies that may become available in the
future. We believe that a significant number of products are currently under development, and may become
commercially available in the future, for the treatment of conditions for which we may attempt to develop
product candidates. In addition, our products may need to compete with off-label drugs used by physicians
to treat the indications for which we seek approval. This may make it difficult for us to replace existing
therapies with our products.

In particular, there is intense competition in the fields of oncology we are pursuing. We have competitors
both in the United States and internationally, including major multinational biopharmaceutical companies,
established biotechnology companies, specialty biopharmaceutical companies, emerging and start-up
companies, universities and other research institutions. For example, our product candidates and programs
for oncology and neuroscience will compete with products or programs being advanced by certain
pharmaceutical and biotechnology companies. We also compete with these organizations to recruit
management, scientists and clinical development personnel, which could negatively affect our level of
expertise and our ability to execute our business plan. We will also face competition in establishing clinical
trial sites, enrolling subjects for clinical trials and in identifying and in-licensing new product candidates.

We have chosen to initially address well-validated biochemical targets, and therefore expect to face
competition from existing products and products in development for each of our product candidates. There
are a large number of companies developing or marketing treatments for cancer, including many major
pharmaceutical and biotechnology companies. Many of these current and potential competitors have
significantly greater financial, manufacturing, marketing, drug development, technical and human resources
and commercial expertise than we do. Large pharmaceutical and biotechnology companies, in particular,
have extensive experience in clinical testing, obtaining regulatory approvals, recruiting patients and
manufacturing biotechnology products. These companies also have significantly greater research and
marketing capabilities and experience than we do and may also have products that have been approved or
are in late stages of development, and collaborative arrangements in our target markets with leading
companies and research institutions. Established pharmaceutical and biotechnology companies may also
invest heavily to accelerate discovery and development of novel compounds or to in-license novel
compounds that could make the product candidates that we develop obsolete. Smaller or early-stage
companies may also prove to be significant competitors, particularly through collaborative arrangements
with large and established companies, as well as in acquiring technologies complementary to, or necessary
for, our programs. As a result of all of these factors, our competitors may succeed in obtaining approval
from the FDA or other comparable foreign regulatory authorities or in discovering, developing and
commercializing products in our field before we do.

Our commercial opportunities could be reduced or eliminated if our competitors develop and commercialize
products that are safer, more effective, have fewer or less severe effects, are more convenient, have a
broader label, are marketed more effectively, are reimbursed or are less expensive than any products that we
may develop. Our competitors also may obtain marketing approval from the FDA or other comparable
foreign regulatory authorities for their products more rapidly than we may obtain approval for ours, which
could result in our competitors establishing a strong market position before we are able to enter the market.
Even if the product candidates we develop achieve marketing approval, they may be priced at a significant
premium over competitive products if any have been approved by then, resulting in reduced
competitiveness. Technological advances or products developed by our competitors may render our
technologies or product candidates obsolete, less competitive or not economical. If we are unable to
compete effectively, our opportunity to generate revenue from the sale of our products we may develop, if
approved, could be adversely affected.

If the market opportunity for any product candidate that we develop is smaller than we believe, our revenue may be
adversely affected and our business may suffer.

We intend to initially focus our product candidate development on treatments for various oncology
indications. Our projections of addressable patient populations that may benefit from treatment with our
product candidates are based on our estimates. These estimates, which have been derived from a variety of
sources, including scientific literature, surveys of clinics, patient foundations and market research, may
prove to be
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incorrect. Further, new studies may change the estimated incidence or prevalence of these cancers.
Additionally, the potentially addressable patient population for our product candidates may not ultimately be
amenable to treatment with our product candidates. Our market opportunity may also be limited by future
competitor treatments that enter the market. If any of our estimates prove to be inaccurate, the market
opportunity for any product candidate that we develop could be significantly diminished and have an
adverse material impact on our business.

We have never obtained marketing approval for a product candidate and we may be unable to obtain, or may be
delayed in obtaining, marketing approval for any product candidate.

We have never obtained marketing approval for a product candidate. It is possible that the FDA may refuse
to accept for substantive review any NDAs that we submit for our product candidates or may conclude after
review of our data that our applications are insufficient to obtain marketing approval of our product
candidates. We believe our approach of treating conditions or diseases through neuroregeneration is novel
and, as a result, the process for, and the outcome of, FDA approval is especially uncertain. If the FDA does
not accept or approve our NDAs for our product candidates, it may require that we conduct additional
clinical, preclinical, or manufacturing validation studies and submit that data before it will reconsider our
applications. Depending on the extent of these or any other FDA-required studies, approval of any NDA that
we submit may be delayed or may require us to expend more resources than we have available. It is also
possible that additional studies, if performed and completed, may not be considered sufficient by the FDA
to approve our NDAs.

Any delay in obtaining, or an inability to obtain, marketing approvals would prevent us from
commercializing our product candidates, generating revenues, and achieving and sustaining profitability. If
any of these outcomes occur, we may be forced to abandon our development efforts for our product
candidates, which could significantly harm our business.

The COVID-19 pandemic and potential future pandemics could continue to adversely impact our business,
including our anticipated clinical trials, supply chain and business development activities.

In December 2019, SARS-CoV-2, a novel strain of coronavirus, was first reported in Wuhan, China and has
since become a global pandemic. The President of the United States declared the COVID-19 pandemic a
national emergency and many states and municipalities in the United States have announced aggressive
actions to reduce the spread of the disease, including limiting non-essential gatherings of people, ceasing all
non-essential travel, ordering certain businesses and government agencies to cease non-essential operations
at physical locations and issuing “shelter-in-place” orders which direct individuals to shelter at their places
of residence (subject to limited exceptions). We may experience limitations on employee resources in the
future, including because of sickness of employees or their families. The effects of government actions and
our own policies and those of third parties to reduce the spread of COVID-19 may negatively impact
productivity and slow down or delay our future clinical trials, preclinical studies and research and
development activities, and may cause disruptions to our supply chain and impair our ability to execute our
business development strategy. In the event that government authorities were to enhance current restrictions,
our employees who currently are not telecommuting may no longer be able to access our facilities, and our
operations may be further limited or curtailed.

As COVID-19 continues to spread, we may experience ongoing disruptions that could severely impact our
business, preclinical studies and clinical trials, including:

« interruption or delays in our operations, which may impact our ability to conduct and produce
preclinical results required for submission of an IND;

« delays in receiving approval from local regulatory authorities to initiate our planned clinical trials;

delays or difficulties in enrolling patients in our clinical trials;

* delays or difficulties in clinical site initiation, including difficulties in recruiting clinical site
investigators and clinical site staff;

¢ delays in clinical sites receiving the supplies and materials needed to conduct our clinical trials,
including interruption in global shipping that may affect the transport of clinical trial materials;
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« changes in local regulations as part of a response to the COVID-19 outbreak which may require us to
change the ways in which our clinical trials are conducted, which may result in unexpected costs, or
to discontinue the clinical trials altogether;

diversion of healthcare resources away from the conduct of clinical trials, including the diversion of
hospitals serving as our clinical trial sites and hospital staff supporting the conduct of our clinical
trials;

interruption of key clinical trial activities, such as clinical trial site monitoring, due to limitations on
travel imposed or recommended by federal or state governments, employers and others, or
interruption of clinical trial subject visits and study procedures, the occurrence of which could affect
the integrity of clinical trial data;

interruption or delays in the operations of the FDA or other regulatory authorities, which may impact
review and approval timelines;

« risk that participants enrolled in our clinical trials will acquire COVID-19 while the clinical trial is
ongoing, which could impact the results of the clinical trial, including by increasing the number of
observed adverse events; and

refusal of the FDA to accept data from clinical trials in affected geographies.

These and other disruptions in our operations and the global economy could negatively impact our business,
results of operations and financial condition.

Our future clinical trials may be affected by the COVID-19 pandemic or any future pandemic. For example,
some clinical trial sites have slowed down or stopped further enrollment of new patients in clinical trials,
denied access to site monitors and otherwise curtailed certain operations. Similarly, our ability to recruit and
retain principal investigators and site staff who, as healthcare providers, may have heightened exposure to
COVID-19, may be adversely impacted. Our planned clinical trials may also be impacted by interruptions or
delays in the operations of the FDA and comparable foreign regulatory agencies. We and our CROs will act
in accordance with the guidance issued by the FDA in our future clinical trials to ensure the monitoring and
safety of patients and minimize risks to trial integrity during the COVID-19 pandemic. This may have
unforeseen effects on the enrollment, progress and completion of these trials and the findings. These events
could delay our clinical trials, increase the cost of completing our clinical trials and negatively impact the
integrity, reliability or robustness of the data from our clinical trials.

In addition, quarantines, shelter-in-place and similar government orders, or the perception that such orders,
shutdowns or other restrictions on the conduct of business operations could occur, related to COVID-19 or
other infectious diseases could impact personnel at third-party manufacturing facilities upon which we may
rely in the future, or the availability or cost of materials, which could disrupt the supply chain for our
product candidates. To the extent our future suppliers and service providers are unable to comply with their
obligations under our future agreements with them or they are otherwise unable to deliver or are delayed in
delivering goods and services to us due to the COVID-19 pandemic, our future ability to continue meeting
clinical supply demand for our product candidates or otherwise advancing development of our product
candidates may become impaired.

The spread of COVID-19 and actions taken to reduce its spread may also materially affect us economically.
While the potential economic impact brought by, and the duration of, the COVID-19 pandemic may be
difficult to assess or predict, there could be a significant disruption of global financial markets, reducing our
ability to access capital, which could in the future negatively affect our liquidity and financial position. In
addition, the trading prices for other biopharmaceutical companies have been highly volatile as a result of
the COVID-19 pandemic. As a result, we may face difficulties raising capital through sales of our Class A
common stock or such sales may be on unfavorable terms.

COVID-19 and actions taken to reduce its spread continue to rapidly evolve. The extent to which COVID-
19 may impede the development of our product candidates, reduce the productivity of our employees,
disrupt our supply chains, delay our clinical trials, reduce our access to capital or limit our business
development activities, will depend on future developments, which are highly uncertain and cannot be
predicted with confidence. To the extent the COVID-19 pandemic adversely affects our business and
financial results, it may
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also have the effect of heightening many of the other risks described in this “Risk Factors” section, such as
those relating to the timing and results of our clinical trials and our financing needs.

We may fail to adequately meet the requirements under our computational biology service contracts to
pharmaceutical and biotechnology companies, which may harm our reputation, growth opportunities and prospects,
possibly resulting in related losses.

Over a decade ago, we began to offer computational biology services to pharmaceutical and biotechnology
companies. We have deprioritized this business and plan to gradually wind down our computational biology
services to pharmaceutical and biotechnology companies in the future. However, we are currently servicing
several companies and in doing so, we must:

« accurately assess and meet the customer’s needs;

« ensure our computational biology services meet industry standards and practices for performance of
similar services;

.

retain the proper personnel to fulfill these service contracts; and
« compete effectively with other computational biology service providers performing similar services.

If we fail to adequately meet the requirements under our computational biology service contracts to our
typical high standards, our reputation, growth opportunities and prospects could be adversely affected,
possibly resulting in related losses. In addition, as is typical for contracts of this nature, there are inherent
legal risks and potential liabilities associated with our work under each of our past, present and future
contracts.

Risks Relating to Our Dependence on Third Parties

T,

We substantially rely, and expect to continue to rely, on third parties, including independent clinical investigators
and CROs, to conduct certain aspects of our preclinical studies, and in the future, our clinical trials. If these third
parties do not successfully carry out their contractual duties, comply with applicable regulatory requirements or
meet expected deadlines, we may not be able to obtain regulatory approval for or commercialize our product

candidates and our busii could be substantially harmed.

We substantially rely, and expect to continue to rely, on third parties, including independent clinical
investigators and third-party CROs, to conduct certain aspects of our preclinical studies and to monitor and
manage data for our ongoing preclinical programs. We rely on these parties for execution of our preclinical
studies and clinical trials, and control only certain aspects of their activities. Nevertheless, we are
responsible for ensuring that each of our studies and trials is conducted in accordance with the applicable
protocol, legal, regulatory and scientific standards, and our reliance on these third parties does not relieve us
of our regulatory responsibilities. We, our third-party contractors and CROs are required to comply with
GCP requirements, which are regulations and guidelines enforced by the FDA and comparable foreign
regulatory authorities for all of our products candidates in clinical development. Regulatory authorities
enforce these GCPs through periodic inspections of trial sponsors, principal investigators and trial sites. If
we or any of these third parties or our CROs fail to comply with applicable GCPs, the clinical data
generated in our clinical trials may be deemed unreliable and the FDA or comparable foreign regulatory
authorities may require us to perform additional clinical trials before approving our marketing applications.
We cannot assure you that upon inspection by a given regulatory authority, such regulatory authority will
determine that any of our clinical trials comply with GCP regulations. In addition, our clinical trials must be
conducted with product produced under cGMP regulations. Our failure to comply with these regulations
may require us to repeat clinical trials, which would delay the regulatory approval process. Moreover, our
business may be adversely affected if any of these third parties violates federal or state fraud and abuse or
false claims laws and regulations or healthcare privacy and security laws.

Further, there is no guarantee that any such CROs, investigators or other third parties on which we rely will
devote adequate time and resources to our development activities or perform as contractually required.
These risks are heightened as a result of the efforts of government agencies and the CROs themselves to
limit the spread of COVID-19, including quarantines and shelter-in-place orders. These third parties may
also have relationships with other commercial entities, including our competitors, for whom they may also
be conducting
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clinical trials or other product development activities, which could affect their performance on our behalf. If
independent investigators or CROs fail to devote sufficient resources to the development of our product
candidates, or if CROs do not successfully carry out their contractual duties or obligations or meet expected
deadlines, if they need to be replaced or if the quality or accuracy of the clinical data they obtain is
compromised due to the failure to adhere to our clinical protocols, regulatory requirements or for other
reasons, our clinical trials may be extended, delayed or terminated and we may not be able to obtain
regulatory approval for or successfully commercialize our product candidates. As a result, our results of
operations and the commercial prospects for our product candidates would be harmed, our costs could
increase and our ability to generate revenues could be delayed or precluded entirely.

Our CROs have the right to terminate their agreements with us in the event of an uncured material breach.
In addition, some of our CROs have an ability to terminate their respective agreements with us if it can be
reasonably demonstrated that the safety of the subjects participating in our clinical trials warrants such
termination, if we make a general assignment for the benefit of our creditors or if we are liquidated.

If any of our relationships with these third-party CROs terminate, we may not be able to enter into
arrangements with alternative CROs or to do so on commercially reasonable terms. Switching or adding
additional CROs involves additional cost and requires management time and focus. In addition, there is a
natural transition period when a new CRO commences work. As a result, delays occur, which can materially
impact our ability to meet our desired clinical development timelines. Additionally, CROs may lack the
capacity to absorb higher workloads or take on additional capacity to support our needs. Though we
carefully manage our relationships with our CROs, there can be no assurance that we will not encounter
similar challenges or delays in the future or that these delays or challenges will not have a material adverse
impact on our business, financial condition and prospects.

We rely on, and in the future may rely on, third-party datasets and collaborations with third parties to inform patient
selection, drug target identification and other bioinformatic and computational biology analyses for our extstmg
product candidates and any future product candidates and for the supply of bi ker companion diag S.

We are using bioinformatics, including data analytics, biostatistics and computational biology, throughout
our drug discovery and development process, including to identify new target and biomarker opportunities.
As part of this approach, we interrogate public and proprietary datasets, including, but not limited to, human
tumor genetic information and specific cancer-target dependency networks. We rely on these datasets and
data analytics for multiple analyses, including identifying or validating some of our biomarker-target
relationships and access to these databases may not continue to be available publicly or through a
proprietary subscription on acceptable terms. Our past, present and future use of such datasets could also
create potential liabilities for us if the data provided to us contains inherent errors, inaccuracies or artifacts,
or if we improperly analyze, handle, store or utilize the data.

Many of our product candidates also rely on the availability and use of commercially available tumor
diagnostics panels or data on the prevalence of our target patient population to inform the patient selection
and drug target identification for our product candidates. In cases where such biomarker diagnostic is not
already commercially available, we expect to establish strategic collaborations for the clinical supply and
development of companion diagnostics. If these diagnostics are not able to be developed, or if commercial
tumor profiling panels are not able to be updated to include additional tumor-associated genes, or if clinical
oncologists do not incorporate molecular or genetic sequencing into their clinical practice, we may not be
successful in developing our existing product candidates or any future product candidates.

If we decide to establish new collaborations in the future, but are not able to establish those collaborations on
commercially reasonable terms, we may have to alter our development and commercialization plans.

Our drug development programs and the potential commercialization of our product candidates will require
substantial additional cash to fund expenses. We may seek to selectively form collaborations to expand our
capabilities, potentially accelerate research and development activities and provide for commercialization
activities by third parties. Any of these relationships may require us to incur non-recurring and other
charges, increase our near and long-term expenditures, issue securities that dilute our existing stockholders,
or disrupt our management and business.
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We may face significant competition in seeking appropriate collaborators and the related negotiation process
is time-consuming and complex. Whether we reach a definitive agreement for a collaboration will depend,
among other things, upon our assessment of the collaborator’s resources and expertise, the terms and
conditions of the proposed collaboration and the proposed collaborator’s evaluation of a number of factors.
Those factors may include the design or results of clinical trials, the likelihood of approval by the FDA or
comparable foreign regulatory authorities, the potential market for the subject product candidate, the costs
and complexities of manufacturing and delivering such product candidate to patients, the potential of
competing drugs, the existence of uncertainty with respect to our ownership of intellectual property and
industry and market conditions generally. The potential collaborator may also consider alternative product
candidates or technologies for similar indications that may be available to collaborate on and whether such
collaboration could be more attractive than the one with us for our product candidate. Further, we may not
be successful in our efforts to establish a collaboration or other alternative arrangements for future product
candidates because they may be deemed to be at too early of a stage of development for collaborative effort
and third parties may not view them as having the requisite potential to demonstrate safety and efficacy.

In addition, there have been a significant number of recent business combinations among large
biopharmaceutical companies that have resulted in a reduced number of potential future collaborators. Even
if we are successful in entering into a collaboration, the terms and conditions of that collaboration may
restrict us from entering into future agreements on certain terms with potential collaborators.

If and when we seek to enter into collaborations, we may not be able to negotiate collaborations on a timely
basis, on acceptable terms, or at all. If we are unable to do so, we may have to curtail the development of a
product candidate, reduce or delay its development program or one or more of our other development
programs, delay its potential commercialization or reduce the scope of any sales or marketing activities, or
increase our expenditures and undertake development or commercialization activities at our own expense. If
we elect to increase our expenditures to fund development or commercialization activities on our own, we
may need to obtain additional capital, which may not be available to us on acceptable terms or at all. If we
do not have sufficient funds, we may not be able to further develop our product candidates or bring them to
market and generate product revenue.

We may enter into collaborations in the future with third parties for the development and commercialization of
product candidates. If those collaborations are not successful, we may not be able to capitalize on the market
potential of these product candidates.

We may seek third-party collaborators in the future for the development and commercialization of one or
more of our product candidates. Our likely collaborators for any future collaboration arrangements include
large and mid-size pharmaceutical companies, regional and national pharmaceutical companies and
biotechnology companies.

We will likely have limited control over the amount and timing of resources that our collaborators dedicate
to the development or commercialization of our product candidates. Our ability to generate revenues from
these arrangements will depend on our collaborators’ abilities and efforts to successfully perform the
functions assigned to them in these arrangements. Collaborations involving our product candidates could
pose numerous risks to us, including the following:

« collaborators have significant discretion in determining the efforts and resources that they will apply
to these collaborations and may not perform their obligations as expected;

collaborators may deemphasize or not pursue development and commercialization of our product
candidates or may elect not to continue or renew